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AlFA

Age.Na.S.

AMR
ASL
CCM
CIO
CNR
cS
CSS
ECDC
EIA
GISCi
GISCoR
GISMa
HAI/HCAI
HEIA
HIA
HiAP
HSIA
HTA
ICM
ISPESL
ISS

JA

LEA
LILT
MS
OMC
ONDA
ONS
PASQ

PHP
PNP
PRP
PSN
PSR
PS
RCA
RLS
SEA
SIMES
SSN

Main Abbreviations and Acronyms

ITALY

Italian Medicines Agency

National Agency for Regional Health Sezsi
Antimicrobial Resistance

Local Health Enterprise

National Centre for Disease Prevention and @bnt
Technical Commission on Healthcare Associatéections
National Research Council

Cancer Screening

National Health Council

European Centre for Disease Prevention andr@on
Environmental Impact Assessment

Italian Working Group on Cervical Cancer Stri@g
Italian Working Group on Colorectal Canceregning
Italian Working Group on Breast Cancer Scirggn
Healthcare Associated Infection
Health Equity Impact Assessment
Health Impact Assessment

Health in All Policies

Health Systems Impact Assessment
Health Technology Assessment

Intersectoral Coordination Mechanism

Institute for Prevention and Safety at Work
National Health Institute

Joint Action
Essential Levels of Assistance
Italian League for the Fight Against Cancer
Member State

Open Method of Coordination
Women’s Health Observatory

National Observatory of Screening
European Union Network fdPatient Safetynd Quality of
Care

Public Health Programme

National Prevention Plan

Regional Prevention Plan

National Health Plan

Regional Health Plan

Patient Safety

Root Cause Analysis

Reporting and Learning Systems

Strategic Environmental Assessment

Monitoring Information System on Health Mista
Italian National Health Service



ABM
AFSSAPS
AMR
ANSES

ANSM
ARLIN

ARS
ATIH
CCEQA

CLS
CCLIN

CNIL
CNRS
CNS
CNSP
CRSA
CS
CTINILS

DGCS
DGOS
DGS
DRASS
DREES
DSS
ECDC
EHESP
EIA
ENEIS

EPR
HAI/HCAI
HAS
HCAAM
HCSP
HEIA

HIA

HIAP
HPST Law
HSIA
INCa
Ineris
INPES
InVS
IPAQSS

FRANCE

Agence de la biomédecine

National Agency for the Safety of Drugs bieglth Products
Antimicrobial Resistance

National Food, Environmental and Occupati¢iedlth
Agency

National Security Agency of Medicines and HealtbdRicts
Antennes Régionales de Lutte contre les liders
Nosocomiales

Regional Health Agency
Agency for Information on Hospital Care

Comité de coordination de I'évaluation clirecet de la
qualité

Local Health Contract

Centres de coordination de la lutte conteeitéections
nosocomiales

Commission nationale informatique et liberté

National Centre for Scientific Research

National Health Conference

National Committee on Public Health

Regional Conference of Health and Autonomy
Cancer Screening

Comité technique des infections nosoconsiaedes
infections liées aux soins

General Directorate for Social Policy

General Directorate of Health Care Supply

General Directorate of Health

Decentralised State Services

Directorate of Research, Studies, Evaluai@hStatistics
Directorate of Social Security

European Centre for Disease Prevention antr@on
School of Higher Education in Public Health
Environmental Impact Assessment

Epidemiological Survey of Healthcare-assedakdverse
Events

Evénements porteurs de risques
Healthcare Associated Infections

National Health Authority
French High Council for the Future of Healttsurance
High Council for Public Health
Health Equity Impact Assessment
Health Impact Assessment
Health in All Policies

Hospital, Patients, Health and TerritoAes
Health Systems Impact Assessment

National Institute for Cancer

National Institute for Industrial Environnteand Risks
National Institute for Prevention and He&thucation
National Institute for Public Health Surverilze
Indicateurs Pour I'Amélioration de la Quéaét de la Sécurité



JA
MS
MoH
OoMC
ORS
PASQ

PC

PHP
PHP Law
PMSI
PRS

PS

PSI
PSRS
PST
RAISIN

RPS
SEA
SHI

AMR
CAP

cS
ECDC
EIA

FAS

FHI
HAI/HCAI
HIA
HiAP
HSIA
ICM

JA

KBF

MS
OMC
PASQ

PH
PHP
PS

RAF
RCC
SBU
SE

des Soins

Joint Action

Member State

Ministry in charge of Health

Open Method of Coordination

Regional Health Observatory
European Union Network fdPatient Safetynd Quality of
Care

Action Plan on Cancer

Public Health Programme

Law on Public Health Policy

Programme de Médicalisation des Systemesatiimdtion
Regional Health Projects

Patient Safety

Patient Safety Indicators

Regional Strategic Health Plans

Health at Work Plan
Réseau d’alerte, d’investigation et de sillaece des
infections nosocomiales

Regional prevention scheme

Strategic Environmental Assessment

Statutory Health Insurance

SWEDEN

Antimicrobial Resistance

Common Agricultural Policy

Cancer Screening

European Centre for Disease Prevention antr@on
Environmental Impact Assessment

Swedish Council for Working Life and Social Rasch
Swedish National Institute of Public Health
Healthcare Associated Infections

Health Impact Assessment

Health in All Policies

Health Systems Impact Assessment

Intersectoral Coordination Mechanism

Joint Action

Municipal Basic Facts for Public Health Plargin
Member State

Open Method of Coordination

European Union Network fdPatient Safetyand Quality of
Care

Public Health

Public Health Programme

Patient Safety

Reference Group for Antibiotic Questions

Regional Cancer Centre

Swedish Council on Health Technology Assessment
Sweden



SEA

SKL
SOSSEG
SOuU
VBF

AMR
CS
ECDC
EIA
HAI/HCAI
HIA
HiAP
HSIA

JA

MS
oMC
PASQ

PHP
PS
SEA

Strategic Environmental Assessment

Swedish Association of Local Authorities andgitas
Swedish Organised Service Screening Evaiu@tioup
Official Government Inquiries

Local Welfare Accounts

POLAND

Antimicrobial Resistance

Cancer Screening

European Centre for Disease Prevention antr@on
Environmental Impact Assessment
Healthcare Associated Infections
Health Impact Assessment

Health in All Policies

Health Systems Impact Assessment
Joint Action

Member State

Open Method of Coordination

European Union Network fdPatient Safetynd Quality of

Care

Public Health Programme

Patient Safety

Strategic Environmental Assessment



ANNEX A — MAPPING OF POLICY ACTIONS REQUESTED OF ME MBER
STATES AND INDICATORS PROPOSED

Introduction

The mapping factsheets below provide lists of asticequested of the MS by EU soft-law
instruments in the twenty-one policy areas idegdifin the context of the Study. In the case of
specific ‘verticals’ the corresponding objective thie Health Strategy is indicated. Requested
actions are classified on the basis of the taxonelalyorated in this Report.

The mapping includes also indicators that wereiptesly proposed, classified again on the basis of
the proposed taxonomy. The list reports furthesvaht indicators that are found to be missing and
can be usefully considered, based on a revieweopthicy actions and the information available on
the possible causes of success or failure in imgieation. An initial review of the possible factors
impacting on implementation is also provided. Hyah paragraph of preliminary comments
highlights notable features of the proposed indisatidentifies possible sources of data and
outlines issues to be eventually addressed imtiplementation of the system of indicators.

Each factsheet is structured as follows. Firstqyadictions requested to MS are classified, based on
the classification framework proposed in Volumé&hen the indicators already proposed by the
various sources consulted are listed and classifiedsimilar way. Then a summary review is made
of the most likely factors impacting on policy uggawhich eventually leads to the section on
proposed missing indicators. The combination oppsed and missing indicators is finally used as
a basis for the policy matrix of Table 2.1 in Volerh Whenever possible, information is also
provided on whether there is consensus on the waitthoutcomes and impacts can be measured
by means of indicators.

The template of the factsheet is structured acogrtti the following format:

Relevant actions directly envisaged in the strategy

Other relevant EU Policy documents Actions envisaged therein

Availability of relevant | Availability of impact Availability of Reporting requirement on
preparatory study with | assessment report with | implementation report with | Member States

proposed indicators proposed indicators proposed indicators

Already proposed indicators from various sources | Already proposed indicators from various sources
Likely factors impacting on implementation and leveMissing indicators i.e. actions envisaged not cetdyy

of uptake already proposed indicators




Principle 1. Shared Health Values: universality, access to gd quality care, equity and solidarity of healthcae
systems, citizens’ empowerment, reduction of heal

timequalities

Member States Actions Stated in the Strategy
PRI. Adopt a statement on fundamental health

HAR. Improve collection, compatibility and compailah of health data

EXC. Exchange best practices

values

Linked Communications/Recommendations
CONC. Common values and principles in
European Union Health Systems (2006)
COM. Solidarity in health: reducing health
inequalities in the EU (2009)

COMM. An EU Framework for National Roma
Integration Strategies up to 2020 (2011)

More Detailed Member States’ Actions
OBJ. Reduce health inequalities. Create more duaita
access to high quality health care and preventioprove
access to health services to migrants, ethnic ntiesand
other vulnerable groups.
HAR. Establish a common set of indicators to manito
health inequalities in order to prioritize areas of
improvement. Improve data collection. Provide the
Commission with detailed information in relation to
particular population groups and determinants.
ANA. Establish a methodology to audit the health
situation
EXC Improve the exchange of information, knowledge
and coordination of policies.
AWA Promote initiatives aimed to raise awareness
PRI. Place policy emphasis on reducing health
inequalities.
STR.FUND Increase the use of the funding opporiemit
offered by the Cohesion Policy to address health
inequalities. Use the existing option under the CARl
development facility.
OBJ. Reduce the gap in health status between th@Ro
and the rest of the population
OBJ. Provide access to quality healthcare espgdiail
children and women, as well as preventive caresacdl
services at a similar level and under the sameitionsd
to the Roma as to the rest of the population.

Preparatory Study YES$

> Impact Assessment Y

=S
NO

dmehtation Report Reporting Requirement NO

Already Proposed Process Indicators (source)
PRI1. Number of MS whose national health
strategy documents explicitly recognise the
shared principles (interim evaluation)

PRI. Number of Member States with
comprehensive policy approach which can be
analysed in the social OMC NSR (impact
assessment)

Already Proposed Process Indicators (source)
HARZ2. Eurostat working group subjective expert amin
(impact assessment)

ANA2/ANA.4. Number and quality of studies, and agxe
to distribution platforms (internet portal) and bfioations
(impact assessment)

STR.FUND Number of MS SF Programming Documer
with indicators of Health Inequalities and related
Committed Financing (adapted from impact assesgme

ts

Likely Factors Impacting on Implementation
HAR. European framework methodology to
analyze data on health inequality only recently
proposed (2011)

ANA. Health status audit methodology
developed in the UK but apparently never
transposed to other systems.

LEG. Privacy issues in collecting data (e.qg.
France)

PROG. Need for a more structured policy
implementation framework in certain MS

Missing Indicators
A link with mortality and morbidity indicators cade
established through data on:
OUTL. population not receiving care for financiedsons
and related socioeconomic breakdown;
IMP1. socioeconomic breakdowns of data on prematu
mortality, life expectancy, life expectancy in gdoehlth,
etc.
A very quick proxy of the level of uptake of initiees in MS
can be given by:
EXC.2 number of pilot projects/ best practices dbnted
to the EU Health Inequalities portal.

AWAL. Number of awareness raising campaigns




Preliminary Comment. Health inequalities is a policy area at a relativedrly stage of development with still poorly
defined analytical methodologies also at the Eusoplevel. PRI remains the indicator of choice, @ligih possibly
currently formulated in too rigid terms. Given ttage of policy development, bibliographic indicattANA2/ANA4)
can be particularly appropriate to measure thekapia the broader policy debate at the nationatllewn the coming
years, the number of MS implementing specific pangmes targeting the Roma can represent a conbaigh rough
proxy for the degree of prioritisation attachech&alth inequities; EU policy has been too recemtigoduced to serve
as a reference for the 2005-2011 period. It isearcivhether the social OMC national strategy repcan represent a
sustainable source for comparison over time. Thapowww. health-inequalities.eis a source of information and a
repository of programmes. Previous surveys caroatl at the regional level by other PHP projectsvyv.air-
healthinequalities.guare also available. Ostensibly, there is needfudcther bibliographic research. A preparatory
study was drafted for the UK Presidency, howeverais of limited use to draw process indicators

Principle 2. Health is the Greatest Wealth

Member States’ Actions

* FUND. Invest in prevention, protection and imprownof the population's overall physical and mehésllth

e EXC. Share best practice in health prevention itaeat.

* RES. Development of a programme of analytical stsidif the economic relationships between healtbssta
health investment and economic growth and develapme

Linked Communications/Recommendations « FUND ensure a sustainable financing basis, a higjne®

of pooling of funds and a good resource allocation

« CONC On the EPC- Commission Joint Report| - EVALencourage a cost-effective use of care,;

on health systems in the EU (2010) +  PRO encourage the provision and access to prinealgh
care services to reduce unnecessary use of sgeaiad
hospital care.;

« PRI curb supply-induced demand by considering the
interaction between demand side factors and sigigéy
factors, etc.;

- EVAL ensuring the cost-effective use of medicines
through better effectiveness assessment;

- EVAL improving data collection and information
channels to increase overall system performance

«  EVAL deploying health-technology assessment of the
effectiveness, costs and broader impact of heatthca
treatments more systematically in decision-making
processes;

- PRI improving health promotion and disease prewanti
also outside the health sector

Preparatory Study NO| Impact Assessment ND Imeteation Report NO | Reporting Requirement NG

Already Proposed Process Indicator (source)
FUND. Number of MS for which the investment
in prevention, protection and improvement of
health status has increased year-on-year (in
absolute terms and as a % of healthcare
spending) since 2008 (interim evaluation)

Likely Factors Impacting on Implementation Missing Indicators

A link with mortality and morbidity indicators calibe
established through data on:

» HAR. Difficulties in collecting homogenous datae OUT1. The cost-effectiveness of various prevention

and item classification issues. Availability of a interventions;

common classification methodology e IMP1. The cost of not implementing health prevemtio
 HAR. Delays in reporting and availability of best practice in terms of quality life years lost.

data. A very quick proxy of the level of knowledge readhe
« EVAL. Tradition of evaluating programmes/ health prevention investment can be given by

Availablity of cost assessment reports » EVAL.1 Number of Cost-effectiveness evaluationsltie

technology assessments commissioned by the M&®in th

! http://ec.europa.eu/health/ph_determinants/socimn@mics/documents/ev_060302_rd06_en.pdf



areas covered by the strategy

» EXC. Number of MS contributing cost effectiveness /
evaluation studies in the prevention field.

» RES. Number of studies produced on the subject

Preliminary Comments. Data on expenditure in prevention (FUND) and lba éffectiveness / heatlh technology
assessment studies carried out (EVAL) would aptfeamdicator of choice to measure political conmant, although
fraught with practical implementation and compaigbiifficulties OECD reported as the source efarence. A
research indicator (RES) is best placed to captufaural cross-contamination in the policy debatel a&an be
complemented by very simple proxies of EU addederdEXC). PRI indicator substantially overlap wHhAP.

Principle 3. Health in All Policies

Member States’ Actions

» PRI Strengthen integration of health concerns @titpolicies at Member State and regional levels,

e ANA. Use HIAP in Impact Assessment and evaluatamig

* PRO. Support increased intersectoral cooperatidneirfield of health.

* ANA. Support the use of HIA and HSIA

« ANA Disseminate the online Health Systems Impace&sment Tool

» EVAL Explore opportunities for using post-hoc eation to support the integration of health intoestholicies.

CONC. Health in All Policies -HiAP — (2006) * RES. Develop the knowledge base on health and its
determinants, trends in them, and in health ineties|

* PRO/PART. Consider in the national policymaking the
added value offered by cooperation between govemhim
sectors social partners, the private sector antl®@s
for public health;

e ANA undertake, where appropriate, HIA assessment of
major policy initiatives with a potential bearing bealth
with a special attention to the impact on equithéalth,
including mental health, and health inequalities;

 ORG. focus on capacity building in policy analyais
development for improved intersectoral policies;

1%

Preparatory Study Impact Assessment Implementation Report NQ  Reporting RequiremeitiO
YES NO

Already Proposed Process Indicator (source)

e PRIL.1: Number of MS with an overarching
national health strategy / policy plan that incleide
an explicit reference to HiAP (interim evaluation)

* ANA.2. Number of MS that are referred to in
publications in relation to the HIAP principle
(interim evaluation )

e ANA.3. Number of MS that have developed
specific tools / guidelines for health IA (interim

evaluation)
Likely Factors Impacting on Implementation Missing Indicators
e PRIL1. Number of MS stating commitment to HIAP in
* LEG. Lack of a clear framework for HIA use in their Health strategy documents.
the public administration. A very quick proxy of implementation of health ith golicies
* HAR. Availability of a sufficient number of in a given MS can be given by the
registries as a precondition. * PRO.1 Number of procedures established al co-atiidima
* TRAIL. Availability of professionals trained in mechanisms have been established to consider the
HIA/HSIA viewpoint of health authorities.
+ ORG. Existence of a centre of expertise to play* EVAL.1 Number of MS with Ex Post Evaluation Reporis
the lighthouse in HIA implementation inclusive of Health Considerations (in selectechaye
+ ORG. Secretariat for intersectoral coordination * ORG. Number of MS in which a leading centre of
«  AWActive dissemination of HIA principles and expertise for HIA can be identified
methodologies at all Government levels * ANAS3 Circulation reached by HSIA in the given MS
* FUND. Resource constraints * ORG.1 Number of MS that have established secrétarig
» EVAL. Lack of convincing evidence from other for intersectoral cooperation

10



Countries’ evaluations of HIAP effectiveness

* ORG. Number of MS that have appointed centres of
expertise to disseminate best practice in HiAP

* PART. Number of MS that have involved NGO in HIAR
policymaking

* RES Number of MS with research projects on thetheal
dimension of other policies

Preliminary Comments. The bibliographical indicator (ANA.2) is particula relevant to capture dissemination of this
relatively new policy concept. Assessment of insititnal preconditions (ANA.3, PRO.1) can be a fjpebxy of actual
implementation. There are little consolidated searfor comparison. A 2010 study for DG EMPL on @bdA

reviewed the many conceptual and practical diffieal of trying to determine whether specific coiggrhave 1A
systems. Commitment to the WHO Health for All ahd WHO Healthy Cities programmes used as proxic@idrs
in the preparatory study. Baseline data avail@blhe preparatory study are not always consisteaed for further
substantial bibliographic research. Unstructurddrination on local/regional developments in the Rifield is also
available in the blogsphere, see éitp://healthimpactassessment.blogspot.it/

Principle 4. Strengthening the EU Voice in Global téalth

PRI. Ensure in-depth analysis and dialogue betwetional and global health policies.

OBJ. Address challenges in coordination

Linked Communications/Recommendations

COM. The EU Role in Global Health (2010)

COM. A European Programme for Action to
tackle the critical shortage of health workers in
developing countries (2006)

Member States’ Actions

» OBJ1. The EU should endeavour to defend a single
position within the UN agencies.

» OBJ.2. Ensure that their migration policies do not
undermine the availability of health professionalghird
countries

e 0BJ.3. Step up efforts to ensure that migrantse la@eess
to quality health services without discrimination.

* ORG. Designate a coordinator on global health

e EXC. Contribute to a platform to exchange inforroati

* FUND. Increase the proportion of financing provided
the achievement of MDG to improve the HRH situation

Already Proposed Process Indicator (source)

FUND.2. HRH Actions funded by Bilateral
Means (2006 Communication)

Already Proposed Outcome/Impact Indicators (source)

* OBJ.1 Number of coordinated EU statements in tihéON
(World Health Assembly / WHO Europe Region
Committee) vs. number of individual MS statementthie
WHO (in absence of a coordinated EU statementrimt
evaluation)

e OBJ.2. Number of resolutions in the WHO (World Hea
Assembly / WHO Europe Region Committee) cosponso
by EU MS acting together vs. number of resolutions
cosponsored by EU MS acting individually (interim
evaluation)

red

Likely Factors Impacting on Implementation

ORG. Allocation of responsibilities between
Ministries at the MS level.

LEG. Legal status of migrants

Missing Indicators

A link with mortality and morbidity indicators cdre

established through data on:

e OUT.1. Number of health professionals drawn from
developing countries;

A very quick proxy of the level of compliance witie global

coordination effort can be given by the

*  PRI.2 Number of MS Committed to the WHO Global
Code of Practice on International Recruitment oflitte
Personnel.

11



* ORG.2 Number of MS that have actually appointed a
global health coordinator liaising with the EU one.

* PRO. Number of MS that have established proceduares
avoid overlapping in their global healh programmes

Preliminary Comments. Data on coordinated statements and resolutiolimited to the WHO level and therefore can
provide only a partial coverage of political commént to reduce fragmentation of initiatives. Thiancbe
complemented by data on organizational complia@i®G.1) with appointing a global health coordinatblt.actions
about avoiding health discrimination of migrant® drasically a subset of health inequality policéesl could be
monitored with the indicators envisaged under Bpiecl above. In several cases, Member Statesdiregport
policies on migrants among their active policiesaduce health inequalities. Indicators on therbdaain phenomenon
have been hindered so far by limited availabilifydat. Member States formally collecting information endhe
provisions of the 2010 WHO Global Code of Practicethe International Recruitment of Health Persbeoeld also

serve as a source of information in the future

Objective 1. Fostering Good Health in Ageing Europe- Health of Older People

Linked Communications/Recommendations Member States’ Actions

e CONC. Public health strategies to combat  PROG. Establish a national strategy, action plaotloer
neurodegenerative diseases associated with providing for assessable implementation arrangésnen
ageing and in particular Alzheimer's disease aimed at improving the quality of life of patiertsd
(2008) carers;

» COM. On a European initiative on Alzheimer's| «  AWAmprove the distribution of useful information to
disease and other dementias (2009). make aware of the care principles and best practice

* LEG. Consider measures for simplifying administrati
procedures for patients and carers;

* TRAI improve the skills of professionals by meafis o
training and professional and vocational developgmen

« CONC. On a Research Joint Programming « PROG.RES Develop a Strategic Research Agenda (SRA)
Initiative on Combating Neurodegenerative and implementation plan and specify the actions,
Diseases (2009) instruments and resources required for its impleatam.

 RES. Implement the SRA also through their national
research programmes or other national researcitesi
and disseminate research findings.

» EXC. Exchange information resources and best mesti

» PART Involve representatives of patient and care
organisations and healthcare providers including
stakeholders from the private sector.

Preparatory Studies NQ Impact Assessment YES emhtation Report NO| Reporting Requirement NO

Already Proposed Process Indicators (source) Already Proposed Process Indicators (source)
 HAR.1? Develop indicators for monitoring « PROG.1 To monitor the coverage and content ofegjias
prevalence, incidence, and risk factors on a or plans established by the Member States on démsent
comparable basis between the Member States (impact assessment);
(impact assessment); * PHP.FUND of actions in the planned Joint Actionded

through the Health Programme (impact assessmeint, bu
this is actually a PHP indicator)

Likely Factors Impacting on Implementation Missing Indicators

» ORG. Availability of centres of excellence in a| All indicators related to the AWA; PART; RES, LEGRAI
given MS and EXC components above. See note below for {iltsthe
«  FUND. Resource constraints related Joint Action

Preliminary Comments. In the 1A progress indicators were left to subsexjigentification and their monitoring is the
responsibility of the European Union Health Infotioa Committee (EHIC). To implement the Communicata Joint

2 See Commission Green Paper on the European Woekfor Health COM (2008) 725.
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Action® has been launched, led by the Haute Autorité deéS@grance), building also on the results of theoEode

(European Collaboration on Dementia) Project. ThasJfinanced through an operating grant to Alzhetiis Europe

that has a database of all the national plans pextiso far . The research part envisages a bodgatehto establish
common conditions, rules and procedures for cotjperand coordination and to monitor the implemg&ataof the

strategic research agenda. So far no fully valdifit&k between prevention and diminished morbidktyeported in the
scientific literature, but the mater remains covngérsial.

Objective 1. Fostering Good Health in Ageing Europe- Tobacco

Linked Communications/Recommendations » REC. Smoke-free Environments (2009)

Member States’ Actions Member States’ Actions

» LEG. Provide effective protection from exposutee  OBJ. Promote cessation of tobacco use, detertinitia
to tobacco smoke in indoor workplaces, indoof and provide adequate treatment for tobacco deperden
public places, public transport and, as * AWA. Inform on services supporting the cessation of
appropriate, other public places as stipulated G tobacco use on the packages of smoking tobaccaipi®d
Article 8 of the WHO Framework Convention o in order to raise awareness about the risks .
Tobacco Control + ORG/EXC. Establish national focal points for tobacc

« PROG. Develop national tobacco control control with a view to exchanging information arekb
strategies addressing the issue of protection frpom  practices as well as policy coordination with other
tobacco smoke in both public and private settings Member States.
and reduce exposure to second hand tobacco| « HAR. Co-operate on a coherent framework of defini,

o<

smoke of children and adolescents. benchmarks and indicators
+ POL Complement smoke-free policies with | «  EVAL. Monitor and evaluate the effectiveness ofippl
supporting measures and ensure adequate measures.

instruments to implement national strategies, | «  REP. Inform the Commission of legislative and other
tobacco control policies and programmes in orger  action taken and of the results of monitoring and

to ensure effective protection from exposure tg evaluation.
tobacco smoke.
Preparatory Study YES Impact Assessment YES  Imphtation Report Reporting Requirement YES
PART
Already Proposed Outcome/Impact Indicators Proposed Indicator (source)
(source)

* LEG.1 Number of MS that have introduced
* OUT.1 Changes in exposure to SHS in particular comprehensive smoke-free laws in line with their

settings or for particular groups (impact international obligations under the WHO FCTC (inter
assessment study) evaluation)

» OUT.2 Per capita sales of tobacco products | ¢« ANA.2 Studies published in the peer reviewed (areyy
(impact assessment) literature (preparatory study then dropped)

e OUT.3 Number of cigarettes smoked per smokers LEG.1. Number of MS that have introduced flanking
(impact assessment) tobacco control measures including: pictorial wagsi on

e IMP.1 Proportion of the population who are tobacco packs; subsidised support for smokersito qu
smokers (impact assessment) (interim evaluation)

« OUT.4 Rate of quit attempts (impact assessment) AWA.2 Proportion of the population that thinks

« OUT.5 Intentions to quit smoking (impact secondhand smoke is harmful (impact assessment)
assessment) * POL.3 Attitudes about the acceptability of expogitigers

« IMP.2 Changes in incidence and mortality fron to second-hand smoke (impact assessment)

tobacco-related diseases (impact assessment) * POL.3 Level of support for smoke-free policies urbjic
places and workplace (impact assessment);

» POL.1 Data on enforcement of and compliance with

®The JAis (i) to incorporate the ‘dementia diniem'sinto the EU ongoing and future actions; (@)produce a citizen's
summary of dementia prevention measures under @thyebrain lifestyle' set of recommendations.) (id map the

existing and emerging good practices related tatrinent and care for persons suffering from Alzheisnéisease and
other forms of dementia and to improve the dissation and application of such practices (using, wpessible, the
Structural Funds); (iv) to improve epidemiologickdta on Alzheimer's disease and other dementigdeinenting the
conclusions of the EuroCoDe Project using alsopla@mned European Health Examination Survey; (v)map the

existing and emerging good practices and improeedissemination and application of such practieesl (vi) To

establish, using the facilities provided by the He&®rogramme, a European Network for rights arghity of people

with dementia, which should formulate recommendetion dignity, autonomy and social inclusion, amdhare best
practices on respecting the rights of vulnerabldtadind tackling patient abuse.
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smoke free policies (recommendation).

Likely Factors Impacting on Implementation

POL. Difficulties in enforcing policy at the
workplace or in certain venues

LEG. Individual rights consideration

AWA. Cultural / lifestyle trends among certain
groups

FUND. Lack of resources

LEG. Lobbying from concerned stakeholders

Missing Indicators

No indicator has been proposed on:

PROG. the existence of comprehensive strategies /
programmes

ORG. the establishment of focal points to actaisdin
offices

EVAL. availability of monitoring and evaluation refis
on smoking cessation / prevention programmes

EXC. contribution to exchange of best practices
HAR.2 Degree of harmonisation reached in indicators

tobacco policies

Preliminary Comments. The relevance of the bibliographic indicator pragb#n the preparatory study is of dubious
relevance. Comprehensive information over time astrindicators in available in the WHO surveys thre degree of
implementation of the Framework Convention on Taba€ontrol. To be verified whether comparable date
available on outcome and impact indicators andinf@mation that can be retrieved from the relevl@htP projects.
Eurobarometers on Tobacco available as sourcegarhation on awareness.

Objective 1. Fostering Good Health in Ageing Europe- Nutrition

Linked Communications/Recommendations

CONC. Council Conclusions on Obesity Nutrition and
Physical Activity (2005)

White Paper on a Strategy for Europe on Nutrition,
Overweight and Obesity related health issues (2007)

Member States’ Actions

OBJ. Enable citizens to make healthy dietary
choices. Address the decline in physical activit
levels in recent decades.

AWA. Fostering citizens” knowledge on diet ar
health;

LEG. Ensure that consumers are not misled by
advertising, and that especially the credulity of]
children is not exploited. Encourage the
development of codes of conduct regarding
commercial communication targeted at childre
AWA/PRO. Enable health professionals to give
on a routine basis practical advice on the bene
of optimal diets and increased levels of physic
activity;

EXC. Contribute to the exchange of best
practices in this field;

PART/LEG.VOL. Encourage stakeholders to
take initiatives voluntary action or agreements;

Member States’ Actions

N
fits
Ale

PRI.ORG. Mainstream nutrition and physical activitio
all relevant policies at local, regional, natiotealels
(employers, urban environments, etc);

RES. Further develop research and the scientiicstfar
actions in the field

AWA Foster education on healthy dietary choices at
schools

OBJ. Encourage children and adolescents to exevoise
regular daily basis;

AWA Develop nutrition and physical education adias
for children as an integrated part of health edanah
general

AWA. Encourage the involvement of the media seittor
order to develop common messages and campaigns.
HAR.EVAL Develop comparative indicators for
monitoring.

PART. Develop partnerships for local actions thaat ¢
support voluntary initiatives such as responsible
advertising.

Preparatory Study NO |

Impact Assessment Y]

ES

Impieation Report YES | Reporting Requirement Y

£S

Already Proposed Outcome /Impact Indicator

(source)
L]

OUT.1 BMI (impact assessment)
OUT.2 Waist circumference (impact assessms
OUT.3 Consumption of Fruit and Vegetables
(impact assessement).

LEG/LEG.VOL Legislation / voluntary
initiatives requiring nutritional labelling or
signposting (ir)

LEG/LEG.VOL- Legislation / voluntary

Already Proposed Process Indicator (source)

eRt)

DEL- Salt reduction initiatives (in line with thd_.Barget
of 16% reduction by 2013 (implementation report)
DEL Initiatives promoting better urban design toyde
safe and attractive structures for everyday phisica
activity (ir)

PRO- Provision of guidelines for physical activity
education campaigns (implementation report)

LEG- Mandatory inclusion of physical education in

schools
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initiatives on the marketing of unhealthy food
and beverages to children (implementation
report)

 AWA. Information and education campaigns (i

 LEG. Existence of measures affecting food
prices

» DEL. Initiatives to increase availability of
processed foods with reduced content of total
and/or added sugar (implementation report)

DEL - Provision of free or subsidized school médals
promotion of healthy food (implementation report)
TRAI - Role of health and education professionals (
EVAL- Strengthening monitoring and evaluation (ir)
PART Engaging commitment from commercial
stakeholders (implementation report)

PRI — Promoting and supporting community based
interventions (ir)

Likely Factors Impacting on Implementation

 ORG Need for a coordinating body to keep
policy momentum
e FUND Availability of resources

Missing Indicators

HAR. Number of MS that contribute harmonised data t
the WHO database

PRI.1 Number of MS whose Health Strategies inclade
commitment to develop nutrition and obesity paishgrs
PRO. Number of MS that have signed protocols with
health professionals on advising patients of diet$
physical activity

PRO Number of partnerships established

ORG.1 Existing of body coordinating national adtes
and partnerships

EXC.2 Number of MS that make available their plexige
through a website.

REP.1 Number of items reported by MS in

implementation reports

Preliminary Comments. The variance in diet across Member States, aadliffierence in policy approaches was a
factor of paramount importance to have actions ld@esl also at the regional and local levels. 20tplémentation

report available

Availability of surveys on consumer behaviours AWA indicators hindered by comparability issuesréharometer
data available as a baseline for 2005. WHO Europ@tains on behalf of the Commission a databaseitororg
policy implementation across Europe. Ciitp://data.euro.who.int/nopa/

Objective 1. Fostering Good Health in Ageing Europe- Alcohol

at http://ec.europa.eu/health/nutrition_physical_agtidocs/implementation_report_a6_en.pdf

Linked Communications/Recommendations

COM. An EU strategy to support Member States in
reducing alcohol-related harm (2006)
CONC. Alcohol and health (2009)

Member States’ Actions

» OBJ1. Protect young people, children and the
unborn child (e.g through action on labeling,
enforce age limits on selling alcohol).

» OBJ2. Reduce injuries and death from alcoholt

related road accidents (e.g. by introducing a z€
BAC or young or unexperienced drivers,
developing random breath testing for all driver

e 0OBJ3. Prevent alcohol-related harm among
adults and reduce the negative impact on the
Workplace (e.g. through better information,
primary health —care programmes and workplg
specific actions).

 AWA/EDU. Inform, educate and raise awarene
on the impact of harmful and hazardous alcoh
consumption, and on appropriate consumption
patterns (e.g. through information and

SS

Dl

educational programmes).

Member States’ Actions

OBJ.4 Address the well-being of the ageing popaiteiin
the EU, including the effects of harmful alcohol
consumption

AWA Raise awareness among care professionals,scar
and older citizens of interactions between medicesind
alcohol

EVAL/AWA. Strengthen identification, disseminatiamd
monitoring of effective policy measures in genenadl
with particular reference to alcohol-related haumiral
pregnancy and while driving

OBJ.6. Recognise the reduction in inequalitiesdalth as
a policy priority and the need to reduce inequesiti
through both social and targeted alcohol preventive
interventions

PART: Engage actors in the alcohol beverage cluain t
work proactively in enforcing regulatory measures

POL Improve the implementation of regulations on
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EVAL/RES. Develop and maintain a common
evidence base at EU level (by funding researc
monitoring and evaluation programmes)
PROG. Strengthen or develop, as appropriate,
comprehensive national strategies or action pl
tailored to national needs

REP. Report on developments and results to t
Commission by 2011

LEG/POL. Make use of the most effective
measures to provide regulation and enforceme
in the area of alcohol policy.
EVAL. Evaluate their impact

=)

ANS

ne

nt

alcohol marketing to protect children and adoleten
Ensure that self-regulatory standards are monitored
HAR. include in existing information systems scifiot
data on alcohol consumption and harm caused byfblarm
use of alcohol in the age group of 60 and above,
RES. Increase research on links between harmfubluse
alcohol and infectious diseases such as HIV/AID& an
TB,

PRO. Develop and implement early identification and
brief intervention procedures in primary and elgerl
healthcare and in school health settings,

AWA. Encourage initiatives to raise awareness ef th
impact of harmful use of alcohol on health and aloci
welfare,

RES. Consider how best to inform and educate
consumers, including research on how alcohol lainelg
play a part in helping consumers estimate their own
consumption, or informing them of health risks

Preparatory Study YES |

Impact Assessment YES

(2]

Impitatien Report YES | Reporting Requirement YE

Already Proposed Outcome/Impact Indicator (sour

c&iready Proposed Process Indicator (source)

OUTL. Total adult per capita consumption per
year (strategy)

OUT.2 Binge drinking defined as 60g of alcohg
on one occasion (strategy)

IMP.1 Alcohol attributable years of life lost
(strategy).

IMP.2 Value of property damage (e.g. car repg
and purchases) due to drink driving (preparato,
study)

IMP.3 Total cost of alcohol related road fatalitig
and injuries or accidents (preparatory study)
OUT.3 Amount spent on alcoholic beverages
under-age drinkers (preparatory study)

IMP.4 Value of alcohol-related insurance claim
(preparatory study)

IMP.5 Increase in insurance premiums
attributable to alcohol (preparatory study)
OUT .4 Cost of alcohol-related work absenteeis
and unemployment, or alcohol-related acciden
at work, and lost productivity from loss of life
(preparatory study)

IMP.6 Value of lives lost/saved due to alcohol
drinking (preparatory study)

IMP.7 Sickness and pension insurance costs d
to alcohol related diseases (preparatory study)
OUT.5 Weekly household expenditure on alco
drink (preparatory study)

IMP.7 Expenditure and cost of crime preventio
detection, processing, and imprisonment (i.e. |
enforcement) for alcohol related crimes
(preparatory study)

OUT.6 Revenues and expenditure by alcohol
industry on advertising, promotion and
sponsorship (preparatory study)

OUT.7 Market share (revenues) by alcoholic
drink (preparatory study)

OUT.8 Alcoholic industry sales revenue by
market share (preparatory study)

IMP.8 Level of employment and unemploymern

irs
ry

m
ts

—

PROG.1 Number of MS that have developed or revised
their alcohol policy /strategies (interim evaloatiand
progress report)

LEG.1 Number of MS that have implemented new
measures to protect young people, children andithern
child from harm from alcohol (interim evaluation)
LEG.1 Trends in restrictions to selling and senahgphol
to minors (progress report)

LEG.1.Statutory or self-restrictions to advertising
implemented in the MS (progress report)

AWA.1 Number of nation-wide awareness campaigns
topic (progress report)

DEL.2 Availability of counseling programmes to chién
and pregnant women (progress report)

LEG.1 BAC levels for drivers / inexperienced driser
(progress report)

LEG1. Number of MS implementing statutory / volugta
restrictions on alcohol consumption in public
environments (progress report)

POL.2 Total value of fines/penalties related takti
driving (preparatory study)

FUND.2 Law enforcement costs (police, processing
offenders) (preparatory study)

FUND.2 Government expenditure on drink-driving
Campaigns (preparatory study)

POL.2 Fines related to under-age drinking (prepayat
study)

FUND.1. Cost of enforcement on-premise regulations
(preparatory study)

POL.2. Server liability fines (preparatory study)
FUND.2 Advertising controls enforcement costs
(preparatory study)

FUND.2 Cost of alcohol-related advice programmes
(preparatory study)

oy
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in alcohol industry

* IMP.9 Health care costs and expenditure (e.g.
ambulances and treatment) related to alcohol-
related morbidity and mortality.

* OUT. 9 Additional cost to manufacturers as a
result of information labelling. « Cost of
compliance with member state and self-
regulation

Likely Factors Impacting on Implementation Missing Indicators
There is no proposed indicator on:
* PRO. Institutional coordination between levels|of ORG. the establishment of a coordinating officthwi

Government overall alcohol policy responsibility
* ORG. Existence of a coordinating body » POL. population breath-tested on a given year
* FUND. Availability of resources » EVAL. MS providing evaluation reports on their ppiis

LEG. Lobbying from concerned stakeholders | «  PART. Number of partnership established with
stakeholders

 RES Number of MS with research projects on tharites
highlighted in the EU policy documents

Preliminary Comments. Most of the indicators proposed by the preparastugy appear rather theoretical, sometimes
of dubious relevance, or at any rate would reqaistudy on its own to elicit information and arewburdensome to
implement. Also as a result of this the originapamt assessment report restrained from propostigators and stated
that these would be selected later in the poligylémentation process and that the MS health andoseic assessment
of their own measures would serve as basis to miopitogress in implementation and level of uptake.far as
objectives are concerned the original impact assess of the Alcohol Strategy made reference to =& afiimpact
indicators composed by a triangulation of resultsrf the European Health Survey System, trends nmswoption
monitored through the Eurobarometer and The WHjean Alcohol Information System. The CommitteeData
Collection, Indicators and Definition, responsilita the three indicators outlined in the stratebgs stated that
developing an indicator for each of the five piprthemes of the strategy is not always possiblerg is plenty of
information available from the WHO European Alcohaormation System, the Eurobarometers and thwarPHP
projects.

Objective 1. Fostering Good Health in Ageing Europe- Mental Health

Linked Communications/Recommendations *+ CONC A Community Mental Health Action (2005)

» COM. European Mental Health Pact (2008)

* CONC. The European Pact for Mental Health and Wel
being: results and future action (2011)

Member States’ Actions Member States’ Actions

e 0OBJ.1 Implement the Declaration and Action | « PROG: Develop strategies and/or action plans ortahen
Plan endorsed by the WHO European Ministerjal  health including depression and suicide prevention;
Conference on Mental Health; * PART. Carry out these strategies/action plans in

« HAR. Collect good quality and comparable data  partnership with the relevant stakeholders andrqibkcy
on mental health, and on the economic and social sectors;

consequences of common mental health » OBJ.7 Improve social determinants and infrastrugctur

problems; which support mental well-being and improve acdess
* PRI. Design and implement comprehensive, this infrastructure for people suffering from meénta

integrated and efficient mental health systems disorders;

that cover promotion and prevention together | «  PRI. Promote, where possible and relevant, comiywunit

with treatment and rehabilitation, care and based, socially inclusive treatment and care models

recovery; e 0OBJ.6 Take measures against the stigmatisation and
e EVAL. Further develop appropriate monitoring exclusion of and discrimination against people with

and evaluation tools which allow for comparisans  mental health problems and to promote their social
of the mental health status and of promotion apd  inclusion and their access to education, trainfmgsing

prevention practices within and between MS and work;

* STR.FUND Consider the use of funding * STR.FUND Make best use of the possibilities offdogd
instruments, such as Structural Funds, PHARE, the Structural Funds in the field of mental heaith
and Twinning programmes, which can cover particular for the reform and further improvemehtheir
specific needs and challenges in the field of mental health systems without prejudice to therfutu
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mental health.

With specific reference to the following objectives
OBJ.1 Prevent Depression and Suicide, OBJ.2 En
Mental Health in Youth and Education, OBJ.3 Ens
Mental Health In workplace Settings, OBJ.4 Ensur
Mental Health of Older People, OBJ.5 Combating
Stigma and Social Exclusion

EXC. Establish a mechanism for the exchange
information;

PROG.EVAL ldentify good practices and
success factors and develop recommendation
and action plans;

AWA. Communicate the results of such work
through a series of conferences on the Pact’s
priority themes over the coming years

sure
re

U

of

financial framework;

OBJ.6 Use the potential offered by technology
applications, including e-Health, for improving nein
health systems and services, prevention of mental
disorders and the promotion of well-being;

OBJ.3. Take steps towards greater involvementef th
health and social sectors along with social pastirethe
field of mental health and well-being at the wodq#, to
support and complement employer-led programmesev
appropriate;

TRAI Support activities (e.g. training programm#sjt
enable professionals and managers particularly in
healthcare, social care, and workplaces to deal wit
matters concerning mental well-being and mental
disorders;

OBJ.3 Strengthen mental health promotion of chiicaed
young people by supporting positive parenting skill
holistic school approaches to reduce bullying and t
increase social and emotional competences as well a
supporting families where a parent has a mentardés.

ner

Preparatory Study N@ Impact Assessment N

O

g@mphtation Report PART  Reporting Requirement N

Likely Factors Impacting on Implementation

ORG. Availability of a coordinating body/centre
of expertise
FUND. Resource constraints

Missing Indicators

» Main relevant process indicators appear to be PRRT,;
AWA, PROG, EXC, STR.FUND and EVAL. HAR is a
precondition for policy dialogue. A number of ORddicators
are possible, but is unclear whether agreemenbéas

reached on them

Preliminary Comments. A policy area lacking any previous institutionaleapt at identifying indicators. Information
available from several sources on Mental Healthcps implemented at the MS level including fromFPHrojects,
Commission country factsheets and WHO sources. laiiity of data on the degree of implementation tbé
partnership principle to be better checked. Euroineters eventually available.

Objective 1. Fostering Good Health in Ageing Europe- lllicit Drugs

Linked Communications/Recommendations

CONC. EU Drugs Action Plan for 2009-2012 (2008)

Member States Actions

PROG. Make available prevention programme
and strategies to prevent or delay first use of
drugs.

OBJ.1 Develop early detection and interventio
techniques for vulnerable groups

DEL. Offer low-threshold access to counseling
problem behaviour management and outreach
work where relevant to specific high risk group
OBJ.2. Increase the effectiveness and spread
evidence based drug treatment options .

DEL. Deliver existing and develop innovative
rehabilitation and social re-integration
programmes

AWA. Publicise the existence of treatment and
rehabilitation services for potential target
audiences

DEL. To increase the use of, monitor
implementation and further develop effective
alternatives to prison for drug-using offenders

Member States’ Actions

Se

n

2]

of

ANA/EXC. To develop, implement and exchange good
practice guidelines/quality standards for prevemtio
treatment, harm reduction and rehabilitation intations
and services

EVAL. Survey the availability and effectiveness of
prevention, treatment, harm reduction and rehakibin
services.

DEL. To develop, as appropriate, services for miies,
including, for example, migrants

DEL. To develop and implement prevention, treatment
harm reduction and rehabilitation services for pedap
prison.

HAR Implement in prison settings indicators to ntoni
drug use, drug-related health problems and drugcssr
delivery.

DEL. To provide access to, and improve coverage of,
harm reduction services.

HAR. Improve and fully implement the five EMCDDA
key epidemiological indicators and the developnuént
new indicators and measures in drug demand reductio

18



Preparatory Study
NO

Impact Assessment NO

Implementation Report YES

Reporting RequiremenSY &

Already Proposed Outcome/Impact Indicators

(source)

e OUT.1 Prevalence of youth drug use &
perception of peer drug use (action plan) .

e IMP.1 Trends in drug use (action plan) .

Already Proposed Process Indicator (source)

* PROG. Availability of evidence-based evaluate
programmes and comprehensive strategies in| «
MS, including those targeting first use (action

plan) .
e OUT.1. Existence of analysis of risk and
protective factors in drug use (action plan) .

» DEL.1 Increased availability of outcome-
evaluated, targeted prevention programmes in| .
MS (action plan)

 OUT.2 Trends in treatment demand outcome and

Already Proposed Process Indicators (source)

EVAL3 EXC.2. Public register of services availaldeg.
internet portal) (action plan)

DEL. Increased availability of ATP (action plan)

ATP implementation monitored (COM) (action plan)
ANA. Existence of relevant guidelines and/or qualit
standards (action plan)

Level of implementation of guidelines and/or standda
(ap)

ANA. Methodological framework for the survey
developed (ap)

ANA. Number of Member States that complete the syur
(ap)

DEL. Availability of relevant services for
minorities/migrants (ap)

HAR. Increase compliance of MS with implementation
criteria for key indicators (action plan)

<

‘ \ HAR. Improvement in treatment demand and probleen us
retention (action plan) o indicators (action plan)
+ DEL.1 Increased availability of diversified and | «  pEL.2 Measures for rehabilitation and reintegratap)
evidence-based treatment in MS (action plan) | . pgL.2 Measures in drug demand reduction (ap)
« DEL.1 Increased availability of rehabilitation and  4aAR. Number of MS that have fully implemented
reintegration programmes in MS (action plan) Treatment Demand Indicator (ap)
« PROG.AWA. Information strategies in place in
MS (ap)
Likely Factors Impacting on Implementation Missing Indicators
* FUND. Availability of resources * None. There is one to one correspondence between
 TRAI Trained Personnel. proposed actions and indicators in the Action Pan,
possibly for a dedicated AWA indicator, as a
PROG.AWA one only was originally envisaged
Preliminary Comments. Some baseline data available from 2007 implemematieport on 2003 Council
Recommendation on Drug Reduction focusing on abitia of specific services. EMCDDA publishes yeareports
with regular updates.
Objective 1. Fostering Good Health in Ageing Europe- Cancer
« ANA. Implement new guidelines on cancer screening.
Linked Communications/Recommendations e« CONC. On reducing the burden of cancer (2008)
e COMM. On Action against Cancer: European Partnprshi

(2009)

CONC. Action Against Cancer (2010)

Guidelines on quality assurance in breast canceesing
(2006)

Guidelines on cervical cancer screening (2008)
Guidelines for colorectal cancer screening (2010)

Member States’ Actions

Member States’ Actions

 PROG. Develop and implement comprehensive| ¢
cancer strategies or plans by 2013; .
* PRI. Consider the possibilities offered by
preventative alternatives against infectious agents
that can cause cancer;
» AWA. Promote the European Code Against .
Cancer and carry out information initiatives
targeted at different groups; .
» DEL. Continue with the implementation of

HAR. Ensure population-based cancer registration
STR.FUND. Take advantage of existing European
structural funds to prevent cancer

EXC.Exchange best practices in the field of cancer
prevention and control.

EXC. Participate actively in the European partnigrsim
cancer

DEL. Providing a total EU wide 125 million examiiwats

to citizens per year.
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population-based quality-assured screening
programmes for breast, cervical and colorectal
cancer. Achieve 100% population coverage of
screening for breast, cervical and colorectal can
by 2013;

TRAI Ensure that there is a trained,
multidisciplinary workforce

DEL. Improve the quality of life for cancer
patients through support, rehabilitation and
palliative care;

AWA. Promote large scale information campaigns on
cancer screening, directed at the general pubtidch&alth-
care providers.

PRO. Develop a voluntary European pilot accreditati
scheme for breast cancer screening and follow-up
OBJ. Reduce inequalities in cancer mortality by 19g6
2020

HAR. Ensure accurate and comparable data on cancer
incidence, prevalence, morbidity, cure, survival an
mortality in the EU by 2013

REP. Report on implementation

Preparatory Study NO |

Impact Assessment N

D

Impléatien Report YES |

Reporting Requirement YE

S

Already Proposed Process Indicators (source)

OBJ. Reducing Cancer Mortality Inequalities
(COMM)

PROG.1 No of MS implementing cancer
screening programmes according to Council
Recommendation (2003/878/EC) (interim
evaluation)

DEL.1Number of persons receiving screening
targeted (implementation report)

Already Proposed Process Indicator (source)

on

DEL.1 Percentage of EU population receiving scregni
by programme implementation status of MS
(implementation report)

DEL.2 Percentage of Member States reporting adbere
to specific EU principles in their programmes
(implementation report)

=

Likely Factors Impacting on Implementation

EVAL. Evidence of benefit from prevention
FUND. Resource issues: availability of trained
staff and equipment

LEG. Privacy problems with cancer registries
AWA. Lack of adequate information among
population

HAR. Integration of cancer registration and
cancer registries

Missing Indicators

PROG. Number of MS with Cancer Strategies

LEG Number of MS with Fully legalised Cancer
Registries

HAR.2 Number of Registries available

AWA. Number of dissemination initiatives

PRO. Protocols for accreditation established

NET Number of Facilities / Programmes accreditad fo
quality control

ANA bibliographic impact of guidelines/Evidence of
circulation of guidelines (download, citation)

DEL.2 Existence of non-screening based vaccination

based prevention strategies and population covered

Preliminary Comments. Most of the information available focuses on cansereening. See section on cancer
screening in the main text for more detail. 2010 @/I€ountry Capacity Survey covers national cancdicies
strategies or action plans. Little baseline datilable to assess situation back in 2005.

Objective 1. Fostering Good Health in Ageing Europe- Rare Diseases

OBJ.1 Implement Communication on European ActiothanField of Rare Diseases

Linked Communications/Recommendations

« COM On Rare Diseases: Europe’s Challenges
(2008)

* REC On an Action in the Field of Rare Diseases
(2009)

Member States’ Actions

PROG. Put in place preferably by the end of
2013 and implement plans or strategies for rar
diseases.

FUND: Ensure provisions to grant their financi
sustainability over time

ANA/HAR. Put in place adequate mechanisms
for codification of rare diseases, based on the
ICD. Establish registries and databases.
PROG.RES. Include in plans or strategies
provisions aimed at fostering research in the fi
of rare diseases.

NET. Identify national and regional centres of

Member States’ Actions

D

PART. Empower and involve patients and patients'
Organisations. Promote their activities

NET. Facilitate the development of European refegen
networks (ERNS).

PRO. Organise healthcare pathways for patienteSodf
from rare diseases. Support the use of telemedicine
PRO. Produce good practice guidelines.

TRAI Ensure adequate education and training for all
health professionals.

EXC. Share best practices and assessment repditige on
therapeutic or clinical added value of orphan drugs
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expertise by the end of 2013, consider their
creation, support them financially and foster the
participation in ERNSs.

r

REP. Provide all the necessary information not ltiten
five years after the date of adoption of this
Communication.

Preparatory Studies NQ

Impact Assessment YES

NO

dm@htation Report

Already Proposed Output/Impact Indicators (source)Already Proposed Process Indicator (source)

e DEL. Number of people identified as affected by

disease, geographical distribution (impact
assessment);

» OUT.2 Average duration from first symptoms t
diagnosis (impact assessment);

» OUT.3 Average length of stay in hospitals due
rare diseases (impact assessment);

* IMP.1 Registered deaths due to rare diseases
(impact assessment);

* IMP.2 Health expectancy indicators: PYLL
(Potential Years of Life Lost), DALY (Disabilityt
Adjusted Life Years), HLY (Healthy Life Years
(impact assessment)

O

Already Proposed Process Indicator (source)

* PROG.1 Number of MS that have adopted an
action plan on rare diseases (interim evaluation
and impact assessment).

ANA.1 Proportion of rare diseases identified in [6®
(impact assessment)

FUND.2 Health Care expenditure for rare diseases as
percentage of total health care expenditure (at
national/regional level) (impact assessment);

RES.2 National research funds available for raseates
(impact assessment).

NET. Number of laboratories certified for genetisting
(impact assessment);

HAR.3 Number of national registries and databases
(impact assessment);

PART.1 Number of patients’ associations (impact
assessment).

NET.2 Number and list of databases and laboratory
networks created to share knowledge and information
rare diseases (impact assessment);

NET.1 The number of reference networks on raresdise
approved at EU-level (impact assessment).

EVAL.1 HTA tools to measure efficacy of the treatitse

Likely Factors Impacting on Implementation

* HAR Major difficulties with coding and comple
management of patient migration

» PRO. Difficulties in managing and reimbursing
off-label prescriptions

* PRO. Accreditation mechanisms between MS

* ORG: Organizational complexity and very
limited information basis

Missing Indicators

HAR. Degree of harmonisation and comparability of
epidemiological data

DEL.2 Number of diseases covered by centres ofréigpe
at the national / regional level

DEL.1 Population covered by the centres of expexis
potential population affected

EXC. Contribution given to exchange of best prasic
ANA.3 Number of accesses to the rare diseases astab

Reporting Requirement Y&

S

Preliminary Comments. Sources of information available from previous Ppt8jects to be checked. Possible need for

bibliographic search of baseline data.

Objective 1. Fostering Good Health in Ageing Europe- Organ Donation — Transplantation

OBJ.1 Follow up of the Communication on organ dmmatand transplantation and implement the actican gb

strengthen cooperation between MS in this field.

EXC. Share experience and best practices with & tdeincreasing organ availability, enhancing tliicency and
accessibility of transplantation systems and complaing the Directive on quality and safety

Linked Communications/Recommendations

COM Organ Donation and Transplantation: Policy
Actions at the EU Level (2007)

CONC. On Organ Donation and Transplantation (2007
COM. Action plan on Organ Donation and
Transplantation (2009-2015): Strengthened Cooparati
between MS (2008)

Member States’ Actions

» PROG.1 Draft a Country-specific set of priorities

that could serve as a platform for discussion in
the framework of EU Action Plan.

» DEL. Gradually appoint transplant donor
coordinators in hospitals.

» TRAI Implement effective training programmep

Member States’ Actions

HAR. Develop registers of living donors to guarantieeir
health & safety

AWA. Improve the information available to the pubéind
address the role of mass media. Organize meetiitgs w
journalists and opinion leaders to manage adverse

publicity.
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for transplant donor coordinators.

PRO. Promote the establishment of accreditation PRO. Develop mechanisms to facilitate cross-border

schemes for transplant donor coordinators (in
second stage).

PRO/DEL. Gradually put in place Quality
Improvement Programmes for organ donation
hospitals.

EVAL. Design indicators to monitor actions
OBJ.2 Promote altruistic donation for living
donors.

* AWA. Disseminate information about citizens’ rights

j*)

donors and the interchange of organs between ration
authorities.

e ANA. Incorporate in the Set of National Priority thans

n  the recommendations of the committee of experts.

* PRO. Promote at the national level EU-wide agredsner
on specific aspects of transplantation medicine

» HAR. Develop a register to follow up organ recipgen

* TRAI Train on methodologies on Quality Improvemen
Programmes. Train health professionals and patient
support groups on communication skills.

Preparatory Study Impact Assessment
YES YES

Implementation Report NO Reporting Requirement YES

Already Proposed Outcome/Impact Indicators

OUT.1 National Donation rates (living and
deceased) (donors per million population)
(impact assessment).

OUT.2 Refusals to donate (impact assessmen
OUT.3 National multi-organ donation rates
(impact assessment)

OUT.4 Conversion rates of potential into actuall all stages of the donation pathway (impact assas3me

donors (impact assessment)

OUT.5 National number of transplant procedures  resident status/low social (impact assessment)

per organ and per million population (impact
assessment)

IMP.1 National survival rates for different orga
(impact assessment)

IMP.2 Living and deceased donation (impact
assessment)

IMP.3 Numbers of adverse events related to
organ quality: infections (impact assessment)
IMP.4 Transmission of malignant diseases
(impact assessment)

OUT.6 Organ damage (impact assessment)
OUT.7 Reports to and from the tissue and cell
vigilance system (impact assessment)

OUT.8 Number of organs interchanged within
the Community and with third countries (ia)

* OUT.9 Percentage of organs for difficult to treatipnts
exchanged across borders (impact assessment)

e IMP.5 Number of people on waiting lists (impact
assessment)

e  IMP.6 Mortality while on waiting list (impact assasent)

* IMP.7 Access to waiting lists (impact assessment)

* IMP.8 Inequality in access to transplantation ssrsiat

* IMP.9 Gender/Ethnic or minority status/residentyno

* IMP.10 Economic status/Type of diseases (rare sesa
(impact assessment)
NS

Already Proposed Process Indicator (source)

e PROG.1 Number of MS that have adopted / revised
National Action Plans (interim evaluation)

* NET.1 Number of transplant procurement hospitals
(impact assessment)

» DEL. Number of hospitals that have appointed a
transplant donor coordinator (action plan).

» DEL. Number of transplant coordinators per million
population (impact assessment)

» PRO.1 Existence of a national quality programmepéot
assessment)

« NET.CAP Number of hospitals with quality assurance
programs (impact assessment)

« HAR. Number of MS that have developed registries

» TRAI Health professionals and patient support gsou
receiving training

Likely Factors Impacting on Implementation

FUND. Resource issues
PART. Active nongovernmental organizations
ANA. Lack of common terminology in Europe

Missing Indicators

» HAR.3 Number of MS that have developed registries

 AWA.1 Number of awareness raising campaigns

 AWA.2 Surveys to test level of knowledge among the
population

« EVAL. Number of MS that have developed indicators.

Preliminary Comments. The IA report includes a number of indicators draévam the preparatory study. However,
the text of the Recommendation states that thetifiation of key indicators that could be used foe monitoring of
progress in uptake as well as the evaluation ofcpamplementation and outcomes are the respoityilof the
Member States together with the establishment ofmathodology to evaluate the potential in each Memfbtate.
Common definitions both of terms and methodologyl Wave to be adopted in order to evaluate the ltesf
transplant systems. Baseline information avail&olsn several sources extensively quoted in thegmapry study.
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Objective 1. Fostering Good Health in Ageing Europe- Injuries

Linked Communications/Recommendations

e COM. On Actions for a Safer Europe (2006)
 REC. On the prevention of injury and the promotidn
safety (2007)

Member States’ Actions

PROG/PART. Create policies for injury
prevention, i.e. a framework of actions that
engages the relevant partners and stakeholde
and defines institutional responsibilities.
ORG.PRO. Take a coordinating role of differer
policy sectors
HAR. Develop representative injury surveillang
and reporting instruments to obtain comparabl
information.

Member States’ Actions

» EVAL. Monitor the evolution of injury risks and the
effects of prevention measures over time and assess
S needs for introducing additional initiatives on guet and
service safety and in other areas.
te  PROG. PRO Set up national plans or equivalent rmeasy
including the promotion of public awareness of safe
issues, for preventing accidents and injuries loynmting
interdepartmental and international cooperation
e TRAI Encourage the introduction of injury prevemtiand
safety promotion, in schools and in training ofltteand
other professionals.

9}

D

Preparatory Study

NO

Impact Assessment NO

Imetetation Report YES | Reporting Requirement NO

Likely Factors Impacting on Implementation

PRI. Statement of the seriousness of the injury
problem in the national health plan

AWA. A well-informed public through research
and mass media

AWA. Willingness of the mass media to
participate in positive preventive efforts

TRAI. Well-trained and committed professions
LEG Laws that mandate child protection for the
health professions. Laws to ban firearms.
Regulation of alcohol sales

PART. Active nongovernmental organizations
ORG. Lead agency ensuring uniformity in
developing and implementing policy

Missing Indicators

Main relevant process indicators appear to be PREK®),
ORG; TRAI and EVAL. HAR is a precondition for poyi
dialogue

17

Preliminary Comments. Fairly comprehensive information made availabl&MrRIO-EU 2010 survey on Preventing
Injuries in Europe inclusive of Country factsheatsl attribution assessment of the role played &yEtH and a scoring
of “effective interventions” based on own WHO nadblogy. Availability of baseline data to be chetke the

literature and PHP project deliverables.

Objective 2. Protecting Citizens from Health Threas — HIV/AIDS

OBJ.1 Address communicable disease threats

sudivaaIDS and tuberculosis

Linked Communications/Recommendations

« CONC. On Combating HIV/AIDS (2005)
¢ COM. Combating HIV/AIDS in the European Union and
neighbouring countries, 2009 -2013 (2009)

Member States’ Actions

OBJ.2 Promote the implementation of the
Dublin, Bremen and Vilnius declarations
PROG/FUND. Ensure that national multi-sectg
HIV/AIDS structures, strategies, and financing
plans are implemented

EXC. Exchange best practices and experience
Community level.

AWA. Improve general knowledge and raise
awareness on the prevention of HIV infection
DEL Promote condom use and access to drug
dependence treatment and harm reduction
services.

Member States’ Actions

» DEL. Pay special attention to the access to affdedanti-
retro viral treatment, as well as other medicatirent,
ral for all in need.
» STR.FUND Assess the possibilities of structural and
social funds and other instruments to scale up NIDS
s at related health services
 PART/EVAL Strengthen the capacity of governmental
institutions and civil society organisations to diep,
implement and evaluate effective national HIV/AIDS
programmes
* HAR. Build on the surveillance carried out underccB®n
2119/98 EC, to gather even more robust and
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DEL. Counsel and support people with
HIV/AIDS, their families and their friend
RES. Strengthen the co-operation of clinical tri

comprehensive data on HIV/AIDS and STIs, includimg
co-infections

als

Preparatory Study NO| Impact Assessment Y

ES  Imeigation Report PART  Reporting Requirement Y

Already Proposed Outcome/Impact Indicator (sour

c®roposed Indicator (source)

OUT.1 The progress made in most at risk
populations in form of highly disaggregated da
(impact assessment)

OUT.2 Progress made in particularly affected
countries (impact assessment)

[a

PROG. Mid-term planning established on countriestmg
affected (impact assessment)

EVAL2 EVAL.3 Progress made on a political level,
degree of the political influence on the impleménotaof
measures against HIV/AIDS: indicators selected éotp
assessment)

PART.2 Degree of involvement of civil society on a
national and regional level (impact assessment).
HAR.1 Progress made towards a harmonised and
meaningful epidemiology and surveillance, in suppdr
policy and decision making (impact assessment).
RES.3 RES.4 Progress made towards research in
identified fields where knowledge gaps persist @atp
assessment).

FUND.1 National spending allocated to HIV/AIDS
interventions (in particular with regard to the atge
implications of the economic crisis) (impact assesst).

Likely Factors Impacting on Implementation

ORG Availability of a policy coordinating entity|
centre of expertise

TRAI Sufficiently trained staff to implement
policy

PART Existence of representative NGOs
EVAL. Availability of evaluation

Missing Indicators

DEL.3 Harm reduction and counselling services dhtua
delivered

DEL.1 Population having access to ARV

AWA Level of awareness / Awareness campaigns
STR.FUND Recourse to structural funds

S

Preliminary Comments. Availability of indicators at the MS level consiéer as a proxy of political commitment.
ECDC regularly reports on progress in meeting th@mitments of the Dublin, Vilnius and Bremen Deatans. The

HIV/AIDS Think Tank and the Civil Society Forum

ilmdted as impartial and objective bodies to mortiterprogress

made on specific objectives. Monitoring report lthsm selected indicators and data compiled by EGBbMe
published by the Commission in 2012 and 2014, spdy. Eurobarometer available for baseline.

Objective 2. Protecting Citizens from Health Threas — Vaccination

Linked Communications/Recommendations

REC. On seasonal influenza vaccination (2009)

Member States’ Actions

PROG. Adopt and implement national, regiond
or local action plans or policies aimed at
improving seasonal influenza vaccination
coverage

Member States’ Actions
|+ AWA. Organise information action for healthcare tens
and risk groups and their families and informatiation
to remove obstacles to vaccination uptake
ANA. Take into account the definition of ‘older age

« DEL. Reach, as early as possible, and preferaply groups’ and of ‘risk groups’ as contained in thédgnce
by the 2014-2015 winter season, a vaccinatior issued by the ECDC,;
coverage rate of 75 % for ‘older age groups’ and, REP. Report on a voluntary basis to the Commission
if possible, for other risk groups the implementation of this Recommendation, in pafér,

« DEL. Improve vaccination coverage among on the coverage achieved among risk groups.
healthcare workers.

 RES.1 EVALL. Analyse the reasons why certajn
target groups do not want to get vaccinated

Preparatory Study NO | Impact Assessment NO Imeteation Report NO|  Reporting Requirement YE

Likely Factors Impacting on Implementation

RES. Resources available
AWA. Level of awareness among the populatiq

Missing indicators

N

DEL1. Share of the population at risk actually reatby
vaccination appears to be the indicator of choice
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ANA.1 Conformity with ECDC definition
EVAL.1 RES.1 Availability of analysis on reasons fo
poor coverage

AWA. Dissemination campaigns organized

Preliminary Comments. Fairly limited information

available with substaalti comparison problems.

http://ecdc.europa.eu/en/ESCAIDE/Materials/Presems%202010/ESCAIDE2010 Late Breakers Mereckiatie.p

Objective 2. Protecting Citizens from Health Threas — Preparedness Planning

See

Linked Communications/Recommendations .

COM On strengthening coordination on generic
preparedness planning for public health emergeraties
EU level (2005)

COM On Pandemic Influenza Preparedness Planning
(2005)

Member States’ Actions

Member States’ Actions

e OBJ.1. Organise adequate health and/or medical
surveillance to identify public health threats.

» OBJ.2 Extend the international relevance of
health threats at a very early stage and follow | ¢
their evolution and changing circumstances.

» CAP. Make available laboratory capacity

* PRO. Enhance procedures for communication
between authorities and with professionals and °
the public in clear and unambiguous terms.

ORG.1. Enhance coordination of the response and of
communications, information analysis and manageme
and simulation for event-analysis and training.

ORG.2 EXC. Establish good liaison systems with othe
Member States, the Commission and Community agern
as well as international organisations, in particthe
WHO.

PROG.1 Prepare National Influenza Preparedness Pla
dealing with: 1) planning and coordination; 2) ritoring
and assessment, 3) prevention and containmengaihh
system response, 6) communication issues

—

h

cie

Preparatory Studies NO|  Impact Assessment ND

Impitatien Report YES | Reporting Requirement NG

Likely Factors Impacting on Implementation

Missing Indicators.

ORG. Leading organization
FUND. Resource issues

All indicators related to the actions listed abcaed namely:
PROG; ORG, PRO, NET.CAP, and EXC

Preliminary Comments. None of the EU MS plans listed in the WHO websité general preparedness health plans
seem to have the feature of a preparedness plap.détailed reviews available of the quality feasiof the influenza
preparedness plans are available from the ECDC meftrence to 2007 and from the WHO (2011). The $tvalies
make reference to a similar set of quality indicaitohe first limits itself to availability only ahe given feature in the
plan, while the second extends to a qualitativeisganechanism.

Objective 2. Protecting Citizens from Health Threas — CBRN

Linked Communications/Recommendations .

CONC. On addressing Chemical, Biological, Radiatayi
and Nuclear Risks and on Bio-preparedness (2007)

COM. On strengthening CBRN in the EU. An EU actio
plan (2009)

CONC. An EU CBRN action plan (2009)

h

Member States’ Actions

Member States’ Actions

 PROG. Prepare National CBRN Plans . Assess
the required amounts and types of medical
countermeasures in case of an incident the .
availability of medical resources the possibility
of sharing medical counter-measures across
borders in case of an incident.

* PRO. Develop guidelines for the industry, the
medical sector and the research community | »
containing criteria identifying the forms of

NET. Set cooperation among laboratories assigneeab
with unknown pathogens and toxins at national level
EXC. Identify and exchange good practice on robust
management structures at commercial, industrialitine
care and research facilities which hold high-rigdRmN
materials, in order to ensure regular security aigpf and
monitoring of staff

NET. Set a network among existing laboratories Wiaire

competent and have capacity specialising in higi ri

4 http://www.who.int/influenza/preparedness/gener@ng/en/index.html
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behaviour, in relation to transactions, which may

give rise to suspicion.

* PRO. Develop detection models for different
biological pathogens and toxins, considering
distribution, possible vectors, infectious dose 3
stability.

e CAP. Develop reference material of biological
agents for both clinical and environmental
samples (according to internationally accepted
standards) in order to achieve quality assurang
in detection.

* ANA. Set minimum requirements for sampling,
detection, identification and monitoring of
pathogens and toxins within a civilian context.

nd

e

biological agents and toxins.

DEL/ORG.2.Perform measurements of biological
background at specific areas, and enhance coopeaatd
information exchange among Member States on the
procedures in such projects.

DEL. Develop and conduct, on the basis of risk
assessments, regular exercises at local, regiamal,
national level involving and testing the coopenatid all
relevant organisations, particularly those dealiiitty
healthcare.

Preparatory Studies NO|  Impact Assessment Y

ES

Imgaieation Report NO | Reporting Requirement YE

Likely Factors Impacting on Implementation

ORG. Leading organization
FUND. Resource issues

Missing Indicators.

All the indicators of the actions listed above, amg@articular:
PROG.1 Availability of CBRN plans

DEL. Number of exercises actually carried out aadspnnel
involved

ORG.2 existence of a body liaising at the EU level

as well as the other relevant indicators ANA, NEKC

Preliminary Comments. Identification of possible indicators not carrieat  the impact assessment phase and left to

subsequent Council discussion and the final evialmail entatively proposed indicators do not spafigi focus on
health aspects and include: decrease in CBRN intsdevhich could for example be verified by waytbé IAEA,
Interpol's and Europol's data on this topic, retatéhe implementation of security plans at CBRKkilites, as well as
measures adopted to increase the security of wanghe adoption of codes of conduct etc. Conadytspeaking, the
subject lends itself to be evaluated through thmesdscoreboard principle” applied by the ECDC an#i®@Vor
influenza preparedness planning. Due to sensitigityl security reasons there is a notable shortdgpublic

information on the subject.

Objective 2. Protecting Citizens from Health Threas — Antimicrobial Resistance

Linked Communications/Recommendations

CONC Antimicrobial Resistance (2008)
Action Plan against the Rising Threat of Antimiciadb
Resistance (2011)

Member States’ Actions

» FUND/CAP. Ensure that structures and resour
for the implementation of the Council
recommendation on the prudent use of
antimicrobial agents in human medicine are in
place.

 PROG. Continue with the implementation of
specific strategies targeted towards the
containment of the antimicrobial resistance.

* PROG. Develop and implement strategy and it
translation into an action plan composed of
concrete cross-sectoral and other relevant acti

Member States’ Actions

ces

ons.

ORG.1 EVAL.2. Establish inter-sectoral mechanisrthwi
an appropriate mandate to coordinate and monitor th
implementation of the strategy and action plan.

HAR. Strengthen surveillance systems and improvte dg
quality on AMR and use of antimicrobial agentsifiro
both human health and veterinary sector.

OBJ. Promote prudent use of antibiotics in both the
human and veterinary sector.

AWA. Raise awareness campaigns on the risk of
inappropriate use of antibiotics in self- medicatiaimed
at the general public, practitioners and health
professionals, including veterinary sector

Preliminary Study NO | Impact Assessment N

D

Impletaigon Report YES | Reporting Requirement YE

Already Proposed Outcome/Impact Indicators

(source)

e« OUTL1. Antimicrobial resistance indicators

Already Proposed Process Indicator (source)

» OUT2. Antimicrobial use or prescription

PRO. Guidelines on the appropriate use of antirbiate
(implementation report)
PRO. Guidelines for hand hygiene (implementation
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Already Proposed Process Indicator (source)

indicators

OUTS3. Antimicrobial use in the community
OUT4. Antimicrobial use in hospitals
OUTS5. Healthcare associated infection
indicators

PROG.1 National strategies and action plans
(implementation report)

PROG/ANA Content of the action plans
(implementation report)

PRO. Implementation of ICMs (implementation
report)

NET. Surveillance Systems for Antimicrobial
Resistance (implementation report)

POL. Control and preventive measures
(implementation report)

report)

PROG. National programme for hospital hygiene and
infection control (implementation report)

NET. National or regional networks to survey hezdite
associated infections (implementation report)

DEL. Infection control committee and infection canit
nurses (implementation report)

PRO. National guidelines for the prevention andtiarof
healthcare associated infections (implementatipontg
TRAI. Education and training of health professien@f)
AWA. Awareness raising campaigns on antimicrobial
resistance for healthcare professional (implememtat
report)

DISS. Information for the public (implementatiompoet)
RES. National research initiatives (implementatieport)

Likely Factors Impacting on Implementation

FUND. Resource Issues, information technology,
resources,
LEG. Data security. Ownership of data

Missing Indicator

HAR.2 Degree of real data comparability between MS
EVAL.3 Number of MS that have put in place a
monitoring systems

ORG.1 Number of a MS with a body responsible for
intersectoral cooperation

DEL. Share of health establishments with an infecti
control committees and infection control nurses

Preliminary Comments. Very extensive set of indicators available from lempentation reports on the 2002
Recommendation. MS were left free to devise thain dieterogeneous outcome and process indicatorsnitiade
compliance with agreed activities, such as suaedé and standard operating procedures (hand teyépernstance).
Structure indicators refer to a resource, suchaff sfrastructure or committees. Twelve courdrieported using the
indicators to monitor the implementation of theitian plan.

Objective 3. Supporting Dynamic Health Systems anblew Technologies — Patient Safety

Linked Communications/Recommendations

COM On Patient Safety Including the Prevention and
Control of Healthcare-associated Infections (HCAI)
(2008)

REC. On Patient Safety Including the Prevention and
Control of Healthcare-associated Infections (HCAI)
(2009)

Member States’ Actions

PROG.FUND Support the establishment and
development of national policies and

programmes on patient safety in general terms.

embed patient safety as a priority issue, suppd
the development of safer and user-friendly
systems.

ORG.1 Designate competent authorities
PART. Empower citizens by involving patient
organizations in the development of policies a
programmes on patient safety.

AWA. Inform patients of levels of safety and
provide accessible and comprehensible
information on safety standards, safety measu
and complaints procedures.

DEL. Establish comprehensive blame-free

Member States’ Actions

nd

L]
res
L]

PROG. Adopt and implement a strategy on HCAIs.
Implement prevention and control measures to sugper
containment of HCAIs.

PRO. Enhance infection prevention and control &t th
level of healthcare institutions through an ad hoc
programme and appropriate organizational arrangtsme
EVAL.3/HAR. Establish or strengthen active sunasite
systems by organizing prevalence surveys and
establishing national reference data.

TRAI Foster education and training of healthcarekecs
on infection prevention and control.

AWA Improve the information on HCAIs given to
patients;

RES. Support research.

HAR. Classify and measure patient safety at Comtyun

27




reporting and learning systems by encouraging

both health workers and patients to report.

* TRAI Ensure that patient safety is embedded
into the education and training of healthcare
workers

Level by building on the OECD patient safety indaca
and the Community Health Indicators Project.

EXC Promote the cooperation and share informatiiin w
the other Member States

Preparatory Study NO]

Impact Assessment YES

Imeteation Report NO | Reporting Requirement YES

Already Proposed Outcome/Impact Indicators

(Source)

* OUT. Number of MS that have fully
implemented the 2009 Council recommendatiqg
on patient safety (interim evaluation)

e OUT.Prevalence and incidence of HCAIs in
Member States. (impact assessment)

e OUT. Number of accepted applications on patient

safety

Already Proposed Process Indicators (source)

* AWA. Quality and harmonization of the level o
awareness of MS (impact assessment)

e AWA. Patients' awareness of differences in
safety levels

Already Proposed Process Indicators (source)

Ne

DEL Access and level of use of up-to-date and
comprehensive information system (impact assesgment

ANA. Unified terminology in use (impact assessment.

ANA. Adoption of Commission Decision covering case
definitions for HCAIs (impact assessment)

PRO.Existence of functional surveillance systemmpéct
assessment)

ANA/TRAI Availability of surveillance methods,
indicators, guidance on best practices and minimum
infrastructure requirements, as well as trainingricula
for healthcare staff agreed at EU level (impact
assessment).

Likely Factors Impacting on Implementation

* LEG Legal issues surrounding healthcare
workers’ liability and penal responsibility

¢ LEG. Disciplinary systems and procedures

¢ FUND. Resource issues and reference
laboratories

Missing Indicators

Other relevant indicators are NET, EVAL.3, EXC &R

ORG.1 Number of MS that have designated competent
authorities

PROG.1 Number of programmes / plans enacted
PART. Number of patient organizations involved in
policymaking

DEL.1 Number of MS putting in place blemefree
information systems

RES Number of research projects

Preliminary Comments. More detailed information on indicators availabienfi ongoing survey in the main text.
Process (e.g. standard operating procedures onhyaiehe) and structure (number of infection carpeysonnel)
indicators to be developed by ECDC, building onwloek of the IPSE project (impact assessment). lalbdity of

baseline information to be checked.

Objective 3. Supporting Dynamic Health Systems anblew Technologies — Telemedicine

Linked Communications/Recommendations

COM On telemedicine for the benefit of patients,
healthcare systems and society (2008).

Member States’ Actions

e 0OBJ.1 Build confidence in and acceptance of
telemedicine services.

* OBJ.2 Solve technical issues and facilitate
market development.

e OBJ.3Achieve wider deployment of
telemedicine.

» EXC. Collect evidence and share good practic
on implementation of telemedicine services an
reimbursement schemes.

» POL. Make sure the legislation on the protectic

Member States’ Actions

O D

pn

of personal data is duly complied with.

PROG. Assess their needs and priorities in telecmesli
by the end of 2009.

LEG. Establish clear legal frameworks recognizing a
enabling telemedicine.

LEG. Assess and adapt their national regulatioadlery
wider access to telemedicine services by the e2dot.
LEG. Address issues such as accreditation, ligibilit
reimbursement, privacy and data protection.

OBJ.4 Integrate telemedicine into their health esyst.
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Preliminary Study Impact Assessment NO Implementation Report NO RempRequirement NO
YES

Likely Factors Impacting on Implementation Missing Indicators

« PRI. Different interpretations of the right to  PROG. MS presenting their national health strategie

health care by EU member states * LEG. Countries reporting legal barriers to telernau
e FUND. Financial equilibria constraints e LEG. Initiatives taken to remove legal barriersha
e LEG. Prior authorization for hospital services period

» TRAI Availability of trained staff

Preliminary Comments. The Swedish Presidency report on e-Health for analthier Europe
http://www.sweden.gov.se/content/1/c6/12/98/15/%ta8B®.pdf extensively reviews possible outcome and impact
indicators of more widespread adoption of telemiadicA section on telemedicine is to be found ie WHO 2009
global survey on e-health that is however basedutrjective expert assessment. Further sourcesifiogcos actions
taken to remove legal obstacles in the subsequaiddto be identified yet. Member States were drigeassess their
needs and priorities in telemedicine by the en®@d9 with a view to present and discuss their natiee-health
strategies at the 2010 eHealth Ministerial ConfeeenBy the end of 2011, Member States should bagessed and
adapted their national regulations enabling wideeas to telemedicine services. Issues such asdietion, liability,
reimbursement, privacy and data protection shoadehbeen addressed. The Commission was to releasaffa
working document on the legal issues in 2010. Nohthese sources could be identified in the incgpthase. In
2009, the Commission established a European phatfor support Member States in sharing informationcarrent
national legislative frameworks relevant to teleme@ and proposals for new national regulations this can be used
as a possible source.

S http://ec.europa.eufinformation society/activitiesllth/docs/policy/ehealth-era-full-report.pdf
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ANNEX B — CASE STUDY REPORT: ITALY

A — Overall Health Strategy (White Paper)

1. Legal, Policy and Institutional Framework®

Table 1.1 - Legal and Policy Framework

Year | Type Authority Title Comment

2001 | Law Parliament Constitutional Law No. 3, 18 Confers the bulk of health policy
October 2001 responsibilities to the regional governments.

2001 | Decree Ministry of | Ministerial Decree of 29 It defines the essential level of assistance

Health November 2001 indicators Civelli Essenziali di
Assistenz EA).

2003 | National Ministry of National Health Plan 2003- | Cornerstone of health policy, the Plan
strategic Health 2005 Piano Sanitario encompasses the proposals set out by|the
document Nazionale2003-2005) regional health departments and objectives to

be met within the three-year period.

2004 | National | Ministry of | National Prevention Plan The National Prevention Plan becomes a
strategic | Health 2004-2006 Piano Nazionale | Planning document in its own right (although
document di Prevenzion@004-2006) still formally part of the National Health Plan)

with a simplified autonomous approval
procedure requiring the agreement of the
Health Ministry and the Regions only.

2004 | Law Parliament Law No. 138/2004 “Urgent | Involving, inter alia, the establishment of the
interventions to meet public | National Centre for Disease Prevention and
health hazards” Control CentroNazionale per la Prevenzione

e il Controllo delle Malatti€CCM).

2004 | National | Ministry of | National Screening Plan Adopted with the Ministerial Decree of |2
sectoral | Health (Piano Nazionale Screenipg | December 2004. The Plan allocated funds to
document the regions to improve  screening

programmes’ ‘structure’ (including capacity,
personnel, training, information system and
communication to the public). Regions are
requested to submit specific projects.

2006 | Institutional| State and Health PactRatto per la Regions are required to subscribe to annual
agreement | Regions Salutg between the State and| ‘Health Pacts’ which make additional

the Regions resources conditional upon the achievement of
healthcare planning and expenditure goals.

2006 | National Ministry of National Health Plan 2006- Cornerstone of health policy, the Plan
strategic Health 2008 Piano Sanitario encompasses the proposals set out by|the
document Nazionale2006-2008) regional health departments and objectives to

be met within the three-year period.

2009 | Institutional| State and Health PactRatto per la Regions are required to subscribe to annual
agreement | Regions Salutg between the State and| ‘Health Pacts’ which make additional

the Regions 2010-2012 resources conditional upon the achievement of
healthcare planning and expenditure goals.

2011 | National Ministry of National Health Plan 2011- | Cornerstone of health policy, the Plan
strategic Health 2013 Piano Sanitario encompasses the proposals set out by|the
document Nazionale2011-2013) regional health departments and objectives to

be met within the three-year period.

® This section draws extensively from the contefitdbe European Observatory on Health Systems afidi€s, ‘Italy
— Health System Review’, Health Systems in TramsjtVol. 11, n. 6, 2009
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In a nutshell, Italy’s healthcare system is a reglly based public health servicggvizio Sanitario
NazionaléSSN) that provides universal coverage free of ghat the point of service. The system
is organised around three leveisttional, regional and local The role of the National Government
- ensuring the general objectives and the fundamhenihciples of the system — is made particularly
complex by the responsibilities attributed to ttegiRng on health policy by the ConstitutidnThis
sometimes results in jurisdictional overlaps betwé®ge two on health policy matters ending in
Constitutional Court cases. At any ragepecially after the 2001 Constitutional reforne bulk of
health policy responsibilities lies with thegional governmentsthat through their regional health
departmentsOipartimenti di Sanitd Pubblida are also responsible for ensuring the delivery o
health services through a network of populatioreddsealthcare facilities and hospitals. The actual
delivery of these services takes place through tavark of population-based.ocal Health
Enterprises(Aziende Sanitarie LocaASLs) established at the Counfyr@vincia) or Sub-county
level. ASLs retain certain public health rights thieir own and are responsible for achieving the
health objectives and targets established by thiemal authorities.

This Constitutional arrangement is not without anber of practical consequences. First of all the
planning and programming process can become plarigucumbersome from the procedural
viewpoint, as it has to be enshrined in a law dratdfore requires Government and Parliament
approval, as well as the approval of all the Regjionncerned. Problems arise as there can be
concurrent pieces of policy/programming legislatiom the same subject; to complicate things
further, a National Programme is usually mirrorad®lL separate Regional Programm@se per
region), and may even be replicated at ASL levbe Ministry sets out the targets for the SSN and
the related strategic allocation of funds throughrae-year National Health PléRiano Sanitario
Nazionale) whose time-span, however, does not necessarilycic@ with that of the parallel
Regional Health PlansP{ani Sanitari or Sociosanitari Regiongli that remain stand-alone
documents. That said, as of 2010 a number of Regiare still operating according to their 2000
or 2002 Health Plans, while at the National Planse was that of 2006. In fact, because of the long
and complex approval process it frequently happleatsthe validity of these plans is prolonged as
their end date is deferredrbrogatio).

Also to ensure better coordination of activitiegpce 2004 prevention activities have been
separately programmed inNational Prevention Plan(Piano Nazionale di Prevenzionahich,
although formally part of the National Health Pldyas become a planning document in its own
right with a simplified autonomous approval proceduequiring the agreement of the Health
Ministry and the Regions only. Originally conceivad a three-year document also the National
Prevention Plan has frequently been prolonged kbgapiry and to date two such documents have
been approved, respectively covering the 2004-20@6the 2010-2012 periods. Needless to say,
each region has its owRegional Prevention Plarwhose time coverage is however synchronised
with the national one. Although the product of @nfoeffort, the National Health Plan and the
National Prevention Plan are respectively produbgdtwo separate ministerial bodies, the
Healthcare Planning, Essential Levels of Care andedlth Systems Ethics Directoratend the
Healthcare Prevention Directoratéspearheaded by thidational Centre for Disease Prevention

" In addition to regions, the administrative artition at sub-state level includes the two autonampovinces of
Trento and Bolzano which, as far as public healtfsgliction is concerned, can be broadly assindlatethe status of
regions. Any reference to Italian regions in thscaiment should therefore be interpreted as inctudilso these
autonomous provinces.

8 According to Art.117 of the Italian Constitutiothe State and the Regions concur in legislatingnatters of public
health (egislazione concorrenfeThe 1990s saw a move towards greater deceamttialisand self-rule in favour of the
Regions and lower levels of administrati@ntj local). Accordingly, a gradual decentralisation procesthe Italian
National Health Service started in 2001 w@bnstitutional Law No. 3, 18 October 2001, whicbdified the second
part of the Italian Constitution (Title V), provitlj regions with more powers

? http://www.agenas.it/agenas_pdf/Psr_vigenti.pdf
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and Control/CCM, see below). The two Directorateboihg to separate Departments, namely the
Directorate of Quality and that of Innovation. Thpeculiar architecture and division of
responsibilities between units responsible for plag and units responsible for prevention is
reportedly replicated in the Regions.

Over and above these general programming instrianialy knows also the instrumentsectoral
plans One of the first such examples is the 2004 Car8meening PlanRjano Nazionale
Screeniny and others are currently under discussion, fataimce on Alzheimé&t and Rare
Diseases. One of the advantages of these sectoral planbaisrelated provisions (budgetary
allocations, implementation mechanisms, etc.) arectly binding on all the actors concerned.
Their main drawback is that - being considered lleigauments in their own right and not part of
the broad National Health Plan - these sectoralish@nts need to undergo a full-fledged approval
process, including parliamentary reviews, which barvery time- and resource-consuming. To by-
pass these constraints, some Regions have enaeiediwn sectoral plans by means of regional
laws before the national one was approved, at dlsé af incurring in coordination problems later
on. However, there are also cases of regional #ctarogrammes whose implementation
provisions vary to some extent from the nationasreven if approved after the national sectoral
plans had been enacted.

Governance BodiesAt the national levelthe Ministry of Health is responsible for five different
policymaking functions: (i) healthcare planning;) (healthcare financing; (iii) framework
regulation; (iv) monitoring; and (v) general govance of the National Institutes for Scientific
Research. Within the framework of the Ministry aues theNational Centre for Disease
Prevention and Contro(Centro Nazionale per la Prevenzione e il Contralklle MalattidCCM)

— established in 20¢4with the general mandate to prevent the outbrdatiseases and to curb
public health emergencies, and more specificallgdordinate the implementation of the National
Prevention Plaf In carrying out its mission, the Ministry of Hdalrelies on the expertise of a
number of advisory and technical scientific bodiesluding:

e The National Health Council (Consiglio Superiore di Sanit@SS) - an expert advisory body
providing important technical and consultative suppo the SSN.

* The National Health Institute (Istituto Superiore di SanitEBS) - the main institution for
scientific and technical research, control and eglin the field of public health

19 while a National Plan for Alzheimer is still undeonsideration, the first Regional Plan for Alzheinhas been
approved in April 2012 in the Lazio Region followifrom the draft law of 30 June 2010 (propostaedige n. 35 del
2010): “Piano regionale in favore di soggetti affda malattia di Alzheimer-Perusini ed altre fordiedemenza”. Art.
1 of the new law reads: “The Region [.in]Jcompliance with the objectives set out by theopean Union in the area
of neurodegenerative diseasemsures that the necessary assistance anddaaliervices are provided to patients
affected by the Alzheimer’s disease or by othemf®of dementia”.

1 Although Italy has not yet adopted a National FtarRare Diseases, one is being drafted, in pegjoar for which a
public consultation was launched and concludedpnlR012. Prevention of Rare Diseases has gaimatentum after
the European Communication ‘On Rare Diseases: E{gdphallenges’ — Communication from the Commisdmithe
European Parliament, the Council, the European &oanand Social Committee and the Committee ofRbgions on
Rare Diseases: Europe's challenges, COM(2008)i6dD f

12| aw 138 of 26 May 2004

13 http://www.ccm-network.it/documenti_Ccm/normativeésa_23-3-2005.pdf

14Aluttis, C. et al., ‘Review of Public Health Capicin the EU - Supplementary document to the fieahnical report
of Tender No. EAHC/2009/Health/05: Developing paliiealth capacities in the EU’, 2012
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* The Institute for Prevention and Safety at Worlstituto Superiore per la Prevenzione e
Sicurezza del LavofilSPESL) - responsible for providing informationdaresearch on health
promotion and healthy conditions in the workplace.

* And the recently establishetlational Agency for Regional Health ServicegAgenzia
Nazionale per i Servizi Sanitari RegiorAlje.Na.S) - jointly accountable to the Regions and
the Ministry and carrying out comparative analysishe costs and effectiveness of the services
offered to the public. Its activities also includgr the development and dissemination of
systems and methodologies for patient safety;tlfg) management of programmes for Health
Technology Assessment (HTA); and (iii) the preparaof clinical as well as organisational
guidelines.

At the regional levethe Regions and their regional health departmiee#s full responsibility for
planning healthcare activities, for monitoring theality, appropriateness and efficiency of the
services provided. In performing théggislative functionregions decide on: (i) the principles for
organising healthcare providers and for providieglthcare services; (ii) the criteria for financing
all healthcare organisations (public and privadey (iii) the technical and management guidelines
for the provision of services in the regional heattepartments. Conversely, theixecutive
functionsinvolve the preparation of three-yemgional health plans(Piani Sanitari Regiona)i
mirroring the overall National Health Plan (seeadased on specific regional healthcare needs.
Finally, regional health departments provide tecAhsupport to local healthcare facilities. Ten
regions have creatadgional health agencieswhose tasks consist of assessing the qualityaa |
healthcare, providing technical and scientific suppo the regional health departments and to the
Local Health Enterprises, as well as of defining thnge of services to be supplied. Furthermore,
the agencies follow the accreditation process atrdgional level, assess the quality of local
healthcare services, and liaise with Age.Na.S. ranegly. Levels of performance vary
considerably between regidhalso because ofdifferences in contextual, political, economic and
cultural factors as well as differences betweenaegl health systents.

The main coordination mechanism where lines ofoactire jointly agreed and adopted by the
National and Regional Governments is 8tanding Conference on Relations between the State,
the Regions and the Autonomous Provinggdonferenza permanente per i rapporti tra lo Stéto,
regioni e le province autonorife The Conference is the main consultative body dbrthe
legislative activities with a regional dimensiohc&n promote collaboration schemes across regions
and the central government and propose its owsl&gr®. The Conference has also become the
main channel to communicate EU policy orientatiomsll the actors involved in the management
of health policy. In fact, at least two of the nmieg$ of the Standing Conference each year are
specifically devoted to discuss EU policy and mgplications on the Regions. This separate session
is known assessione comunitarid and should ensure that national policy making idsuneline

with the Community’s is adapted to the country'gio@al contexts. The Regions have yet another
coordination platform where they are the only mg#pants, without any central government
involvement, the so-called Conference of the Pesgrlof the Regions and Autonomous Provinces
(Conferenza delle Regiohi with the Presidents of the Regions as its membe&his is the

15 Aluttis, C. et al. 2012: Review of Public Healtlagcity in the EU. Final Report. Maastricht/Thetiéglands,
March 2012.

% |pid.

" The ConferenceQonferenza Stato-Regionivas established by Law 400/1988 to provide afgiat where the
Regions could be represented in the high-levelsitatimaking process, particularly in matters wittect implications
on the Regions. The Conference has become the priemef communication and negotiation betweenStete and the
Regions. It is through the Conference that Statgid®s Agreementdritese Stato-Regionare reached.

18 hitp://www.statoregioni.it/

19 Established by Law 9 March 1989, n. 86, art. 10.
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institutional lieu where Regions prepare documenisressing their interests and stakes, including
in the area of public health. Once agreed on aesheourse of action, a delegation composed of
regional representatives meets and communicateasgiiieda of Regions to the Government in the
State-Regions Conference.

Policy Implementation, Monitoring and EvaluationThe Ministry of Health exercises its leverage
in policy implementation mainly through the processesource allocatiorto the Regions. As a
rule, the Ministry has very limited discretion iliogating resources and on the contrary is calted t
manage a situation of chronic financial deficit aigdhe regions. An attempt has been made to
limit these deficits by requiring the regions to suibe to annual ‘Health PactsP4tti per la
Salutg, which make additional resources conditional ugwaachievement of healthcare planning
and expenditure goals. Since 1997 resources haye distributed through a weighted capitation
rate. This takes into account the demand for healéhservices of each region, as well as the age
structure and health condition of the populatiame by the mortality rate and an indicator-based
performance reporting and assessment mechanismedsential level of assistance indicators
(LEA). Essential level of assistance indicatodescribe the level of services that are to be
guaranteed to the citizen through public finan€ingailure to achieve the minimum standards as
per the indicators, results in a (limited) finahgienalty’. The ascertainment of whether these
minimum standards have been met by the Regionsresgaicomplex certification. Responsibilities
for the certification process are divided among Bwegions themselves, the Health Ministry,
Age.Na.S., AIFA (the Italian Medicines Agency) ahé Permanent LEA Committee

On the other hand, a separate system exists florpgnce assessment and funding of the National
Prevention Plan, which falls under the supervigsibthe CCM. A share of funds (75%) is allocated
to the Regions for the implementation of their RR& also follows an indicator-based certification
procedure. While the remaining share (25%) — theadled central actions— are directly approved
by the CCM Scientific Committé&following criteria and standards pre-defined igearly CCM
programmé&”. Italy has also recently attempted to introdugeractice of evaluating programmes
and plans with the aim of building on lessons leamnd inform the subsequent programming
period. So, for instance, the current PNP will baleated. But although the evaluation practice is
gaining some ground, experience in this field remmaather limited by EU standards.

2. Overall EU Health Policy Adoption/Implementation

It is recognised that the uptake of EU health malizvould be easier if strategic policymaking could
be concentrated on a smaller number of long-terraripes consistently pursued over time,

otherwise there is the risk of dispersing resoutnedrying to operate in many areas. This may
easily limit impacts. Ideally, there should be norenthan a dozen strategic objectives with a clear
European dimension; such should be the areas vbevernment should focus its attention. The

2 |n compliance with the Ministerial Decree of 29Wémber 2001 defining the LEA package.

2L As per Ministerial Decree of 12 December 2001

22 Certification of compliance is attributed to thedins after the competent authorities analysedti@imentation
duly provided by the Regions, and following a crokseck of these forms with the Ministry’s recortisthis process,
the LEA Committee establishes the methodology téobewed, while the actual data collection, assssst by means
of LEA indicators and cross-check with Ministeniatords is performed by the Health Ministry’s oéfc

% The CCM is composed of a Scientific and a Strategommittee Comitato ScientificoComitato Strategicp
Besides assessing the overall CCM annual prograproposal, the former examines and approves indaligtojects,
while the latter sets intervention priorities, atbopnnual programmes of activities, approves thMB@ctivities report
for the previous year and sets out guidelinesrfining and the dissemination of information.

% The last meeting took place on 19 April 2012,desn proposed projects and assess their consistéticthe CCM
programme for 2012.
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risk is that too many Europan priorities are notcpgred as real priorities. There should be
continuity of action with few new items added te tagenda; meanwhile, consistency of intent
should be ensured over time. Momentum on theseifegshould be maintained, among others, by
means of Recommendations to be released at intest/#three to five years. The Recommendations
should update on progress and orient future acfidding too many items to the European agenda
is also a cause of possible administrative burdeh averstretching of resources. The number of

staff who can follow the ever-growing number of &uean initiatives is limited and it might not
always be possible to follow all of them with aruablevel of attention. Summary views of the role
played by some factors in influencing uptake of gdlicies are reported in Table 2.1 below.

Table 2.1 — Assessment of possible factors affectine adoption and implementation of EU

policy

Obstacles/drivers

Comments

Institutional architecture (since uptake might be
more difficult in more decentralised systems)

This is clearly an obstacle, not only because sfitittional
arrangements but also because decentralised system
usually found in larger States whose epidemioldg
background can be extremely diversified as is e dn Italy.

The different nature of the soft law instrument
chosen by the EU, i.e. whether Recommendations
Council Conclusions, or Commission
Communications (since MS may attribute a differe
level of priority or deal with them in a differeway)

Council Conclusions are a quite weak instrumentabse they
5,are voted almost as a matter of institutional @syrtrather thar
after adequate discussion of the subject mattemil&iy,
nEommission Communications are not necessarily eedoby
the Member States; therefore they are a tool oficdish
relevance in an OMC policy area. Their value maydstricted
to simply paving the way for a subsequent recomragonl.
The conclusion is that Council Recommendationstlageonly

soft law instrument that really counts.

Prior adequate discussion / consultation period
before the adoption of a EU Policy (since this may
facilitate adoption)

Evidence shows that a three-year preparatory dismugperiod
is often necessary to come to a policy documeritt& truly
share in. The duration of this period is sometimesin line
with the Commission’s own internal work programf
deadlines that unduly impose a conclusion to age®that is
not complete in terms of content development. Therational
efficiency that results from this process is onlgparent
because it impinges on the democratic functionihdeeision-
making, and casts doubts on effective uptake ompdaneof MS
at the end of the process.

Other aspects of legislative techniques adopteulitg
pressure on recipients (such as the inclusionan th
text of deadlines for compliance or explicit rejugt
requirements)

Stakeholders and lobbying groups favour this tempimias a
way to put pressure on Parliaments. It may work aray not.
Experiences and opinions can vary in this respedtpaobably
it is too early to tell. Reporting requirementslided in soft
legislation documents are never really considerechdatory
and in any event, they are not perceived as a wdiyential
factor.

Issues of national ownership (since policy items p
forward in the European agenda by individual MS
may encounter resistance in other MS due to ndti
experiences, cultural factors, traditions or techhi
obstacles to transposition)

UThis is part of the problem mentioned above, asit happen
that the various National Presidencies proposesitbased or

PBReir national background, administrative traditioand
experiences that have not really been shared acdstied with
others and are approved just as a matter of cqualfésr a very
short discussion in the Council.

Adequate maturity, i.e. existence of sufficient
evidence (‘pilot’ experiences, evaluations, scfanti
studies) supporting the inclusion of a given policy
approach in the European agenda

The issue is not so much the adequate maturitypafliay, but
rather the existence of a clear European addee vafuwas fo
instance the case with rare diseases. EU added walany one
priority does not have to translate, in the mindspolicy

ica

N
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Obstacles/drivers

Comments

makers, simply into prospects for mutual learning axchange
of best practices, as this is possible in all polareas and
regardless of European involvement. Support fronP Bilidies|
has often been limited because they have mainiy beafted
for academic purposes and with limited attentiothpeculiar
needs of policymaking. Circulation of PHP resuéimains alsg
quite limited.

Programming capacity (since some MS could find
difficult to cope with the total number of
programmes, action plans, strategies requesteleb
EU in a given period. Not only for internal capgcit
constraints, but also for the duration of the it
approval process)

rhis is indeed a crucial factor. In the Italian td formal
programming requires a relatively long and compglexcedure
Ydnd therefore requests for a sectoral plan haveetstrictly
prioritised. Much in the same vein, there can ladf sthortageg
to follow all the initiatives discussed at the Evel.

Clear prioritisation of actions (since the inclusiaf
too many European items in the policy making
agenda might ultimately be detrimental for most
urgent priorities, particularly in times of finaati
crisis)

Too many fast-changing priorities have been rekbaseer
time. Conversely, to avoid dispersing focus andueses, only
a few items should be endorsed at once so as taree
continuity in the release of policy documents amthie parallel
financing of research programmes. The “Rare Disfa
priority has certainly benefited from the high lbwé attention
that the Commission has managed to maintain ovee ty
various means.

Existence of relevant OMC / JA mechanisms on ti
subject at the European level and the MS
participation therein (since this may facilitate
adoption)

'€rhis is not really a relevant factor. Participatiodoint Actions
and OMC is often only a question of institutiontitjgette and
a mild attempt to keep oneself updated on the iastxand. For
these reasons, they are far from being reliabléc@nars of
effective policy uptake.

Pressure from stakeholders’ groups or lack thereg
(since this may ultimately influence uptake)

fThis is certainly a major factor. Involvement of N6 played g
major role in the establishment of a national polim cancer
screening; their absence is seen as detrimentéloise policy

ns

areas where these groups are less active or iaakist

Summary of Main Conclusions

The ad hoc preparation skctoral programmes stemming directly from a piece of Eaeop

soft legislation is a much more meaningful signkdf added value than mere quotations of
European legislation igeneralprogramming documents. Any indicator that equallezte two

scenarios would be highly misleading

in the country

Citation/quotation of European guidance in geneadilonal programming documents could be a

poorly representative indicator of policy uptakehefe can be cases (e.g. the National
Prevention Plan) where a European item is not dedusimply for strategic reasons (i.e., to
reach a consensus as soon as possible betweetatbeu®l the Regions). After that, regions are
free to decide whether to include the said itertheir respective Regional Prevention Plans.

Strengthening evaluation is area wher

e EU coniobutould be higher in the future.

It is expected that the problem of the rotationalsplencies and of their changing priorities will

not be solved any time soon, but efforts shouldnz&le to find alternative mechanisms to
ensure continuity in the EU focus on a limited&etlear objectives.

can give some appreciable results in terms of paiptake.
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* Finally, the Commission should be very cautioubkeintroducing bibliographic indicators, or
indicators otherwise based on scientific literat@a® they risk to provide unintended incentives
to work for academic purposes only in projects aligsected from policymaking and on-the-

ground implementation.
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B — Health in All Policies (HIAP)

1. Legal, Policy and Institutional Framework

Table 1.1 - Legal and Policy Framework

Year | Type Authority Title Comment

2007 | Working Turin Local | “Health in All Policies” The document setting out the Italian HIAP
paper Health (“Salute in Tutte le Politiche”) | strategy.

Enterprise 3

2007 | Programmi| Health “Gaining Health — Making Inter-ministerial, ~~ multi-component
ng Ministry; the | healthy choices easier” programme  involving  communication
document | WHO (“Guadagnare salute — activities and actions to reduce alcohol and

European Rendere facili le scelte tobacco consumption and to increase fruit and

Observatory | salutary”) vegetables intake, among others, to reduceg the
long-term burden of chronic diseases on fthe
healthcare system and society.

2007 | Baseline | Istituto The effectiveness of Health | This study:

Study d’|giene |mpact Assessment i Maps HIAs in all Italian regions in 2003-
dell’'Universi 2004;
ta Cattolica » ldentifies HIA activities performed and
nel Sacro their features;
Cuore * Analyses HIA processes and results; and
» Disseminates and communicates HIA
culture.

2008 | Regional | Abruzzo Abruzzo Regional Law 2/2008 Act explicitly requigin that HIA be
law Regional incorporated in all EIAs or SEAs so as |to

Government gauge the health risks and benefits associated
with any project, plan or programme pf
interest to the region.

2010 | National Ministry of Draft 2011-2013 National The first national planning document
strategic Health Health Plan including an explicit reference to HIAP. The
document strategy is articulated into four lines of actions

with a clear focus on the regional and local
Government level and an emphasis |on
grassroots participatory processes.

2010 | National Ministry of 2010 National Prevention Plan  The first document itcorporate the
Strategic Health/CCM Guadagnare Saluténitiative in the nationa
document health strategy; the major example |of

national-level intersectoral cooperation

2010 | Regional | Piedmont, 2010-2012 Regional Earliest regional healthcare planning
strategic Lombardia, | Prevention Plans documents including explicitly the concept |of
documents | Veneto, HIAP.

Friuli
Venezia
Giulia,
Marche,

Tuscany and
Emilia-
Romagna
Regions

Overall HIAP Strategy. The development of aational HIAP strategy has had a two-staged
approach. It first materialised 2007 when after the joint EU-WHO intergovernmental aehce
on “Health in All Policies: achievements and challerigbs Ministry of Health requested its CCM

department to contribute to the establishment bfaand new Health in All Policies strategy that
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would consist of theelaboration of an evaluation document to assessirtigact that each and
every non-healthcare-related public policy mightvbaon people’s health. Such an assessment
would then justify the agenda of priorities for uté policy-making and would involve the
appropriate national and sub-national administratg The local health prevention department
entrusted with the task (ASL 3 Turin) draftedvarking paperSalute in Tutte le Politich&, that
although strictly speaking never officially endatsavas long referred to as the Italian strategy on
the subject and as such can be found quoted alsecemt EU-funded studi®s While making
specific reference to the EU-waged HIAP approashwall as to HIAP understood in the WHO
terms, the document outlines the possible terma ¢fIAP strategy in ltaly and incorporates
considerations on the establishment of intersectmraperation and the institutionalisation and
usage of Health Impact Assessments (HIA) with dmeceference to five policy areas that were
being investigated in parallel study commissiongdnie CCM to the same institution.

Italy has then first included an explicit referertoethe concept of HIAP in a national strategic
document with its draf011-2013 National Healthcare PlafPiano Sanitario NazionaleSNY)
currently being under appro¥aby the National Government and the Regions. Theumhe@nt
includes a chapter on the need to promote theiplascof Health in All Policies, and specifically
also mentions compliance with the requirements ath lthe 2007 EU Health Strategy and the
principles stated in 1997 WHO Conference on Ineisal Cooperation on Heafth It has,
however, a less ambitious scope than the 2007 ngniaper. In fact, the PSN-HIAP strategy is
based on a twofold cautionary approach of precmrditto be met for any further institutional
development: 1) the need to have in place a soupass of scientific evidence to demonstrate
clear links between health and the various undwaglypolicies; 2) the need to better develop
processes and mechanisms (political leadershigicpsupport, legal basis and technical assistance)
to promote HIAP in the various communities. Thetggy is articulated into four lines of actions
with a clear focus on the regional and local Gowent level and an emphasis on grassroots
participatory processes, and namely:
* increasing political awareness about the need pdeiment HIAP;
» creating intersectoral working groups to promoté&Pikat regional and local levels;
* supporting empowerment projects at the communielléo build capacity for participatory
approaches and intersectoral cooperation; and
e training.

This twofold approach draws from two preparatondsts. The seminal 2007 € 200,000 project on
Health in All Policies (Salute in Tutte le Politici® of which the working paper above was part,
and that aimed to collect all the available infotimra on the links between public policies and
health. The project was articulated into five speatudies on mobility, work, lifestyles, citieand
income, of which only the first has been publistieso far. The study, however, reportedly
contributed to raising awareness about the paw¢isound or at least plausible scientific evidence
available to support HIA in a number of policy aaeand the need to invest much more in related
research before the adoption of HIA as a full-fiedlgoperational instrument. Still in 2007,

%5 ASL3 Torino, Salute in tutte le politiche, 2007

% Joint Action on Health Inequalities, ‘Health Impassessment: Pre-meeting questionnaire summaoyttepeports
as follows: the policy areas considered for HIAMiqy in Italy include: the impact on equity in tipepocesses of care
and non-healthcare polices; occupation during sersspecific labour polices i.e. control of agbssand prevention
of work accidents in constructions.

2" http://www.agenas.it/agenas_pdf/181110_ per_PSN.pdf

% The approval process originally scheduled for émel of 2011 has reportedly been frozen by the ahaofg
Government first and the budgetary difficultieskia to the Eurozone crisis then.

2 http://whglibdoc.who.int/hg/1997/WHO_PPE_PAC_97d.p

%0 http://www.ccm-network.it/prg_area4_salute_poligchsI3TO

3L http://www.ccm-network.it/documenti_Ccm/pubblicazitsalute-in-tutte-le-politiche/Mobilita-e-salutelfp
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Age.Na.S was commissioned to conduct an indtiion the participatory mechanisms to involve
NGOs and citizens in the health-related aspecpolfymaking at all levels. The study concluded
that i) there was no such thing as a basis fortiamal plan to develop and coordinate institutional
and capacity building in the field of intersectocaoperation, and that ii) hardly any mechanism
was available to promote a valuable and replicaibelel of community empowerment out of the
few and far between examples that could be foundoeal level. Following the study, an
interregional working group was created to prova@latform for the exchange of community
empowerment experiencés

At the regional level specific references to HlAakhough with a meaning that is quite detached
from the spirit of the original EU HIAP policy imdtive and without any explicit reference to it —
have been included in seve?010-2012 Regional Prevention PlangPiani Regionali di
Prevenzion®RP¥), and namely. Piedmont, Lombardia, Veneto, Fritdinezia Giulia, Marche,
Tuscany and Emilia-Romagna all located either enNlorth or in the Centre of the Country.

Governance Responsibility for promoting HIAP is generally ergted with the Ministry of Health
and the HIAP strategy has beds factopromoted at the national level by the CCM. Buté¢hie no

unit at either the national or regional Governmemel specifically entrusted with promoting HIAP
and nobody routinely collects data, monitors lodavelopments or evaluates experiences on a
regular basis accordingly. The last data avail@bi®e from a baseline study commissioned to a
network of Universities in 2004 in preparation bé trinnish presidency initiative and this was also
used as a source of data for the related EU-lenaglguatory study. Some of the regions above,
e.g. Emilia-Romagna have proposed performanceatatis for their PRP but these have not been
necessarily monitored or reported back to the Mipibecause these actions are considered of a
pilot nature and therefore not relevant for natiohand disbursement purposes and related
certification of the progress reached in implemgoa The Conferenza delle Regioralso in the
light of the divisive nature of HIA among the regsthemselves, has reportedly decided to stay
away, at least for the time being, from any officlata collection or monitoring role on the subject
which is not currently in its agenda. Until theuks of the Agenda 21 project are published, the
only database of experiences available is therefioa¢ of the Italian Healthy Cities network
collecting all the HIAs of network members. Thedkewuf progress in the various priorities set in the
EU policy documents can be summarised in Tabldeldw.

32 Age.Na.S., ‘Metodi e strumenti per la partecipaei@ttiva dei cittadini alla valutazione dei serned alle decisioni
locali in materia di organizzazione dei servizi i, 2007. All community-based empowerment iaiives
documented by the study can be accessed through tidesignated database at
http://www.agenas.it/database _empowerment.htm

%3 http://www.agenas.it/seminario_approfondimento_ewegrment.htm

3 http://www.ccm-network.it/Pnp_2010-2012_piani-reuadi

% A baseline study on the state of HIA in ltaly fim@d by the European Commission and by the WHO &z
Observatory, was conducted by the Istituto d’'lgieled’Universita Cattolica nel Sacro Cuore, membéthe lItalian
Network on Health Impact Assessment (ltalian HlAetiMork, hereafter). The research project, namede“Th
effectiveness of Health Impact Assessment” startekpril 2007. It included the following activities

1.Mapping HIAs in all Italian regions from 2003 oargls (most recent information, however, dates 2004)
2.ldentification of HIA activities performed andeih features;

3.Analysis of HIA processes and results; and

4.Dissemination and communication of HIA culture.
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2. Policy Implementation

Table 2.1 — Uptake and implementation of HIAP pribes

Priorities Uptake/implementation

Develop the knowledge base on health and its The draft 2011-2013 National Healthcare Plan inetud
determinants, associated trends, and trends ithhegprovisions on the need to develop intersectoralpecation,
inequalities. following from the principles stated in the 1997 WH
Conference on Intersectoral Cooperation on Hedtholicits
gathering a sounder basis of scientific evidencdeimonstrate
clear links between health and the various undaglyiolicies.
However, a comprehensive wealth of knowledge in thgard
at national level has not been put together yetalygis of
health determinants has been done regionally, muraber of
cases.

The seminal 2007 Health in All Policies project lcastributed
to demonstrating that the knowledge currently add is too
anecdotal, and that would be much needed to supflértin
different policy areas.

In national policy formulation and implementation,| The 2007Guadagnare Salutproject remains to date the major
take into account the added value offered by attempt to coordinate intersectoral coordination national
cooperation between government sectors, social | level. In 2007, Age.Na.S conducted an inquiry ore |th
partners, the private sector and the non-goverrahemarticipatory mechanisms to involve NGOs and citizén the
organisationgor public health. health-related aspects of policymaking at all levdlhe study
concluded that there is currently no basis for #onal plan to
develop and coordinate institutional and capadaityding in the
field of intersectoral cooperation.

Undertake, where appropriate, health impact HIAs are not performed systematically anywheretatyl HIAs
assessments major policy initiatives with a are restricted to a number gfrojects mostly with an
potential bearing on health. environmental bearing, while they are performedategies

Pay special attention to the impact which major | A greater stress on equity has been put sincenitepiion of
government policies have on equity in health, the Health Equity Impact Assessment approach, stggby a
including mental health, and guarantee necessary EU joint action, which is, however, still at a sei stage.

efforts to tackle health inequalities.

Focus on capacity building in policy analysis and | The 2007 study conducted by Age.Na.S. (see abdwayed
development for improved intersectoral policies. | that there is no emphasis of a national strategyldeelop
capacities and institutional partnerships in favoaf
intersectoral coordination.

Table 2.2 — Intersectoral coordination programmesdinitiatives

Year Type Entities involved | Title Description
2007 Intersectoral | Multiple Gaining Health — Inter-ministerial, multi-component
cooperation ministries Making healthy programme established by a Prime
programme choices easier Minister’'s decree involving communicatign
(“Guadagnare salute | activities and actions to reduce alcohol and
— Rendere facili le tobacco consumption and to increase fruit
scelte salutary) and vegetables intaké@ter alia, to reduce

the long-term burden of chronic diseases on
the healthcare system and society.

Ongoing | Intersectoral | Multiple Bilateral cooperation | Established under th&uadagnare Salute
cooperation Ministries protocols protocolli programme, agreed by the Health Ministry
agreements di intesg and the representatives of 22 Ministriges,

unions, and private sector organisations.
These include the Ministry of Education,
the Ministry of Agriculture, the Ministry of
Sport and Youth, producers and public
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Year Type Entities involved | Title Description
service operators, Local Health Enterprises,
local administrative entities, unions, and
planning agencies.

Ongoing | Intersectoral | National Well-being, Equity The project aims at overcoming GNP-
cooperation Economy and and Sustainability bound indicators to measure a society’s
project Labour Council | (Benessere Equo- progress and well-being, and at developjng

(Consiglio SostenibiléBES) alternative indicators encompassing | a
Nazionale Project healthcare component.
Economia e
Lavoro/CNEL);
Italian Statistical
Agency (ISTAT);
Health Ministry
2007- HIA project Health and Moniter project It aimed to increase knowledge |of
2011 Environmental incinerators’ emissions and their impact pn
Departments of health and included a rapid HIA procedurg.
the Emilia-
Romagna
Regional
Government
Ongoing | HIA project Agenda 21 HIA working party The aim of the working group ot
Italian establish common basic knowledge of HIA
coordinating and procedural pathway to be extended
group, local nationwide.
authorities and
public
representatives
Ongoing | HIA project Six regional VISPA project A Moniter project offshoot, it aimedt
governments testing a homogeneous methodology | to
carry out rapid HIA at the project level with
a view for its possible adoption by all the
Health Prevention Departments concerned
TBD HIA project TBD VISPA2 project A follow-up project MSPA.

Intersectoral Coordination A first reference to intersectoral coordinationaalsroad policymaking
principle could be found in a footnote of tA@10 National Prevention PlarfPiano Nazionale di
Prevenzion#’NP®) incorporating in the national health strategy @@adagnare Saluténitiative
that remains so far the major example of intergattoooperation at the national level in the
country.Guadagnare salute- Rendere facili le scelte salutdfi(Gaining Health — Making healthy
choices easier)s a 2007 inter-ministerial, multi-component pragrae established by a Prime

Minister's decree involving communication activiii@nd actions to reduce alcohol and tobacco
consumption and to increase fruit and vegetabliekainter alia, to reduce the long-term burden

of chronic diseases on the healthcare system aridtgoThe programme was developed by the
Health Ministry in cooperation with the WHO Europe®bservatory, and demands planning
healthcare interventions in a concerted mannetp swoduce a global approach to risk factors and
to the consequent burden of chronic diseases. ffagegy involves a division of responsibilities

between all actors concerned (national and regiadaiinistrations, local entities and the private
sector), so as to coordinate action and asses$dhkh, environmental, social and economic
implications of future policyGuadagnare Salutehowever, predates the EU Health Strategy and

36 http://www.comunitapnp.it/file.php/1/Allegatol PNED-12.pdf
37 http://www.ccm-network.it/GS _intrdattp://www.guadagnaresalute.it/programma/

42



was formally adopted in response to the 2006 WH@j Gaining Health initiativéthat in turn
summarises also a number of EU policy orientationsnon-communicable diseases and can be
considered the transposition with a broader manafatee EU Platform on Nutrition and Obesity.

Therefore, for the time being, the offlpther intersectoral cooperation agreements inepéee the
bilateral cooperation protocolgprotocolli di intesa established under thGuadagnare Salute
programme, agreed by the Health Ministry and th@esentatives of 22 Ministries, unions, and
private sector organisations. These include theiditynof Education, the Ministry of Agriculture,
the Ministry of Sport and Youth, producers and pubekrvice operators, Local Health Enterprises,
local administrative entities, unions, and planraggncies. It is worth noting that while some @& th
protocols have been effectively put into practmbers have remained dormant.

The only recent notable example of intersectorardimation is theWell-being, Equity and
Sustainability (Benessere Equo-Sostenitll&ES) Projec?, a joint initiative of the National
Economy and Labour Council (Consiglio Nazionale iifraia e Lavoro/CNEL) and the Italian
Statistical Agency (ISTAT). The project aims at maming GNP-bound indicators to measure a
society’s progress and well-being, and at develppaiternative indicators encompassing a
healthcare component. The Working Group in chargedeveloping such indicators sees
contributions from experts from the Ministry of Hia

Local working practices are not generally interseadt for a combination of traditional and
institutional reasons, although there can be netakteptions in certain regions. For instancegther
can be examples of cooperation protocols betweagglesmunicipalities and health departments, but
this highly depends on the single regional policess responsibilities for programming and urban
planning lies at the regional level. There arerclegal provisions to regulate cooperation between
the Health Prevention Departments and the LocalrBnmental Agencies as far as health and the
environment are concerned. The 2009 LEA performamdieators also included a reference to the
technical assistance provided by health preventiepartments to local governments on the
relationship between health and land zoning, abouironmental planning and on the link between
road security and space programming, which woybdessent a further budgetary incentive to spur
local intersectoral cooperation. But cultural amrgdl resistances remain strong and initiatives
generally implemented on @ hocbasis because of particular needs.

Health Impact Assessment (HIA)'he history of HIA in Italy is strictly intertwinedith the quite
controversial implementation of the EU Directive5(837/EEC) on Environmental Impact
Assessments (known #se EIA Directive and the concept itself is hardly understood detshat
context, but by a few specialists knowledgeablintdrnational and European policy matters. There

% http://www.euro.who.int/ __data/assets/pdf_file/00®%526/E89306.pdf

% For the sake of completeness it is worth to quate another initiative bordering intersectoral ceigtion: an
intersectoral Working Group on HCAIs and antimidedlresistance was established in 2009 following @ouncil
Recommendation of 15 November 2001 on the prudeatodi antimicrobial agents in human medicine. Adoay to
the Recommendation, each Member State needs toihguiace ‘an appropriate intersectoral mechanism for the
coordinated implementation of the [proposed] stgas [on the prudent use of antimicrobial agentshimman
medicine] as well as for the purposes of informatéxchange and coordination with the Commissiad the other
Member States” The Council of the European Union, Council Recomdagion of 15 November 2001 on the prudent
use of antimicrobial agents in human medicine (et EEA relevance) (2002/77/EC). The Group gatlspecialists
with mixed expertise in both human and veterinagditine from AIFA, the National Health Institutecafrom the
Prevention Department at the Ministry of Healthaiths to raise awareness and intersect skills anwledge of these
two areas of healthcare (AMR and HCAIs). Howeviee, Working Group is only intersectoral in the sethe it forms
an umbrella gathering a diverse set of institutiand organisations, but all related to healthcatgether in terms of
human or animal medicine, AMR or HCAIS).

“9 http://www.misuredelbenessere. it/
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is no explicit provision to carry out a HIA eithierthe National Framework Law implementing the
EIA Directive, or in the related Regional Sub-Law#hough health matters are mentioned in an
annex among the aspects to be considered. Howienempective of any environmental regulation
the prevention of health threats due to environaldrdzards is among the statutory responsibilities
of the health prevention departments that sit m ititersectoraConferenza dei Servizia joint
authorisation procedure for approving projects vétimajor environmental impact. It can happen
quite erratically (and critics say also quite adoity) that the single health prevention departtmen
at its discretion, might require not “the” healthgact assessment, but “a” health impact assessment
of any given project. This has given rise to alyaohaotic and unpredictable series of documents
with a very different scope and methodology, deléed under the same confusing name of “health
impact assessments”. Needless to say, since tlsessanents have been usually requested for
particularly sensitive projects with strong neightdmod effects (e.g., landfills, incinerators, aaim
waste, etc.) the matter has become increasinglitiggeéd and controversial and HIA also
perceived as means to interfere on political denssithrough bureaucratic command and control
mechanisms rather than genuine consultative preesdifhe same considerations apply possibly
even on a larger scale to the SEA level, where idlalso reportedly implemented quite erratically
and without well defined methodologies or interseait cooperation protocols up to the point that a
recent verdict of the Council of State has calledthe Departments concerned to cooperate in its
implementation and avoid command-and-control behasi or alternatively to carry it out with
internal resources only, to avoid the underlyingnpbpproval process to come to a complete
standstill.

There has been a proposal in April 2012, from thayon of the Turin municipality to
institutionalise the process together with a commaitt to conduct a HIA of all local government
decisions, possibly also because the capacityeoloital health prevention department is considered
among the highest in the Country, but no concr@tevi-up has been taken so far.

The first Italian region to try and explicitly relgte HIA as a routine and mandatory component of
EIA and SEA was Abruzzo with 2008 regional la#?. But the matter remained so politically
controversial that the subsequent Regional Govenhoancelled the law just a few months after its
approval and the legal row that followed even enbtletbre the Constitutional Court where it
eventually subsided. Another attempt at better legigng environmental HIA by means of soft law
instrtuments has stemmed from the CCM-fundiéehiter project?, promoted by the Health and
Environmental Departments of the Emilia-Romagnai®e Government between 2007-2641
with the aim to increase knowledge of incinerat@siissions and their impact on health. Since
Moniter included a rapid HIA procedure, the inittat was subsequently expanded, rebranded and
extended to five other regions under another CCiiéa projectVISPA® (literally HIA for the
public administration). It aimed at testing a homogous methodology to carry out rapid HIA at
the project level with a view for its possible atop by all the Health Prevention Departments
concerned. It seems very likely that VISPA will lkeaa follow-up pilot VISPA2 to expand its scope
and build consensus on a methodology at the prageor even possibly the policy level, although

*L A Conferenza di Serviis to be held whenever an agreement between twaooe public administrations has to be
reached, because a decision by one administragiguires the participation of or has direct impimas on other
administrations. The Conference is a fully-fledgenplex decisional process conceived in such aagatp take into
account the interests and viewpoints of all thkettalders involved.

“2 Art. 2 and 3 of Abruzzo Regional Law 2/2008, esiply mentioned that HIA was an instrument to becirporated in
all EIA or SEA about the health risks and beneditany project, plan or programme of interest ® ibgion.

“3 http://www.arpa.emr.it/moniter/

** The Moniter Project was also presented by Linzakmal. at the 2009 and 2011 chapters of the Internatibhal
Conference.  See http://www.apho.org.uk/resource/item.aspx?RID=1¥D29and http://si.easp.es/eis2011/wp-
content/uploads/2011/04/cori-per-grenada-monitér.pd

*° http://www.saluter.it/ssr/aree/sanita-pubblicafibgetto-vispa
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this is still seen by some with some skepticismfdrther clarify the legal framework some regions
are considering better regulating HIA within tharfrework of revising their EIA laws with an
emphasis on extreme simplification of procedtfes

Most of the experiences carried out so far in Itaye been at thgroject level and even of an ex
post nature Also, VISPA originally intended to be tested wncrete cases had to be re-engineered
to repeat assessments from an ex post perspect&vdhe lack of projects to be assessed caused
by the economic crisis. While the level of methadptal agreement reached at the project level is
generally deemed reasonable there are still coascaipout the lack of any real methodological
stability as far as the programme level is conagriNo national technical bodies have been ever
charged with developing national guidelines. Thdidweal Health Institute I§tituto Superiore di
SanitdISS) has conducted a number of HIAs upon the mqagthe Health Ministry or other
public administrations, as also WHO-Europe has ddiseHIA activities, however, have been
limited to sites and project with a potential fowveonmental risk or crisis. The HIA practice istno
systematic with the ISS, either. While the Ins@tatakes recommendations and advocates in favour
of a more far-reaching use of HIA, its role hasrbe®inly of an advisory/consultative nature. Also
its practitioners lament the absence of a cleaificalon of HIA countrywide, which makes it
impossible to replicate the assessments accordingné standard methodology throughout the
country. Since there iso lighthouse scientific institution specificallpteusted with dissemination

of HIAP best practiceat all Government levels, but a network of centreexpertise, mostly of an
academic nature, exists. Among them together wighTurin ASL mentioned above, the National
Research CounciQentro Nazionale di Riceré@NR) is a recognised centre of expertise as regard
health and the environment and related HIAs.

As of today a number of guidelines and policy doenta have been produced on HIA at the

regional level. Some are specifically on HIA, whoéhers focus on closely related matters. To

mention but some:

* The 2008 HIA guidelines drafted in theAbruzzo Region for the implementation of the
abovementioned cancelled féw

* A 2011 proposal for HIA guidelinesin thePiedmont Regionto shed some light on procedural
aspects and better regulate the use of HIA withénftamework of EIA and SEA procedufes

* TheVISPA project guidelines;

* TheVeneto Region guideline®n the assessment of health risk caused by emvéental
pollutior®; and

* A white paper on HIA in theTuscany Regior’.

Other structured examples of attempts at perforraorge form of HIA at the programme level are
represented by the Local Health PlaRg(i Locali di Salutg drafted by local governments at the
County level in some Northern Regions (Piedmontmbardy, Veneto, etc.), although these
initiatives are often explicitly inspired to the &léhy Cities network principl&s

“® For instance application of HIA may be envisagedhe mere filling out of checklists and tables.

7 http://www.negrisud.it/ambiente/lineequidaVIS.pdf

“8 http://www.arpa.piemonte.it/arpa-comunica/eventsgpntazioni-convegno-via-vas-vis/linee-guida

“9 http://www.arpa.veneto.it/servizi-ambientali/amhizee-salute/file-e-allegati/as_linee guida_risqghidiview
%0 http://www.rete.toscana.it/sett/pta/7a_conferenm@iante/documenti/bianchi_buiatti.pdf

51 hitp://www.aslal.it/'Sezione.jsp?idSezione=452
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The same year, a HIA working party was created aas @f the Agenda 21 Italian coordinating
group, in response to the demand for common metbgwal HIA guidelines from an ever
growing host of institutional counterparts. The aifnthe working group is to establiskdmmon
basic knowledge and procedural pathway to be exgnthtionwide®. In fact, as acknowledged
by the pioneers of this group on the occasion ef2B11 international HIA conferencgécémmon]
frameworks constitute the most effective meansnstititionalising HIR*. The Project sees
contributions from an array of local authoritiedasther public representatives already active in
developing local strategies for sustainable deveknqt; alongside with agreeing on a HIA common
ground (especially in terms of a common HIA metHodg), the group sets out to disseminate the
knowledge so created, create the necessary expddisncorporate a health impact layer in
environmental and strategic impact evaluations (HBA).

The working group participants have signed an “&grent of Intent” whereby three main actiths

are identified:

1. Establish an archive of knowledge, data and availdbcuments on national HIA experiences;

2. Pilot a national training course on HIA proceduseharmonise curricula and competencies of
HIA practitioners; and

3. Propose a “best practice tool” aimed at increading value of the training experience
performed at the local level.

A general commitment to carry out HIA or inspirdigties to HIAP principles has long been a
mainstay of theVHO lItalian Healthy Cities Networkand of its members that also participate to
the European Network and technical assistanceisnréispect was received from both the EU and
the WHGO™, but this has never extended to a full-fledgeditinmsonal HIAP policy. Examples of
HIAs are documented, collected and shared withen Nletwork. Based on data gathered during
fieldwork, an archive including a complete list athdcumentation of HIAs performed. However,
access to this source (through the Network’s wepsst restricted to the Network’s members. The
Healthy Cities Network in Italy has been activeconducting HIA particularly in the areas of
Environment, as well as Nutrition/Obesity and PbgbkActivity particularly within the framework
of theGuadagnare Saluttunded initiatives mentioned before.

*2 Developing common best practices to promote uHeaith HIA in Cities

Linzalone, N., Lauriola, P., Cadum, E., Natali, &hd the Italian HIA group, ‘Developing common bpsactices to
promote urban health’, Geneva Health Impact Assess@onference, 7 April 2010

>3 Lauriola, P. and Linzalone, N., ‘Developing besgtices - A proposal for a field-based and vaéidaapproach to
HIA training’, 2011http://si.easp.es/eis2011/wp-content/uploads/2@1Gianada-2011_Ag21-finale.pdf

* These actions will be executed through four Wodckages coordinated by experts. WP1 inventories HIA
experiences produced in ltaly. The aim is to inseeaknowledge integration, providing a basis ofdemce and
information for new applications; WP 2 acts torraational officials to fill in the gap in nationHllA expertise; WP 3
envisages that the training workshops conductethénitalian regions that have joined the projedt, kelp validate
existing HIA protocols and the way they are adapteduit specific regional contexts; and WP 4 abmslevelop
nationwide guidance on the use of HIA, with a gatirly emphasis on its use in urban design anangta in all those
instances where health is likely to be significpatifected.

> Through the PHASE project, co-funded by the Euamp@ommission, DG Environment ‘Community Framewionk
Cooperation to Promote Sustainable Developmend,lanthe WHO Regional Office for Europe, the PHAB®Bject
producedhttp://www.comune.bologna.it/relazioni-internazitfenglish/docs/Phase_eng.pdf(i) A HIA Toolkit for
European Cities; Bologna and the Italian Healthiye€iNetwork had been chosen as pilots for to shaly the Toolkit
might be introduced. See e.g. WHO Europe, ‘Intracigidiealth impact assessment in Bologna, Italy:a8ecstudy’,
2004; (ii) A resource pack for European cities &mains, including a training module for decision-raekto integrate
health and social considerations in their agendadstainable development. (iii) Guidelines forséisination aimed at
the Healthy Cities national networks to extend tise of HIA. That said, the cities belonging to tteian Healthy
Cities Network do not systematically perform HIAhi$ practice is entirely voluntary, and mostly isgd by Italian
Healthy Cities in the areas of nutrition, enviromand physical activity.
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3. Difficulties in Implementation

The EU Health Strategy has certainly played a stéstap role in raising the broad issue of HIAP
in the national policymaking agendas also demonstrated by the explicit referencehendraft
PSN, but is deemed largely insufficient to promadteual inter-sectoral cooperation at the National
Government level. On top of that there is widesgpreancern that there is an insufficient body of
knowledge to justify a HIA procedure of all polisi@nd this would result icosts and delays
largely outweighing benefiteand in an additional unnecessagministrative burden This is
recognised to be the case particularly in Counfolewing rigid droit administratifprinciples and
where the more informal procedures reported in shimhern Countries (e.g. the quick over-the-
phone HIA) would simply be unconceivable. To this dt is noted that the EU could invest more
in collecting this body of knowledge and makingwailable to all MS, if it exists and too much
was invested in procedural guidelines of limitedgpical usefulness.

Much in the same vein, it is noted that the EUiatike almost presupposedradition with the ex
ante impact assessment of policies and their ek @aduationthat is not necessarily found in all
MS, and this poses major implementation barrieedthegolicy on its own is unlikely to overcome.
And therefore an entire cultural procedural backgmand frame of mind is simply missing.

At the regional level some Governments would beomegaly reluctant to consider the
implementation of HIAP principles and HIA procedsirdbecause ofpolitical expediency
considerations out of concern that their Health &&pents that already control over 85% of the
regional budgets would be perceived as the coetotif the rest of the regional administration.

Generally speaking, HIA has also suffered fromh&ng associated in the political debate to
controversial environmental projectsly and for its being considered by some panmiesas a
neutral technical instrument but as an extremelitipised process.

As a result of that, the decision Gbnferenza delle Regiotd stay away from the controversial
subject has partly contributed to the relatiiélje dissemination made of EU policy orientatians
this area at the regional and local level, as timestters as usually discusseddonferenza Stato-
Regioni where EU policy initiatives are reported to thgioms and much of the institutional
dissemination takes place.

On the positive side, it is also remarked thatedéhtly from other MS, in ltaly there is a
comparatively smaller need for intersectoral coordinatiobecause responsibilities for some
horizontal policies already lie with the Ministryf &lealth. In fact, the Ministry already bears
responsibility,inter alia, for the fields of health and the environment, upational health, and
veterinary services. Intersectoral cooperationueh s instead effected between the Ministries of
Health and the Ministry of Education on specifipeds of broader prevention policies.

4. Indicators

Based on experts’ opinions gathered during fieldydrappeared that the most relevant indicators
to monitor uptake of HIAP principles in Italy woulbk:

* The number of regions indicating HIA as a priofitytheir PRP as far as HIA is concerned with
the caveat that its understanding is much mordéduinin scope than envisaged in the EU policy
initiative®®;

% This is also in line with the findings of the 20R2view of Public Health Capacity in the Europeandd according
to which the application of Health Impact- and Hledleeds Assessments is scarce in Italy becauddi¢puealth
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* The physical indicators of implementation of thea@agnare Salute programme that remains by

far the largest and most important example of #etoral cooperation in the Country

Overall, however, the Country lacks a traditiorboth intersectoral cooperation at all Government
levels and of carrying out impact evaluation of &mment policies. This also means that Italy is
relatively far away from any indicator leading to @stimate of the costs of non implementing EU

policies in this area. From what stems abthee validity/relevance of the tested indicators ban
broadly summarised as reported in Table 4.1 below.

thinking is still largely based on infectious orvennmental pathways of disease and less orienbedards the
integration, multiprofessionality, and efforts tacé social and behavioural determinants of healthdisease ", and
ends with one recommendation: to increase the nuwhe improve the governance of the few existirtgrgectoral
plans/actions on public health issues. AluttisetCal. 2012: Review of Public Health Capacity ia #U. Final Report.
Maastricht/The Netherlands, March 2012

" The EU Crossing Bridges reports for Italy thatimersectoral plan to combat the four main riskides (lack of

physical activity, poor diet, obesity and alcohuidicco abuse) of chronic health problems in ltadigte and was
approved by Government decree in 2007. The preseina national platform for the promotion of heatbmposed of
nine Ministries, the Regions and other institutioaad that the Guadagnare Salute programme wagn$tance

included in the Regional Prevention Plan of the &terRegion, whereby i) ASLs and Hospital Trusts raauired to

implement, in collaboration with other public héakttodies, activities or projects related to thenpstion of health; ii)

ASLs are required to support and/or to implemeittaitives carried out in the framework of the Guagwlare Salute
project; and iii) the development of an organigatrnodel for the promotion of health in an intersegt manner is
under way in three Local Health Trusts in the Regio
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Table 4.1 — List of potential policy implementatiagmdicators

Code Indicator Notes
Would require separate analysis for HIAP and HIAl &ational and Regional level, but appears faiglgsible. The
main issue is related to the validity and sigmifice of citation of EU reference policy documeht wwould requirg
some qualification.The EU Strategy is expresslytedan the draft PNP, but HIAP is understood therere in
participatory grassroots terms that are much clasehe original WHO understanding of the policyudh in same
Formal Adoption of EU HIAP | vein the regional HIA guidelines are documentslipi@disconnected from the methodological documemtxuced by
ANA.1 definition and HIA methodology] PHP projects, as they focus on environmental asetdy.
(incl. RE* level)
The indicator is deemed:
fairly valid
fairly feasible
Fairly feasible although not immediately availableis considered as highly valid in the Italianseabecause |t
adequately reflects the fact that the debate on idide factorelated to environmental issues only and thatetied|
. A very limited understanding and echo in the poliehpate, outside of a very limited circle of expeofsHIA as a part of
ANA.2 ilivtlﬂgrg:georft;ifﬁ?étﬁ%%g%%%uea broader intersectoral policymaking process.
HIAP The indicator is deemed:
highly valid
fairly feasible
The indicator is highly feasible and easily avdiabt is also fairly valid subject to some qualdtions. Its mainf
limitations are related to the unclear status ofkivg papers as policy documents presupposing stegeee o
Existence of Health Policy political endorsement and political commitment. Muo the same vein, as mentioned before it is adie taken fof
. granted that despite citation of EU documents, Hi&\Rnderstood in the EU original sense, but radsesomething
PRI.1 Documents Including a . closer to the WHO understanding.
Commitment to HIAP Principle
(incl. RE level) The indicator is deemed:
fairly valid
highly feasible
Reporting to International The indicator appears as highly feasible in teofrdata availability and can be certainly considess a good proxy gf
Organisations of Commitment tpthe general level of commitment towards HIAP phiobes. However its validity and significance as rai¢ator of
HIAP Principle (for instance in | actual implementation of intersectoral coordinatidithe local level through well-defined procedusof
the WHO Healthy Cities commitment to routine performance of HIA appearserdubious. The indicator’s validity with specifieference to
PRI.2 programme) their understanding of the EU policy on the subyeas$ partly questioned, on the ground that it ciadomehow

To become members of the
Healthy Cities European netwo
municipalities must declare
commitment to HIAP principles

misleading.

k

The indicator is deemed:
of dubious validity

49



Code

Indicator

Notes

(Watch out National and
European networks are differen
entities subject to different ruled

highly feasible
t

Strategies/Programmes/Action

As mentioned before this is usually quoted as ’yfaalid, highly feasible and easily available icator. However, i
should be reminded that the limitations mentionbdva apply also here and HIAP/HIA can be refer@dtsomg
strategies in a slightly different understandingnrthat of EU policy documents.

PRI.3 Plans Specifically focusing on
HIAP (incl. RE level) The indicator is deemed:
fairly valid
highly feasible
The indicator might look ambiguous and of dubioakdity as there is no such thing as civil societganisations whp
have HIAP in their lobbying agenda. But the existenf academic networks who formally are also N®&@s been
frequently mentioned as key factor in the developinodé HIAP across the Country. Data on the latgar be retrievel
Existence of Advocacy NGOs |with some difficulty which makes the indicator aftdous feasibility.
PART.1 oo )
Active in the HIAP Field
The indicator is deemed:
of dubious validity
hardly feasible
The same considerations above apply also hereintlieator can be considered of dubious relevanckfeasibility.
Grassroots NGOs are nowhere to be found in the HidlRymaking process, but the academic networks/alhave
Involving of Advocacy NGOs in| played a major role in shaping the Country’s pekci
PART.2 the Policymaking Process (incl.
RE level) The indicator is deemed:
of dubious validity
hardly feasible
There is no dedicated budgetary line for researctHtAP and so the indicator does appear of dubfeasibility
without a dedicated study. For the time being pustouple of major applicative projects have beerdéa from thg
Health and Environment enveloped of the CCM redeprogramme. The indicator’s validity is questidnat least if
Resources Made Available by | part. While some consider that increased reseanutisfmay be a signal that HIAP is being seriouslysadered ang
RES.2 MS to Research Programmes inthat major knowledge gaps are being addressedrsothestion HIAP can be actually be push throughuogling
’ HIAP Field in Either Absolute of research projects.
Relative Terms
The indicator is deemed:
of dubious validity
hardly feasible
Identification of a Body The indicator is fairly feasible and highly vali@ihere is no such body presently available in thery, and agaif
ORG.1 Responsible for HIAP according to some its sheer existence would bedicdtor that some more progress has been achievbd level of

Coordination / a Focal Point

policy uptake. This would be especially true if theedy were located at the Prime Minister’'s offiaad therefore in

D
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Indicator

Notes

position to exert a really coordinating role.

The indicator is deemed:
highly valid
fairly feasible

Existence of a Centre of
Expertise Entrusted with

The indicator would also be fairly feasible buthodére dubious validity. Again there is no such bodgrently available
in the Country, but some question the validity led tndicator on logical grounds. There are sevaualic bodies that
could play a lighthouse role if given the mandatewever, the mandate should also envisage that diesemination
is made for free as part of their institutional mate. Given the current budgetary conditions, @éns& extremel
unlikely that any public institution could acceptyanandate to disseminate anything for free or¢bidd even impagt

- QD

[¢)

10| ORG.3 aII,SASPe rg:\r;ﬁgggBaiPractlces Olon the quality of the advice provided.
methodology) The indicator is deemed:
of dubious validity
fairly feasible
A fairly feasible indicator of dubious validity tado say definitely not valid. The indicator’s idity is widely
guestioned, given that it is not considered suitablreflect progress in the Italian context. Reggons also exist on
the need to introduce legal procedures to clah&itnplementation of HIAP. Some are against th@dhiction of any
routine procedure not to kill the HIA concept as #ay “in the cradle”. It is noted that the repdrseiccess and appeal
of Guadagnare Salute is due to its being an inteysd programme with a dedicated intersectoralgetdather than
Introduction of HIA in Routine | routine Government procedure and that the weiglttoofdination agreements was relatively limitedhia process.
11 | PRO.1 policy-making process (incl. RH is possible that mandatory procedures will havedadntroduced to better regulate SEA, but this Wdé in respong
level) to a binding EU directive and there is widespreadraness of the level of risk this could triggertba smoothness pf
the decision making process.
The indicator is deemed:
of dubious validity
fairly feasible
Indicator at least of dubious feasibility not to sBefinitely not feasible. Given the lack of clgriin HIA and EIA it is]
little surprise that some have been consideringitoong the number of EIA with a HIA component, tadtigh thig
would require a fully fledged quite cumbersome gfuals these data are no routinely published. Adglaén main
Number of Relevant Institutiond reservations on the indicator dubious validity gieen by the exclusive focus on environmental issoiely and the
12 | PRO.2 Complying with the above neglect of a wider perspective on intersectorabgeration.

Procedures (incl. RE level)

The indicator is deemed:
of dubious validity
hardly valid
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Indicator

Notes

Implementation of Evaluations

The indicator is considered of dubious validity.eT@ountry lacks a real tradition of policy evaloatiso agaif
opinions diverge on whether this could be a vatididator to highlight this major gap or an irrelev@ne because (it
would be at any rate poorly understood across tises). There are uncertainties as to whether thedsted
evaluation of PNP, which will represent one of fingt such instances of policy evaluation in a gendll include alsq
HIA matters in detail or ignore them because ofbitead mandate. The indicator is fairly feasibleiife routinely

D

13 | EVAL1 Cost I'Effect.|v.ene§s Assessmen Thecks the studies commissioned by the Ministry.
of their Policies (incl. RE level)
The indicator is deemed:
of dubious validity
fairly feasible
The same validity considerations as for EVAL.2 gppére. Some have tried to build the case thawidnethe curreng
- T draft strategy is formulated indicates the impdat\vmluative baseline studies very broadly intendédterefore, in th
Streamlining / modification of oo . - ’ ; o
; best of cases the indicator would appear contr@leasnd open to possible manipulation. The indicé howeve
Policy as a Result of an fairly feasible
14 | EVAL.2 Evaluation Exercise / Cost '
FE{l;;elzt\L\éel)ness Assessment (incl The inQicator i.s .deemed:
of dubious validity
fairly feasible
It is maintained that this could become a highllyjdvandicator if regions ever decided to put HIARters in their PRP
and monitor them accordingly in a consistent waysimilar indicators are agreed at the central llevidntil this
Setting up of a System of happens, health prevention departments have linfiteshcial incentive to progress along these lingse indicato
15 | EVAL 3 Indicators to Monitor HIAP would be fairly feasible.

uptake / Implementation (incl.
RE level)

The indicator is deemed:
highly valid
fairly feasible

*RE =Relevant Entity
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Proposed additional indicators

Indicator

Comments

Number of projects funded under Guadagnare Sa

This indicator would give some sense of the degfegptake of intersectoral cooperation at the |
I?é/el (some 120 projects) and is considered faidlid by those knowledgeable with the program
fowever data are not necessarily published, solyhahilable from outsiders, which reduces
immediate feasibility.

Number of HIAP-related projects funded by the CQ

@ame considerations as above on its validity. Bettet is no HIAP classification and all projects g
e scrutinised to come to the data which makeshiéissmore dubious and costly.

Share of EIA with a HIA component

There are diverging views on the dubious validitytos indicator that would reflect the actual Uga

of HIA in the policy area where it has been mostcdssed which can have both pros and gons,
depending on policymakers needs. Some would beuwsitio know related data and aim at a 100%

threshold as a result of the current pilot projeEtasibility is also dubious, as this would alsquire 3
dedicated study.
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C - Patient safety (PS)

1. Legal, Policy and Institutional Framework

Table 1.1 - Legal and Policy Framework

Year | Type Authority Title Comment

2003 | National Ministry of National Health Plan 2003- | It includes among its objectives, (Obj. 2)3)
strategic Health 2005 Piano Sanitario “to ensure and monitorthe quality of
document Nazionale2003-2005) healthcare and of biomedical technologies”.

2003 | Decree Ministry of | Decree of 5 March 2003 It establishes Technical @idtee on

Health Clinical Risk.

2004 | Technical | Ministry of Clinical Risk Management: | It represents the Health Ministry’s attempt

document | Health the Problem of Medical to establish a national framework for the
Errors Risk Management in | implementation of risk management
Sanita. Il problema degli activities at national, regional and lodal
errori) level.

2005 | Decree Ministry of | Decree of 14 May 2005 It establishes the Working Group on

Health Clinical Risk (Gruppo di Lavoro per |l
Rischio Clinico).

2006 | National Ministry of National Health Plan 2006- | Patient safety is included among the cpre
strategic Health 2008 Piano Sanitario priorities; it adopts thestandard definition
document Nazionale2006-2008) of adverse eventg; stresses the importance

of introducing a patient safety culture
within the SSN.

2006 | Decree Ministry of | Decree of 20 February 2006 It establishes the Working Group on Patient

Health Safety Gruppo di Lavoro per la Sicurezza
dei Pazieni.

2006 | Survey Ministry of | National Survey on Patient | A baseline study on the state of art |of

Health Safety Initiatives within the | patient safety initiatives.
National Healthcare System
(Rilevazione Nazionale sulle
Iniziative per la Sicurezza de|
Paziente nelle Strutture del
SSN
2007 | Decree Ministry of | Decree of 26 January 2007 It introduces a temporaNational
Health Reference System for Patient Safety.

2008 | Institutional| State and State-Regions Agreement on The agreement institutionalises three

agreement | Regions the Patient Safety National | national observatories: 1) on sentinel events

System run by the Ministry, 2) on accidents and

claims run by Age.Na.S. and on 3) best
practices. It also establishes the National
Strategic Committee for Clinical Risk
Management Comitato strategicg
nazionale per la gestione del rischjo
clinico).

2009 | Protocol Observatory Protocol on sentinel events | It gathers information on: i) descriptive fact

on Sentinel | monitoring Protocollo per il | sheets of categories of sentinel events;] ii)
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Year | Type Authority Title Comment
Events monitoraggio degli eventi template forms to report sentinel events; jiii)
sentinellg template forms for the analysis of causes
and contributing factors of the adverse
events; and iv) the Action Plan for risk
mitigation, i.e. the action items to be
pursued to avoid recurrence and allpw
anonymous and blame-free reporting.

2009 | Manual CCM- Summary of main HCAI Reference document and a support to |the
funded; its prevention and control training of healthcare personnel, as it|is
members are| measuresGompendio delle | descriptive of the procedures to follow to
the Regions | principali misure per la prevent and control the prevalence |of

prevenzione e il controllo HCAIs.
delle infezioni correlate
all'assistenza

2009 | Decree Ministry of | Decree of 16 October 2009 It establishes the iet¢éosal Working
Health Group on HCAIs and antimicrobial

resistance (AMR).

Background — The Policy Concept Phase (2003-2006)he 2003-2005 Italian National
Health Plan already included among its objectives, (Obj. 2t8)ensure and monitdhe quality

of healthcare and of biomedical technolodiesPatient safety as such, however, did not
constitute an objective in itself yet or was clgadentified as a concept. The key elements of
what would become the Italian Patient Safety sgatevere outlined in the work of the
Technical Committee on Clinical Riskestablished i2003° who after carrying out a detailed
review of the errors carried out in the SSN pulglisin 2004 a concept papt that is
commonly considered th&cornerstone of the patient safety strategifi Italy"* and which
represents the Health Ministry’s attempt to essdblia national framework for the
implementation of risk management activities aiametl, regional and local levelAlong with
classifying clinical errors, the document also potes the use of a standardised incident
reporting system, both of adverse events and, imgpertantly, of near misses. In the document
the Ministry recognised the importance of introdgcia blame-free reporting culturein the
Italian National Health Service. It promoted theportance of moving from an approach that
looks up the causes of individual events to a systd&Root Cause Analysis (RCA), placing a
greater stress on the improvement of processesensgsand products rather than on the
performance of individual operators. The same danirbrought evidence of a parallel project
commissioned by the Ministry intended to develtpmlity of care indicators based on the
clinical evidence associated with given events §estinel events, adverse events, near misses).

%8 Ministero della Salute, Piano Sanitario Nazior(21203-2005), 2002

%D M. 5 March 2003

¢ Ministero della Salute, “Risk Management in Sariitaroblema degli errori”, 2004

1 A. Ghirardini, G. Murolo, F. Palombo, The Italiamagegy for patient safety, Clinica Chimica Actad4@p.12-15,
2009
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In 2005as a result of the concept paper above data omskevents started being collected on a
pilot basis across the country, and patient sadstguch finally came to be included among the
core priorities of th006-2008 National Health Plaf In particular, the Plan:

» finally adopted thestandard definition of adverse events healthcare provided by Kofin
(“the probability that a patient is victim of an adse event, resulting from exposure to the
health care system and causing a deteriorationeailth or death;

» stressed the importanceinfroducing a patient safety culturevithin the SSN; and

=» promoted the activation of mational reporting systemoperative at the national, regional
and local levels

In 2006 a Working Group on Patient SafetyGruppo di Lavoro per la Sicurezza dei Pazignti
was establishéd with the mandate of i) monitoring of adverse esemgarticularly sentinel
events; ii) preparing recommendatidhsii) analysing adverse events and implementiagntng
initiatives; and iv) taking care of patient invoilment and legal/medical implications. In parallel,
a separat&/orking Group on Clinical Risk(Gruppo di Lavoro per il Rischio Clinigpwas also
establishe¥. A baseline study on the state of art of patieféty initiatives implemented in the
framework of the SSN was eventually publisHedgether with a national survey on insurance
issues and risk management at SSN health trusts.

The Policy Development Phase (2007-200%). 2007 a temporaryNational Reference System
for Patient Safetywas introduced by Decr&eunder the management of joint Ministry-Region
steering committee who was also to propose thd fyeaernance model of the soon-to-be
introduced Patient Safety National System. Fortiime being the National Reference System
would act as a focal point on Patient Safety ind¢bentry and would run the National Patient
Safety Observatory envisaged in the Public Healém,RPand would be particularly active in the
fields of citizen’s empowerment, training of staffproduction of guidelines and
recommendations, communication strategies andioefatwith European and international
initiatives. The establishment of this nationalerehce was followed by the setting of national
and regional standards, which were subsequentlicadgd at healthcare provider level.

The framework State-Regions Agreement on the Patientfeéda National Systemwas
eventually approved in Marcl2008° clarifying the roles and responsibilities of ahet
stakeholders involved. The agreement instituticesli three national observatories: 1) on
sentinel events run by the Ministry, 2) on accidesmid claims run by Age.Na.S. and on 3) best

62 Ministero della Salute, Piano Sanitario Nazior(21g06-2008), 2005

8 Kohn, L., Corrigan, J. Donaldson, Mo err is human: building a safer health systétational Academy Press;
Washington D.C., 1999

¥ D.D. 20 February 2006

% The Working Group has been involved in the elaiomaof a series of manuals and guidelines on pasafety
published by the Ministry of Health. In 2008 it pished the first nine guidelines for the impleméiata in a variety
of contexts (e.g., hospital and home care) and lkgivarse array of actors (e.g., healthcare spstsaland
practitioners, volunteers, patients’ relativeth://www.salute.gov.it/speciali/piSpecialiNuosnpid=83

% D.D. 14 May 2005

67 Ministero della Salute, Ufficio Ill, ‘Rilevazion®&lazionale sulle Iniziative per la Sicurezza deli®ate nelle
Strutture del SSN’, 2006.

% Decree of 26 January 208itp://www.salute.gov.it/imgs/C_17_normativa_993egéto.pdf

% hitp://www.agenas.it/agenas_pdf/INTESA_STATO_REGIQ20-03-2008.pdf
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practices. It also sanctions the appointment ofisk manager in every Local Healthcare
Enterprise, promotes out-of-court settlement pracesi regulates health insurance behaviour,
establishes a Patient Safety Network comprisinghallrisk managers above and envisages the
creation by means of a Ministerial Decree of Wedional Board for Patient SafetyGonsulta
Nazionale per la Sicurezza del Pazients an advisory body whose members are the
representatives of all bodies involved in the avépatient safety at regional and local level,
including civil society organisations. The BoardulMbalso provide a mechanism to encourage
an active role of health professional organisationpatient safety, at national and/or regional
level. Its establishment has however not mateadliget because the related Decree has not been
released.

Finally in 2009 the Monitoring Information System on Health MistakegSistema Informativo
sugli Errori in Sanita - SIMES) including both tlsentinel event monitoring system and the
observatory on accidents and claims was finallylagd by Decree and became officially part
of the New National Health Information Syst€niThe relatedbservatory on Sentinel Events
protocol* gathers information on: i) descriptive fact shesftsategories of sentinel events; ii)
template forms to report sentinel events; iii) téag forms for the analysis of causes and
contributing factors of the adverse events; andthe) Action Plan for risk mitigation, i.e. the
action items to be pursued to avoid recurrenceadlosy anonymous and blame-free reporting.
These initiatives subscribe to the national eftortestablish highly functional reporting and
learning systems (RLS). .

Currently, in addition to the elements required thg Council Recommendation, the Italian
national strategy and related policies cover als® issues related to patient involvement in
patient safety. Notably, patient organisations emasulted for the purpose of implementing
patient safety provisions and provide feedbacla Bimilar move to better reach out to patients,
core competencies for patients have been developédse competencies have been
disseminated through publicity, ICT tools or papmrcuments; additionally, patient safety
checklists and guides have been produced for patim their relativéd

Governance As mentioned above, thdinistry takes it upon itself to set out the strategy and
planning of patient safety. It operates with thppart of a number of committees and working
groups, and specifically of thiational Strategic Committee for Clinical Risk Mamggment
(Comitato strategico nazionale per la gestione dsthio clinicg” and directly runs the
Observatory on Sentinel Events. The 2008 Agreenadsd entrusted patient safety-specific
functions to theéNational Agency for Regional Health Servicésgenzia Nazionale per i Servizi
Sanitari RegionaliAge.Na.S). The Agency performs two main task#: monitors patient safety
best practices through the Observatory on GoodiPeador Patient SafetyOsservatorio Buone

0 http://www.nsis.salute.gov.it/nsis/nsis.jsp
2 Osservatorio nazionale sugli eventi sentinellagt@collo per il monitoraggio degli eventi sentiiagl2009

Ibid.
3 The Committee was established with the 2008 Raigions Agreement. It is composed of Ministry’s exp, the
Regional Technical Committee on Clinical RigRofnitato Tecnico delle Regionio per la SicurezzaRizientg,
the Agency for the Regional Health Services, théiddal Health Institute, the Italian Medicines Aggnand the
Higher Institute for Prevention and Safety at Work.
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Pratiche per la Sicurezza dei Paziéfiti and ii) it manages the National Observatory on
Accidents and Claims. The latter was activated @® and from 2012 it collects data on
accidents and insurance claims.

Healthcare-associated Infections (HCAIs)HAI policy implementation in Italy is complicated
by age-old legal issues. The policy and legal fraor& on healthcare associated infections is a
particularly complex and delicate subject.1®85a Ministerial recommendation envisaged the
creation of aechnical commission on healthcare-associated irtfens (Commissione Infezioni
OspedalieréClO) in every hospital of a medium size, or for groopsmall-size hospitals. The
post of nurse responsible for HAI, acting as arerface between the CIO and day-to-day
operations, was created; in addition to that, andraber of procedures were suggested. In 1988
standards on the ratio between nurses and patedt®n the number of doctors specialised in
hygiene and patients were also defined. But thé H9®l 1988 guidance was the product of non-
binding legal instruments. It was only with a 1988cree that these provisions were enacted by
law. The following year theConstitutional Courtruled that the law exceeded the National
Government’s powers on matters of competence oRtbgions and the Decree was cancelled
accordingly. To date, HAI Action Plans are avaitalsl eight regions out of twenty, though at
very different times (starting from Lombardy in 198l Campania in 20075, so that the
national 1985 recommendations have largely remaihedofficial reference document on the
subject. Dedicated budgets are appropriated foteimentation of these Action Plans. The only
other policy steering instrument available to thimistry on HAIs was the LEA indicator system
and its ex-post verification mechanism. In paréecuthe LEA grid is currently being reviewed
and the grid now in use does not reflect the reaeciision of a number of HAI-specific
indicators.

On the face of this fragmented picture, the Miyisgtas been trying to build consensus among
the regions by means of pilot projects. In 2008, @CM funded a three-yefMF-OSS project’
(progetto interregionale “Prevenzione e controllo lldeinfezioni associate all’assistenza
sanitaria e socio-sanitarig)’ with the multiple objectives to (i) describe thte of the art of
HAI preventive and control measures, (ii) attengooffer homogeneous models and procedures,
(iii) test a pilot surveillance programme of sentiavents in Emilia-Romagna and Friuli Venezia
Giulia’®, and (iv) implement the WHO Clean Care is SafereGaogrammg in some hospital
settings. Furthermore, guidelines were producedpa$ of the project, summarising best
practices at the international and national level eanked a number of hospitals based on the
French ICALIN methodology.

" The Observatory on Good Practices has thus faurdented 1200 cases. Age.Na.S also coordinates the
communication and dissemination activities of tlefnical Regional Committee for Patient Safety, sehmle is

to disseminate and promote the implementation tépasafety recommendations at the regional ldwebringing
together the technical and scientific expertisthefRegions and Age.Na.S. itself.

S Apulia, Autonomous Province of Trento, Campanimila-Romagna, Friuli-Venezia Giulia, Liguria, Loraily,
Piedmont.

78 http://www.corist.it/corist/?g=node/19

" http://asr.regione.emilia-romagna.it/wcm/asr/areepigramma/rischioinfettivo/gr_ist/pr_inf ccm/1-
progetto/pr_inf-oss.htm

8 To be subsequently implemented on an experiméasis in 11 regions.
79

http://www.ser-
veneto.it/public/File/documents/relazione_convezfiiidconvegno_infezioni_chirurgia/2_moro.pdf
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Additionally, Italy has a common core of competesdicurriculum) for specialised training on
infection prevention and control for the infectioontrol staff. In particular, the core curriculum
of healthcare workers includes topics on the bpsitiples of hygiene and infection prevention
and control. There are both legal recommendationspeofessional guidelines for anfection
control committeein hospitals; and as regard¥ection control teams Italy has both legal
requirements and professional guidelines as referdor healthcare practitioners. Nursing
homes are responsible for the elaboration and wamit of a programme foinfection
prevention and control

Formally, all Regions participated in the projdatwever, only 15 of them have been playing an
active role, with Emilia-Romagna being entrustethwaiverall coordination responsibilities. The
project first highlighted howHAl governance was extremely diversified acrossctiventrywith
very different organisational models, decision-mgkilevels, and availability of training
programmes and pointed to the absence of a setomimon process indicators. It then
culminated in the development giiideline$® that should serve as a reference docufhend as

a support to the training of healthcare persoraselt is descriptive of the procedures to follow to
prevent and control the prevalence of HCAIs. Alongh specific recommendations, the
document includes a list of process and outcomigatals (HCAI Project indicators, hereafter)
to monitor the implementation of HCAI control messsi and procedures. Following the
document, it is crucial to systematically use a common sestafcture, process and outcome
indicators to document the actual improvement ie tuality of care offered within each
healthcare structuf®”.

Ministerial attempts at building consensus provegriimitations, as manifested by the fact that
the project guidance has not been uniformly apptledughout the country. First, alert and
reporting systems are not mandatory everywherehén dountry.Secondly, the set of HAI
indicators reported in the HAI Project manual ipléad more comprehensively and with greater
frequency in some regions than in others. Notdbiyilia-Romagna, Marche, Toscana and Sicily
have stood out for applying the manual’'s guidanstesnatically and have proven receptive to
the issue of sentinel events reporting and appehave assimilated the importance of offering
refresher training for healthcare personnel. Onlthsis of the information collected through
these indicators mainly in these regions, repadssant to the ECDC.

2. Difficulties in Implementation

Patient safety is one of the ten priorities to hdenefitted from the abundantly funded
PROQUAL programmégProgramma Qualita e Sicurezzeago financial constraints are hardly

8 Compendio delle principali misure per la preveneice il controllo delle infezioni correlate all'#stenza -
Progetto “Prevenzione e Controllo delle Infeziosile Organizzazioni Sanitarie e socio-sanitarieregBtto INF-

0SSs”, 2009

8 The guidelines include seven thematic areas, nageieral good measures, hand hygiene, standacdytiens

and isolation measures, prevention of urinary thafetictions associated with urinary catheterisatigrevention of
urinary tract infections associated with intravdacucatheterisation, prevention of surgical sitdedtions,

prevention of bacterial pneumonia associated wittagive treatment. For each area, recommendatiavis been
issued. Examples are provided of criteria and &idics to be applied in each thematic area to asBessegree of
compliance with suggested procedures.

bid.
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perceived as obstacles to implementation. Simildarbining of staff is not an issue, since the
facilities currently available are regarded asisight. At the time of writing, Age.Na.S. is about
to release the results of a survey on the diffiesltfaced by Local Health Enterprises in
implementing the recommendations released by thekMép Group. Respondents to the survey
indicated that no better specified “cultural remimgte” to change represented by far the main
difficulty. Additionally, due to the need to priiEe some action items over others, patient safety
still ranked low on the agenda of several Local lthe&nterprises. In fact ASL management
appeared to be more concerned with other issues,a&more pressing than patient safety.

Although Italy’s reporting and learning systems diféerentiated from disciplinary systems and
procedures for healthcare workers in order to ensum-punitive context of reporting, it is
generally admitted that the implementation of trblgme-free reporting system is practically
unfeasible in the country. This is because medicalpractice can always qualify as a crime
under certain conditions, and concealing infornmatfcom legal prosecutors can ultimately
represent obstruction of justice. This bottlenexkot likely to be solved any time soon, given
that due to the legal setup in the country, perstai@ may be disclosed to justice at any point in
time, thus defeating the patient safety protocalhenanonymous supply of information.

Reform of patient safety strategies is at a venlyesiage in non-hospital facilities and at other
points of healthcare service (general practitionets.), due to a generalised difficulty in
evaluating quality of service in these settingan@ing change about in the area of HAIs is all
the more difficult given that it is traditionallyoosidered a legally contentious issue. Reform in
this field has been the object of wearisome Cangtihal Court proceedings in the past (see
above). Unsurprisingly, then, policy makers havigareed from any attempt to redress this
stirring issue, where a top-down refornaigriori regarded as a no-go anyway.

Table 2.1 - Assessment of possible factors influegahe adoption and implementation of EU

policy
Factors Comments
Financial constraints Not generally consideredsane as patient safety activities
have been adequately funded.
Shortage of qualified staff The situation hasabbt improved after a considerable number

of staff has received dedicated training.

Legal issues (e.g. regarding the blame-free reggrti This remains a practically insurmountable meatlmbstacle
which EU policy cannot possibly contribute to oware.

Relevant entities’ capacity (especially non-hodpita Implementation in non-hospital facilities is gerigréess
facilities) advanced and difficult to assess, but recommendatiave
already been released.

Inadequate enforcement system (e.g. name-blamgThe policy is implemented and enforced by meartb®f
systems, acting as a disincentive to the open ordinary LEA mechanisms.
reporting of adverse events)

Complex coordination with education authorities forA minor issue. There were some problems in intraadyc

the inclusion of patient safety in curricula patient safety in university curricula becaussteris paribus
the integration of a new module would decrease the
comparative value of other modules under the hedieademic
credit accumulation system. By now, an agreemenbkan
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Factors Comments

reached with the Universities so that there igast a formal
requirement to include patient safety modules i@ onmore
types of education (e.g. postgraduate educaticithe4job
training and continuing professional education).

3. Available Indicators

As mentioned earlier, patient safety is monitorgdhieans of the ordinayEA indicators. As
far as hospital settings are concerned, a numb&gaID indicators are routinely published in a
yearly report on hospital operations with a dedidatsection on patient saféty The
Observatories publish regular reports with datasentinel events and claims respectively. All
regions would have the capacities to comply with DEC HAI surveillance standard
requirements; however, only a limited number oforg actually do so.

No comprehensive evaluation report is availabletton progress reached as compared to the
2006 baseline data included in a study carriecbguheTechnical Committee on Clinical Risk.
This survey suppliethe state of the art of patient safety initiatiVén the country and assessed
the degree of awareness of patient safety in heakhinstitutions. This can aptly be used as a
baseline study since it was performed at a timerwdndot many healthcare agencies had just
begun to actively promote the adoption of risk nggmaent policies as reported in the table
below.

2006baseline finding&®
89% of surveyed healthcare facilities declared tgna system ir
place to deal with incident reports
43% of the facilities claimed to have a system ilace to
report/signal prevalence of adverse events. Thet ntosnmon
Delivery/reporting systems reporting method appears to be “spontaneous aneamomnymous
reporting” (69% of reports)
23% collects information on sentinel events
Surveyed facilities urged introducing a patientesafculture based
on the principle of “learning from error”

Monitoring 8% claims to conduct monitoring of neaisses
17% of respondents claimed having activated risknagament
Risk prevention prevention measures internally through a dedicatkaical risk
management unit
Clinical risk analysis Analysis of clinical risks dlone in 28% of surveyed facilities
- PS training for healthcare personnel is organiaegBPs of surveyed
Training facilities

8 http://www.salute.gov.it/imgs/C_17_pubblicazioni 906 allegato.pdf

8 Ministero della Salute, Dipartimento della Qualiirezione Generale della Programmazione Sanijtatéa
Livelli d’Assistenza e dei Principi Etici di Sisten Ufficio Ill, ‘Rilevazione Nazionale sulle Inizize per la
Sicurezza del Paziente nelle Strutture del SSND620

8 Source: Ministero della Salute, Dipartimento dé€)laalita, Direzione Generale della Programmazioaeitaria,
dei Livelli d’Assistenza e dei Principi Etici di §ema, Ufficio Ill, ‘Rilevazione Nazionale sulleitiative per la
Sicurezza del Paziente nelle Strutture del SSND620
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2006baseline finding$®

The survey highlighted the need to adopt a comnamguage ir
Harmonisation patient safety throughout the national territorydaof greater
homogeneity in the initiatives undertaken

The country’s overall patchy picture displays amgabevidence of substantial progress also in
regions traditionally lagging behind. For instange,February 2011 Age.Na.S. hosted a joint
conferenc®& gathering the Italian Regions, representatived\MbfO Europe, the Ministry of
Health and Age.Na.S. itself. The event intendedssess Italy’s response to the Tallinn Charter,
prescribing actions that participating member statgght to pursue to strengthen their respective
health systenis The Age.Na.S. conference highlighted that apficaof the Charter's terms
has been heterogeneous throughout the countryndiidged the progress made in the area of
patient safety by Sicily, where a groundbreakingliqy of care and patient safety programme
was initiated. The programme includes th@nt Commission Internationalregional project,
envisaging the implementation in 2011 of aroundni&rnational standards for the improvement
of quality of care and patient safety in the regidgain in terms of Age.Na.S. involvement, the
agency has collected, within a few years, some 12@@ practices countrywide.

Information on the costs and benefits of the refasmmot yet available. Age.Na.S. has just
conducted a pilot survey on the costs associatéld patient safety strategies. Some regions
invest heavily in patient safety programmes, butsaderable variation exists among regions.
Given that the response rate was too low (33%)rehelts of this study have not been validated.
It is also too early to have consolidated trendsnsarance costs and the impact of the reform.
However it is observed that patient safety has ioeca priority in those regions that set up a
self-insurance mechanisnautoassicurazioneto cover claims, whereby a dedicated line is
included in the Local Health Enterprises’ budgethegear. This creates an outright incentive to
put patient safety in place, as the mechanism degandently managed by the healthcare
authority, so that the latter does not have to rteo private insurance companies for the
purpose. The self-insurance mechanism results winawin situation for the ASL and the
patients. Notable regions that pioneered the sslirance system in healthcare include Piedmont
and Tuscany.

8 cCarinci, F., Caracci, Get al. ‘L'esperienza italiana in risposta alla Tallinn @ter — Valutazione della
performance, risposta alla crisi finanziaria e isettoriale per il miglioramento della salute’, 201

8" The Charter includes provisions regarding patsafiety and intersectoral cooperation for healte (#iter being
relevant for the HIAP policy area). With regardgatient safety, the Charter reafparticipating States] shall
strive to enhance the performance of [their] heaylstems, [considering that] patients want accesguiality care,
and to be assured that providers are relying on ltlkest available evidence [...] and using the mostreyppate
technology to ensure improved effectiveness aniémiagafety WHO European Ministerial Conference of Health
Systems, “The Tallinn Charter: Health Systems fealth and Wealth”, 2008
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Table 3.1 — List of potential policy implementatiomdicators

Code Indicator Notes
The indicator would appear as both highly feasénid highly valid. The HCAI Project indicators angrjposefully
modelled on the ECDC process indicators. The OE&tizpt safety indicators are widely used, repoaed easily
Alignment of Data Classification available in official publications.
HAR.4 Systems to Standardised Given
Procedures. The indicator is deemed:
highly valid
highly feasible
The indicator is fairly feasible with some limiteffort and highly valid. Both the working group patient safety and th
Adoption of a INF-OSS project produced guidelines in line witteimational standards. Additionally, Italy is invedl in the work of
. ... | the WHO International Classification for Patienfedq.
ANA 1 _I\/Ie_thodqlogy/ProbI_em Definition
in line with international - . .
The indicator is deemed:
standard. . .
highly valid
fairly feasible
The indicator is fairly valid and fairly feasiblélaast as far as HCAI is also concerned. Itaipv®lved in the EC co-
financed project on healthcare quality indicatexs by the OECD. Italy is involved in the projectidéal six out of sever
OECD indicators are regularly published) and ibalsllects other comparable patient safety indisato
The ltalian Observatory on Sentinel Events only itwoa the foreign body left in during procedure.
Clinical risk in hospital settings is monitoredyiearly reports by means of the following indicators
OECD PSI 7. Cure-related bloodstream infections
Specific Outcome Indicator for | OECD PSI 12. Postoperative pulmonary embolism epdenous thrombosis
OuUT.1 the Stated Objective OECD PSI 13. Postoperative sepsis
OECD PSI 18 Obstetric trauma — vaginal deliverthvimstrument
OECD PSI 19. Obstetric trauma — vaginal deliverthaiit instrument
Six regions (Apulia, Autonomous Province of TrerEmilia-Romagna, Friuli-Venezia Giulia, Liguria,e@imont) have
indicators to assess the implementation of theiAH&rategy or Action Plan.
The indicator is deemed:
fairly valid
fairly feasible
The indicator would be fairly valid and highly féale on patient safety. But it would seem definitebt valid as far as
Establishment of a PS Strategy /HCAI are concerned For complex historical and legakons there is a national PS strategy, but tzameot be a
. national HCAI strategy because this would not hesttered as Constitutional (see the narrativeeémthin text).
PROG.1 Programme / Action Plan
covering the Whole Population The indicator is deemed:
fairly valid
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Code Indicator Notes
highly feasible
The indicator is highly valid but there may be dwls feasibility problems. There are easily avadatdta on regional
programmes, but these are limitedly significantause the problem is often tackled at the loweraf)jdevel. Data on
HCAI action plans have therefore to be collectethatLocal Health Enterprise level; data collectiaould require a
. dedicated survey and would be time-consuming. &uslirvey was carried out as a part of the INF-O®fat, but there
Number of RE with ; L . : ) o .
. . is no permanent monitoring system in place. Othexips are not equally reliable because subjerttéspretation and
Strategies/Programmes/Action . - ; . o i :
therefore of dubious validity. Formally all Regiosisd Autonomous Provinces participated in the INSSOProject.
PROG.2 Plans Implemented at the Sub- . . . .
) . However, only 15 of them played an active rolehia tlevelopment of the working manual, and even feystematically
national Level (% of population . ; .
apply the recommendations included therein.
covered)
The indicator is deemed:
highly valid
hardly feasible
. The information would be fairly valid but of dubi®feasiblity as far as HCAI is concerned, becaak#ed underlying
Number of RE with a . U : . .
: information is not routinely collected and wouldjuére a dedicated study.
Strategy/Programme/Action Plan
PROG.3 still in its Planning Phase, OF | theindicator is deemed:
Implemented on a Local Pilot . X
Basis only fairly V.al'd _
of dubious feasibility
The indicator could be fairly valid but seems obiws feasibility. There are at least five differpnssible sources of
. e financing for a research project in the field ofipat safety, including the recently establishezksrch budget of
Preparation of Specific . - .
Age.Na.S. But there is no specific patient safebgpamme.
Programmes, such as (but not
PROG.RES .
only) Research Projects, on PSt - . )
: The indicator is deemed:
related Subject . ;
fairly valid
hardly feasible
The indicator is of dubious feasibility and validand would be subject to diverging subjectiveriptetation problems.
NGOs are not formally involved in the policymakipgpcess, because related provisions of the StajeRe Agreement
have not been enacted yet. So they are there @r papnot in practice, at least for the time bei@thers maintain they
Involvement of Advocacy NGOs are at any rate informally involved, but is unclbased on what criteria and in what stages of dieymnaking process.
PART.2 in the Policymaking Process | Clarifiaction would require a small study/survey.
(incl. RE level)
The indicator is deemed:
of dubious validity
hardly feasible
Provision of Support to The indicator would be of dubious feasibility araliglity and subject to subjective interpretatiohefe is no explicit
PART.3 Advocacy NGOs active in the | policy in this respect. It has happened that sohtkern have received financing on a case-by-casis.b@o the validity

Given Policy Field (incl. RE

of this indicator appears questionable.

level)
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Code

Indicator

Notes

The indicator is deemed:
of dubious validity
hardly feasible

Existence of Research

The indicator is fairly feasible and valid. As miened above, PS-HCAI projects can be funded unelezral different
research programmes. There is a national reseaoghgmme on patient safety, but not clearly lalgedis such.

10| RES.1 Programmes in the PS Field | The indicator is deemed:
fairly valid
fairly feasible
The indicator could be fairly valid but of dubioiemasibility as data are not available, but relatedrces are public, so
that figures could be calculated in a small deéidatudy. For the development of the HCAI Projdet, Emilia-
Resources Made Available by | Romagna Regional Government (entrusted with oveaatdination responsibilities) was assigned 600 €0y the
11 | RES.2 MS to Research Programmes inCCM.
' the PS Field in Either Absolute or
Relative Terms The indicator is deemed:
fairly valid
hardly feasible
This indicator would be fairly valid but of morelglous feasibility than the previous ones, as it aaquire some
Number of Studies/ Publication 5substantial data gathering effort.
12 | RES.3 Produced by Research The indicator is d d:
Programmes in PS Policy Field 1€ Indicator 1S deemed.
fairly valid
hardly feasible
The validity of this indicator appears more dubiasst risks overemphasising the academic impats#arch project.
Number of Citations of the Also feasibility is dubious because of data gatigegfforts.
13 | RES4 Studies Financed under the o .
' Programme Above in the The indicator is deemed:
Scientific Literature of dubious validity
hardly feasible
The indicator would be of dubious validity groupitogiether initiatives of different magnitude andse. For instance,
Number of the Ministry of Health participates in and patr@sishe European Antibiotic Awareness Day and intogld Hand
Information/Awareness Raising| Hygiene Day. However, given the fragmentation @f élgtors involved there is no such thing as anntorg of the
Campaigns and Dissemination | initiatives carried out on a yearly basis, andwlag the system is organised today makes the iraficitfinitely not
14 | AWA.1 initiatives for practitioners on P$feasible.
policies and issues in a Given
Year The indicator is deemed:
of dubious validity
not feasible
15 | AWA.2 Level of Awareness about PS | The indicator has never been consistently pursudte past and its validity never fully convincibgcause of the

issues among the Population

technicalities of the subject matter. However iéinitely not feasible as data are not availablere might have been
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Code

Indicator

Notes

in the past some surveys on a limited scale blinited significance. The main source of feedbanlcitizens’ attitudes
towards these issues is t@@tadinanza Attiva - Tribunale del Malateport.

The indicator is deemed:
of dubious validity
not feasible

Trend in the Level of Awareness

Same as above.

é AWA.3 about PS issues among the The indicator is deemed:
Population of dubious validity
not feasible
The indicator would be of dubious validity in keegitrack of different audiences and informationdseat the same
. . time. Moreover for the time being it is of dubidessibility as related information is not availabled would have to be
Estimate of Population Reached ; .
. Lo ) collected from primary sources at considerable.cost
1 by Information Initiatives in
AWA.4 .
7 Absolute Terms or Relative to - . )
the Potential Target The mdmator IS _deemed.
of dubious validity
hardly feasible
Given the amount of in-kind human resources invkstehe policy it is unclear what a validity thelicator could have
Total Budgeted Funds to How_ever, the_lnd|cat0r would definitely appear asfeasible. Given the way the system is organieddy, it would
o require a dedicated and very complex study.
1 Specifically Implement PS
FUND.1 S .
8 Policy in Absolute or Relative - . .
Terms The indicator is deemed:
’ of dubious validity
not feasible
Total Public Expenditure to Same as above.
L FUND.2 Spgcm_cally Implement PS. The indicator is deemed:
9 Policy in Absolute or Relative ) o
T of dubious validity
erms .
not feasible
There were national legal standards on the sulggentually cancelled by the Constitutional Cosiotthe indicator was
. . . deemed as fairly valid as a benchmark. The indicatuld at any rate be feasible only upon requedtraquire data
Total dedicated infection contrql . . . .
Ogatherlng and processing, as related data areuatihely published.
2 FUND.3 staff (absolute terms or per 100
0 beds) The indicator is deemed:
fairly valid
hardly feasible
2 Identification of a Body It can be clearly identified for PS but not for HAihless one considers the case of the Emilia-Rom&ggional
1 ORG.1 Responsible for Policy Government which was entrusted by the CCM with alWeoordination responsibilities over the develgmnof the

Coordination / a Focal Point

INF-OSS Project. The indicator is fairly valid asdequately describes the different levels oftutsbnal uncertainty in
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Code

Indicator

Notes

these policy areas especially if “policy coordinati were better defined. It is also fairly feasibl

The indicator is deemed:
fairly valid
fairly feasible

Routine Interaction with
European Institutions on PS by

Indicator fairly valid and feasible. The Ministrgélf interacts with ECDC on HAI matters and witte tCommission on
PS.

threshold value) Undertaken to
Specifically Deliver Policy

2
2 ORG.2 Means of a Well-identified The indicator is deemed:
Institution fairly valid
fairly feasible
Indicator fairly valid and feasible. This is defigly Age.Na.S. in the field of patient safety. Nyuavalent body exists
Existence of a Centre of for HAI
ORG 3 Expertise Entrusted with
' Disseminating Best Practices in The indicator is deemed:
PS Area fairly valid
fairly feasible
Indicator fairly feasible but of dubious validitpé prone to possible misunderstanding. An ‘intexm@t mechanism’
was created on HAI that is not however truly ‘istgtoral’ by European standards. It is however lvoréntioning that
Creation of a Network of th_e _Mir_listry of Health in Italy has responsibilgién areas that in in other European countriesavered by other
- Ministries.
NET.1 Institutions to Implement the P$
Policy The indicator is deemed:
of dubious validity
fairly feasible
The indicator is fairly valid but of more dubiowsakibility. The SIMES information system and redaf€ tools are
common to all healthcare facilities in Italy. A bia-free reporting system and a mechanism to leam best practices
Number of RE Complying with is in_place. Howeyer, HAI active surveillance isplemented in a limited number. of regions. The_nedé.ndicator
the Several Possible Relevant published on the increase in numt_>er of single rogalrlisough data would t_>e _ava|lable in the Minidrgtatabases and
DEL.2 Features of Policy wom_JId need to be proce_ssed.. A _pllot ha_ndrub usegrwas carried out within the framew_ork_of INE®and a few
' Implementation Modalities regions reportedly monitor this piece of informatialthough they do not necessarily publish it.
Stated in the EU Documents The indicator is deemed:
fairly valid
hardly feasible
Number of Significant The indicgtor co_uld be fairly valid and feasible _Ibose knowledgeable of th_e subject matter. Fstaimce, one could _
2 OEL 3 Initiatives (i.e. above a certain ggggt a pilot project on alcohol handrub. At théarzal level, the last campaign for hand hygiene baen conducted i
6 . .

A blame-free reporting system was established tagetith a a pilot HAI active surveillance system.
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Code

Indicator

Notes

The indicator is deemed:
fairly valid
fairly feasible

Implementation of Training

Courses on PS-related Subject

The indicator could be fairly valid and feasibldestst as far as PS is concerned. Since coursibe @ubject are
delivered online related data could become easdjlable

7 TRAIL for Healthcare Personnel (incl. | The indicator is deemed:
RE level) fairly valid
fairly feasible
Same as above, although possibly with a bit mdfecdlity as far as data availability is concerned.
2 Total Number of Trained
TRAI.2 Healthcare Workers on PS- The indicator is deemed:
8 . . :
related Subject fairly valid
fairly feasible
The indicator is of dubious validity, because ikim@wn that ICT systems are used to support pasiefety education
and training of healthcare workers and this hasired investment, but it says little about how @éntly these
resources have been effectively translated intcrede results. Moreover it is also dubiously fekesés related
2 Resources Made Available for | information is not currently available and it woulsjuire some major classification effort and ad tesearch to keep
9 TRAI3 Training in PS-related subject intrack of the various programmes funded.
Absolute or Relative Terms
The indicator is deemed:
of dubious validity
hardly feasible
The indicator although potentially fairly valid keeping track of a serious issue is definitelyfeasible in the Italian
context and too complex to implement and monitor.
3 TRAl4 Introduction of PS in Relevant
0 ' Curricula (incl. RE level) The indicator is deemed:
fairly valid
not feasible
No ex post evaluation in the EU sense. Just intdiae evaluation or performance assessment.
3 PS policy evaluation (i.e. regular
1 EVAL.1 review of practices and The indicator is deemed:
standards ) highly valid
fairly feasible
The indicator would be of dubious validity becaitsgould lend itself to a qualitative study ratiiean sheer
measurement. However, for the time being it isrdifiy not feasible because the benchmark wouldhissing.
3 EVAL 2 Change of PS Policy as a result
2 ' of the above evaluation The indicator is deemed:

of dubious validity
not feasible
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Code Indicator Notes
The indicator would be fairly valid and feasibl&ly patient safety monitoring relies on the geheEA indicators and
on the information provided in the reports desaibbove. INF-OSS indicators are to measure theteaopf good
practices/correct procedures (i) in sterilisatifi);in healthcare personnel’s compliance with eatrprocedures in hang
hygiene (based on the proportion of hand hygienasonmes actually followed by healthcare person(i@)in the
delivery of refresher courses to healthcare pemsiamgarding isolation measures — this is to bessexl both
Establishment of a System of | qualitatively (actual offer of courses) and on tiasis of participation (proportion of eligible dtattually attending the
EVAL.3 Indicators to Monitor Policy courses); (iv) in the control of urinary tract iofiens; (v) in the surveillance of infections asated with central venous
Implementation catheter; (v) in antibiotic prophylaxis to preventgical site infections; and (vi) in the survaita of ventilator-
associated pneumonia.
The indicator is deemed:
fairly valid
fairly feasible
Contribution by the MS of its | The indicator would be considered of dubious validiven the development stage of European platfexperiences on
Policy Experiences to thHeS the subject and not necessarily indicative of emglea with other countries and would require a beléinition to be
and Quality of Care Working | feasible. Experiences have been extensively slarédliscussed at the national level but never dratrthe EU level.
EXC.1 Group T
' The indicator is deemed:
Not mere participation but of dubious validity
presentation of national / hardly feasible
regional policy
Again the indicator would be ambiguous and of dubigalidity although fairly feasible. Based on thiarmation
collected by adoption of the HCAI Project indicataregional reports are compiled, unified and sgbsetly submitted
Number of Required Items on | by the Ministry to the ECDC. The ECDC annual répeaes contributions from the Ministry of Healthpplying
which MS adequately Report tg information on HCAI prevalence in Italy, but becaudkere is a request. No report on PS is routisefy to European
REP.1 the EC about the Progress institutions.
Reached in the Implementation
of Their Policies The indicator is deemed:
of dubious validity
fairly feasible

n

*RE =Relevant Entity
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D — Cancer Screening (CS)

1. Governance, Legal and Policy Framework

Table 1.1 - Legal, Policy and Programming Framework

=2

Year | Type Authority Title Comment
2001 | Law Government/Parliament  Budget Lawdge Establishing that relevant target groups
Finanziaria2001) art.85(4) | are exempted from charges on breast
cervical, and colorectal cancer
screening tests.

2003 | National | Ministry of Health 2003-2005 National Health N the section regarding health
strategic Plan Piano Sanitario promotion, the Plan stresses the need t
document Nazionale2003-2005) administer evidence-based cancer

screening tests to asymptomatic
persons.

2004 | National | State and Regions State-Regions Agreement | The Plan identifies a number of
strategic (Intesa Stato-Regiohof 29 | recommended screenings among the
document July 2004, including the key areas of intervention.

2004-2006 National Plan

for Active Prevention

(Piano Nazionale di

Prevenzione Attiva

2004 | Law Government/Parliament  Law 138/2004 onipubl | Under art.2bis allocated EUR 52

health millions to redress the disparities across
regions in CS activity levels and to
introduce colorectal screening in CS
programmes.

2004 | National | Ministry of Health 2004-2006 Screening Plan Adopted with the Ministerial Decree o
strategic (Piano Screening 2004- 2 December 2004. The Plan allocated
document 2006) funds to the regions to improve

screening programmes’ ‘structure’
(including capacity, personnel, training,
information system and communication
to the public). Regions are requested|to
submit specific projects.

2005 | National | State and Regions State-Regions Agreement | The reinforcement of CS programmes
strategic (Intesa Stato-Regionof 23 | is among the general objectives of the
document March 2005, including the | Plan, which has a total financial

2005-2007 National allocation of EUR 440 millions/year.
Prevention PlanRiano

Nazionale della

Prevenziong

2005 | Policy Ministry of Health Recommendations for the | The Recommendations implement ar.

document | Department for planning and 2bis of the Law 138/2004 and the
Prevention implementation of breast, | 2005-2007 National Prevention Plan
cervical and colorectal (Piano Nazionale della Prevenzigne
cancer screenings
(Raccomandazioni per la
pianificazione e
I'esecuzione degli screenin
di popolazione per la
prevenzione del cancro
della mammella, del cancrg
della cervice uterina e del
cancro del colon retfp

2007 | National | Ministry of Health 2007-2009 Screening Plan The Plan focuses on the disparities

strategic (Piano Screening 2007- across Regions. In order to receive

funds, regions are requested to submit
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Year | Type Authority Title Comment

document 2009) projects aimed at overcoming ctitica
issues and achieve the quality standards
required.
2011 | Policy Prepared by the Technical Policy Document The document sets the strategy to
document | Oncology Planning | on the Reduction of Cancer reduce the cancer burden for the 20111-
Committee Disease Burden —for the | 2013 period.
(Commissione years 2011-2013

Oncologica Nazionale | (Documento Tecnhico di
and published by the | Indirizzo per Ridurre il
Ministry of Health Carico di Malattia del
Cancro 2011-2018

Overall Strategic Framework. The ltalian cancer screening strategy is enshrimséveral official
documents drafted starting with 1§8&ut the policy debate on the subject started befibre that
daté®. The most important such documents have beemtbenational Cancer Screening Plans
laws covering respectively the 2004-2006 and th&72009 periodd. Moreover, technical
recommendation¥ on the implementation modalities of the variousesning programmes were
released in 2006. Over and above this nationateete framework, the Regional Governments
have in some cases approved their own Cancer SieggeBnogrammes, run accreditation schemes
and released their own guidelines with a furtheell®f detail and tailor-made to local conditioits.
has therefore happened that certain Regions haggledke to implement their own screening
programmes differing from the national referencandards, as is for instance the case with
colorectal screening in Piedmont. In fact, white tentral Government retains responsibility for
broad strategic orientations and for allocatingpueses, it is theegional and local administrations
that are entirely responsible for the preparatiod eunning of cancer screening programmes in
their areas. In particular, regions are respondie (i) planning the execution of quality cancer
screening programmes; (ii) evaluating programmesherbasis of local epidemiological data; (iii)
implement training programmes for operators (basedational guidelines); (iv) design and run
quality checks and other monitoring activities; @9nsult citizens’ representatives. Conversely,
Local Health EnterpriseAgiende Sanitarie Locd#ASL) run all operational activities involved in
running cancer screening programmes including memagt of resources, involvement of GPs,
public awareness-raising activities, managemetraafing programmes, etc.

At the national level, responsibility for overlookj and managing the strategy is entrusted to the
National Centre for Disease Prevention and Contr{Centro Nazionale per la Prevenzione e |l
Controllo delle Malatti®CCM) attached to the General Directorate for He&tevention of the
Health Ministry. The mandate of the Ministry of HHBECCM in the field of cancer screening
encompasses: (i) overall planning (objectives, tiamae, financial resources, etc.); (i) financing
(amount of allocations to regional authorities)i) (guidance (preparation and dissemination of
cancer screening guidelines); (iv) communication th@ public (printed and website-based
information campaigns, framework agreement with pbetal service operator for call and recall
actions); (v) technical assistance to regional adstrations; (v) surveillance and monitoring
system, evaluation and validation of outcome; anyl research. In performing its mandate the

8 The narrative of the development of cancer séngeregulation in Italy can be found at
http://www.ccm-network.it/screening/intro_legislame

8 Since 1996, Italian national guidelines have rememded that regions implement organised screeniogrgmmes
for cervical cancer

% The Italian cancer screening strategy is now aksaiked in the Technical Policy Document on the URion of
Cancer Disease Burden for the years 2011-20b8mento Tecnico di Indirizzo per Ridurre il Caridi Malattia del
Cancro 2011-201%), prepared by the Oncology Planning Committ€rimissione Oncologica Nazionpland
published by the Ministry of Health in February 201

1 http://www.ccm-network.it/screening/files/documérgtccomandazioni_linee_guida.pdf
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CCM relies on the support of two technical bodid®s National Observatory of Screeningnd
EpiCentra

The National Observatory of Screenin@sservatorio Nazional&creening/ON%) was created
under the aegis of the Italian League for the Fagjgtinst Cancer (LILT) and institutionalised by the
2004-2006 National Screening Pfarand represents a very peculiar organisation blatta
governance standards. The ONS is an NGO run bigafien League for the Fight against Cariéer
But at the same time it was designated by the Minsf Health as théechnical advisory body to
assist the Regiona the execution of their cancer screening prograsiand to support the Health
Ministry in the design of overall cancer screenngdalities; it was also entrusted with programme
monitoring and evaluation responsibilities. The OM®rks in close cooperation with three
scientific societies that were nominated to supploet Ministry, inter alia, in defining guidelines
conducive to the successful implementation of tikee€hing Plars and in releasing technical
recommendatioi§ and namely:

* The Italian Working Group on Colorectal Cancer Screenirg (Gruppo Italiano Screening
tumori colorettaliGISCoR) — whose mandate is to promote populataset colorectal cancer
screening programmes; establish contacts with @irmternational programmes; ensure quality
standards, promote the use of process indicgioosjote research and cooperation.

* The Italian Working Group on Breast Cancer Screening (Gruppo Italiano Screening
MammograficéGISMa) — whose mandate is to promote the creaifarrganised breast cancer
screenings throughout the country and analyse tb®qols followed and results achieved in
the various cancer clinics.

* Theltalian Working Group on Cervical Cancer Screening (Gruppo Italiano Screening del
Cervicocarcinom&sISCi) — active in the areas of diagnostics, orgmion and evaluation of
cancer screening programmes.

The ONS and the three scientific associations faveheir own websites but also communicate
through EpiCentro, a web facilitydeveloped by the National Health Institute - Cenfive
Epidemiology, Surveillance and Promotion of Hea(thtituto Superiore di Sanita Centro
Nazionale diEpidemiologia, Sorveglianza e Promozione della ®aland supported by regional
and local authorities. EpiCentro is a primarily wWedsed resource on public health, providing
epidemiological information both national and lo@al scope. It includes a specific section on
cancer screening containing updated epidemiologitzdh, a selection of relevant links and
documents, and a review of main initiatives atoral and local leve.

The Italian cancer screening strategy is also cbaniaed by an emphasis on cooperating Witkil
Society Organisationsand by a focus on reducing tlygeographical disparitiesaffecting the
country and their consequent bearing on the papulat health. Various agreements have been
stipulated with representative organisations fdioas in support of cancer screening programmes.
Two organisations in particular are significanthyolved in the promotion of screening, namely: (i)

%2 http://www.osservatorionazionalescreening.it/

% Ministero della Salute, Centro Nazionale per lavBngione ed il Controllo delle Malattie, CCM, Piaper lo

Screening del Cancro al seno, della Cervica uteridal Colon-retto per il triennio 2007-2009, 2006

%It should be noted that the Observatory’s goveraasteucture has recently changed. In contrast thighpast, a
Steering Committee including representatives of Regions has been establish&@bifiitato d’indirizzo mistp The

financing of the Observatory through regional budappropriations may be the object of a future e&sRégions
Agreement. To date, the CCM has been the Obsewsimnly source of funding.

% Art. 3 D.M. 3 November 2004ttp://www.ccm-network.it/screening/files/documéntiM_03_11_2004.pdf

% Art. 2 D.M. 18 October 200Bttp://www.ccm-network.it/documenti_Ccm/normativaDscreening_18 _10_05.pdf

7 http://www.epicentro.iss.it/focus/screening/scregrasp
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the ltalian League for the Fight against Cantegé italiana per la lotta ai tumaitilLT); and (ii)
Women’s Health ObservatoryOégservatorio nazionale sulla salute della dof@isEDA).
Redressing disparities in cancer screening by meatargetedinancial incentivesvas the focus
Law 138/2004 on public heafthfirst (with a € 52 mn allocation) and more recendf the 2007-
2009 Screening PlanP{ano Screening 2007-2009). Results achieved by meanéinahcial
incentives have been modest, and significant disggipersist in the coverage ratio of the various
programmes across the country, with the Northegiors substantially in line with European best
practice standards, and some Southern Region@gfgi behind.

The Italian cancer screening programmes largelwege on the health system stewardship
framework. Stewardship is not a governance sysbemma complex of organisational arrangements
(management, coordination and follow-up) that casuee good governance, involving all phases of
the policymaking process — from strategy formulatito implementation and dissemination. The
Italian cancer screening system was not expresslyip to be aligned with this model, but its
structure snugly fits into this model, as it wek®; constructioff. Stewardship consists of
strategising and rule-setting, as well as overgeemplementation by ensuring resource
accessibility and compliance. The role of stewasdnot assigned to one body in particular;
stewardship cascades from the higher ministeriaklledown to its subordinate levels of
implementation. The Ministry of Health can thus identified as a “steward of stewards”. In
particular, the Italian cancer screening programaresaligned with the stewardship guidelines as
these squarely involve six sub-functions of hedflstem stewardship. The sub-functions in
guestion are:

(F1) Formulate a strategic policy framework;

(F2) Fit policy objectives and organisational stane and culture;

(F3) Ensure tools for implementation: powers, inis&s and functions;
(F4) Establish coalitions and partnerships;

(F5) Generat intelligence; and

(F6) Ensure accountability.

While some of these functions, taken separatelin dundles, feature in several national health
systems, it is their very combination that compaustewardship. In the case of Italian cancer
screening, these functions are performed by theebddsted in the earlier part of this section as
follows:

F1: This function is performed in tandem by the idliry of Health and the Regions. The Ministry
draws up a plan, and then agrees on it with thedrRegas they meet in the main coordinatieg
where shared executive decisions are taken. Thisopin is the already mentionddtesa Stato-
Regioni The national framework for prevention (the PNRJ ¢he separate National Screening Plan
spell out the strategy for CSP implementation.

F2: Planning of CS is laid out so to ensure coeswst with overall health system architecture and
to avoid duplication of efforts and overlappingfohctions/competencies between involved actors.
Coordination is ensured by the joint efforts of Mmistry of Health, the regional governments and
the Local Health Enterprises (ASLS).

F3: This function involves making sure that therappate rules and tools are employed by the CS
stakeholders. Powers should be coherent with andpoptional to each stakeholder’s

% http://www.parlamento.it/parlam/leggi/04138l.htm
% Novinskey, C. M., and Federici, A., ‘StewardshimlaCancer Screening Programs in Italy’, Italianrdaliof Public
Health, Year 9, Vol.8, No.2, 2011
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responsibilities. To ensure implementation, eadbraghould have access to the appropriate tools,
and in paralle, action shall be taken to have ratl@srced, through a system of powers, incentives
and sanctions. In the case of CSPs, these toolsraveded by the two national-level plans setting
the terms of CSP roll-out. Each envisages a diffieset of incentives and sanctions, although more
so in the case of the National Screening Plan, effemal sanctions, as well as financial incentives
are envisaged. In the National Prevention Planeats sanctions only take the form of delays in the
distribution of financial incentives that are ti@dperformance.

F4: Stewardship is reinforced when partnerships ahdnces are formed with stakeholders not
strictly involved in policy management and implernaion. Notably, coalitions may be gathered on
two levels: (i) with stakeholders that are loosatffliated to the issue, for instance other mimnesty
patient associations etc. and (ii) with decentealisadministrative entities (away from the
central/national level).

F5: The Ministry of Health ensures the productiomd adissemination of data. Intelligence
generation and dissemination is necessary to nmitemed and accountable decisions.

F6: Further emphasis is put on accountability, esfig of the central government before the sub-
national governments, and the population baserge.ldn Italy, some markers of accountability
which proving how Sub-function 6 is performed ire threa of CS include (i) the existence and
activity of interest groups, (ii) the availabilitf published rules, (iii) the existence of indepemid
watchdogs, and (iv) the level of access to politiepresentatives.

2. Implementation

The ONS has been publishing yearly reports (sorse bilingual in Italian and English) on the
status of implementation of the Italian screeninggpammes since 2082. It runs a centralised
registry to monitor screening programmes and evwaltieeir performance according to a predefined
set of indicators by means of annual surveys. TNE @& given this task by the law, but a further
incentive to provide data to the Observatory igesented by the fact that the implementation of
cancer screening programmes has long been paneajrid of performance indicators underlying
the essential levels of care incentive system (LBAgrefore entitling to an additional 3% of
resources in case of particularly good performance.

The ONS also routinely runs a performance quaétyaw or intermediate evaluation by means as

it checks for compliance with the performance iathcs identified by the three screening Working

Groups mentioned above. A number of process inatisdt to monitor and evaluate the screening

process were identified, and namely:

» Structural indicators— they include organisational and logistical pagtars, and reflect the
quality of the practical steps involved in condngtthe screening;

* Performance indicators of the clinical-diagnostimpess— they are applied in the diagnostic
process which is the core of the screening process;

* Early impact indicators- they are used to identify the impact of the echeg as early as
possible (which is not until 8-10 years after theeening has been performed).

1% The entire set of reports is available at httpswosservatorionazionalescreening.it/content/i-capgnnuali

191 Ronco G, Giubilato P, Naldoni C, Zorzi M, Anghindg, Scalisi A, Dalla Palma P, Zanier L, FederigiAngeloni
C, Prandini S, Maglietta R, Mancini E, Pizzuti Bga A, Segnan N, Zappa M., Extension of organisedaal cancer
screening programmes in Italy and their procesgatdrs, Epidemiologia e Prevenzione, Mar-Jun; & &uppl 2):33-
47, 2007
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It is worth noting that the Italian recommendatiomsre communicated and disseminated by the
ONS itself by means of a dedicated disseminatioggamme inclusive of eademecunfor general
practitioners, supplemented by press releasesimdin Italian newspapéfé The contents of the
recommendations were then evaluated through agadministered to screening practitioners.

The CCM has also taken the first steps towardgyda®sl a more comprehensive evaluation of the
programme results. So far, it has taken actionuoygihg (i) a pilot study on the epidemiological
impact of breast cancer screening programmes (IMRAProject}*® and (i) an ONS study on the
cost of running such programmes compared to oppistia screening. However, both issues face
considerable methodological problems. On the omalheancer registries in Italy are only made
available, upon request, by certain counties; aveh&hose registries that eventually became
operative ceased to be so since approximately eaosyago, due to the legal uncertainties related to
personal data protection legislation. Thereforeetae only few patchy data available throughout
the country. On the other hand, data on progranoats tiave to be reconstructed on a case-by-case
basis due to the lack of a homogenous accountisigisy and experience shows there can be large
discrepancies between unit costs from one locaioanother. This raises some doubts on the
reliability of these data unless a relatively higimber of cases are reviewed in detail. One region,
Piedmont, has carried out in collaboration with Werking Group on Colorectal Cancer Screening
a study on the costs of its colorectal screeniragrammé®, possibly also because some of its
implementation features are not in line with thangfards prevailing in the rest of the country.
Italian citizens have the right to have screeniagsfreimbursed by the public health system
provided that related tests are undertaken at aegnutlervals. It is difficult to have accurate data

the extent of opportunistic screening as these avdudve to be drawn from much more
comprehensive datasets on tests for a varietyeygmtion purposes.

3. Difficulties in Implementation

The Iltalian experience with the cancer screeningniting laws and the modest results achieved
seem to indicate that financial constraints arehmess of a limiting factor than many would be
willing to admit. Rather, obstacles to the implema¢ion of screening programmes appear to be
linked to cultural and political resistance; theésue should be further investigated before progosin
a revised strategy. It is a fact that nowadays mauwgrammes face difficulties because of the
general budgetary constraints, but it can be skaneven in the absence of such constraints no
significant improvement was made in terms of cogeraAnother factor that emerged during the
field work is that the *“cancer screening system”s haot been particularly effective in
communicating to the public health system, in gaheand to the political counterparts, in
particular, that cancer screening is a highly affgetive investment that would allow substantial
savings in the future, if properly implemented.i&éncy, however, is difficult to prove given that
the beneficial effects of screening become manitedy in the long term (8-10 years later).
Moreover a comparative analy$isof recent surveys shows thatrtjanised screening activity can
reduce social inequalities of access to cancer esurgy, increasing screening utilisation
particularly in less educated peoffe. Furthermore, so long as cancer screening progr@snare
only sparsely implemented, consequently failingathieve economies of scale, cost savings will
remain far from evident. Cases are reported ofesing management software resulting in very
high costs across the country. Conversely an opares facility available to all and based on the

102 http://www.osservatorionazionalescreening.it/cotiteraccomandazioni
103 hitp://www.ccm-network.it/documenti_Ccm/convegnif$i&/materiali2008/24.6/3-Valutazione_impatto_Pagf.p
104 http://www.osservatorionazionalescreening.it/cotiteraccomandazioni
izz Segnan N, Ronco G, Ciatto S., Cervical canceresing in Italy, Eur J Cancer. 2000 Nov;36(17):2235-
Ibid.
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same knowledge basis would allow for consideralaeingis. Competition from opportunistic
screening in certain regions and related econontiErests is an obvious obstacle to organised
screening programmes. The fact that screening Hightfunded and offered for free may
paradoxically be perceived as indication of poaaliy Recently, the issue afncri intervallo—

i.e. cancers diagnosed to patient only just cledmgd screening - and the related risk of legal
damages sentenced in Court have taken the foreiinotite debate and could even represent a
disincentive for certain ASLs to run related sciegrprogrammes. Finally, there can be specific
bottlenecks in human resources due to the scao€itertain specialised skills (radiologists, etc.)
and of the capacity to interact with migrants. Vdean the possible factors influencing policy
uptake can be summarised in Table 3.1 below

Table 3.1 - Assessment of possible factors influagahe adoption and implementation of EU

policy
Factors Comments
Financial constraints (human and financial) Lésstcould be expected.

Timeframe, the results and impacts will materialise Part of broader difficulty in communicating results
after a much longer period

Lack of a sound efficiency assessment of CS Polidsers unaware of potential benefits.

Technical and organisation issues connected to theThere is a general lack of capacity to exploit @éroies of scale
complexity of CS nationwide programmes (issues|aind spill-over effects.

capacity, training of staff, management and service
delivery etc.)

Legal issues in setting up registries as requeatad,| Problems of legal responsibility relatedcancri-intervallo
linking them to mortality databases (e.g. issues of| have recently entered the debate and represernéatjab cause
personal data management) of concern.

Cultural and political issues (e.g. political séinitly | Generally identified as the most important obstaalhough
of the matter in certain cultural environment, still poorly understood in its specific components.
political difficulties to maintain a long-term
commitment in this area etc.)

4. Available Indicators

The indicators commonly used are those identifiedhe Recommendations document by the

various Working Groups after a scientific deb%tand are aimed to:

+ ldentify and invite eligible women to the screenmgnd:

« Obtain high turnout;

« Ensure high standards of quality during the actaetening, performed by competent personnel
and with the appropriate technologies;

« Ensure that further diagnosis is performed, whexded;

- Minimise the negative effects of the screening;

« Monitor results and regularly evaluate the entmeening process; and

- Possibly provide preliminary elements to performstesffectiveness analyses.

Being part of the official LEA reporting systemgte indicators are highly regulated and codified
and are subject to legal verification by auditansdonfirmation of expenses.

197 Gruppo Italiano per lo Screening Mammografico (&9, ‘Indicatori e standard per la valutazione hqesso dei
programmi di screening del cancro della mammeltaanuale operativo’, Epidemiologia e Prevenzionen@®80(2),
marzo-aprile 2006, supplemento 1
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As mentioned earlier, while monitoring indicator§ mrogramme implementation and quality
standards are well developed, fewer are availabtepfogramme impact evaluation and cost
effectiveness assessment. However, the prelimielarments to formulate an estimate of the cost of
failure to implement the European recommendatiangdcalready be in place, although only in the
form of pilot studies.
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Table 4.1 — List of potential policy implementatiomdicators

=

=

Code Indicator Notes
Data are classified and analysed according torspsal of the indications of the EU Guidelines.tis® indicator is
considered fairly valid and feasible provided iuisderstood that the Guidelines have been adaptéttiocal contex
certain quality benchmarks made more stringent. Thation index would only partially apply becauskee
Compliance with Data Recommendations cannot take into considerationBHeGuidelines released after 2006. There alsotexhknical
Comparability Criteria based or] guidelines released at the regional level, butehdscuments are not necessarily public and are tgoBte circulated
1 |HAR.2 " . " S
Expert Assessment among practitioners only. An assessment of thegrete of harmonisation would appear of more dubfeasibility and
require a dedicated study also because thererisntlyrno repository of such documents.
The indicator is deemed:
fairly valid
fairly feasible
Establishment of Special The indicator is both highly valid and feasible eTQONS can be considered exactly as such and wassskpcreated fa
S ! this very purpose.
> |HAR3 Registries (centralised data
' systems for the management an:[i — . )
he indicator is deemed:
assessment of CS data) - .
definitely valid
highly feasible
The indicator is considered definitely not validtire Italian context where the problem lies with xtremely limiteg
. .. . | geographical coverage of cancer registries, rdttear with related methodological classificatiomst@rds. It is howeve
Alignment of Data Classificatiof._. .
dards defined | airly feasible.
3 | HAR 4 Systems to Standards defined by
theEuropean Network of Cancaer. — . .
T The indicator is deemed:
Registries -
not valid
fairly feasible
The indicator is fairly valid and feasible providedme clarification is made. The EU Guidelines ashswere neve
formally “adopted”. However, as mentioned under FPARbove, they represented the basis of the ItaBahnical
Formal Adoption of the EU CS | document on the programme features and as suchakeredantly transposed into an official documenticMin the
Guidelines (incl. RE* level) same vein, some Regions are considering “transgosamd “incorporating” the guidelines in their pragime
4 | ANA1 accreditation criteria, but this never translatés a formal adoption.
Clearly distinguish b/w breast,
cervical and colorectal CS The indicator is deemed:
fairly valid
fairly feasible
Evidence of a Significant DebateThe vast echo the guidelines have had in the tighalicy debate is adequately reflected in thediigre; yet, the
5 | ANA.2 in the Scientific Literature of thg indicator’s validity is partly questioned. At thésdggregated level there is no one-to-one correfgrme betwee
MS about CS methodology andgiscientific activity and level of implementation. Wit is certainly true that regions with a higavel of scientifig

]
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Code

Indicator

Notes

specifically the EU Guidelines

production usualyp® high levels of implementation, the oppositesinet necessarily apply and there can be reg
with good degree of progress and limited visibilitythe literature. Moreover there is the risk @emmphasising th
importance of the academic impact. Itis howewsilg feasible.

The indicator is deemed:
of dubious validity
highly feasible

Effective Outreach Level of the
EU Guidelines in the MS

(downloads, webpages visited)
Absolute or Relative Terms (%

Some chapters of the guidelines have been tradshae made available in Italian and can be dowmddm the weh|.
In the websites of the three scientific societige® (cancer screening Working Groups) links candund to the EU
website where the guidelines can be downloaded.edew there are some doubts as to the validityhisf indicator

ibecause these documents have also had a wideatiocuas hard copies and because the indicatordwmiladequately

reflect the language barrier which is arguably kg Italy than in other countries, impinging octual outreach.

ions

D

—

ANA.3 of the target population) However, the indicator would also be feasible widme difficulty in gathering data from webmasters.
Clearly distinguish b/w breast, | The indicator is deemed:
cervical and colorectal CS of dubious validity
hardly feasible
The indicator is highly valid and feasible. Datavéndoeen systematically available all over the cgusince 2004 and
have been published accordingly. There is a higirege of confidence in their validity (although décation for
oUT1 Specific Outhme_ Indicator for budgetary purposes reportedly goes only until 2Z889some data have not been verified in detail).
the Stated Objective The indicator is deemed:
definitely valid
highly feasible
There are data on cancer mortality but the avdifglif data on cases of cancer from cancer rdgstis much morg
limited and scattered as can be seentip://www.registri-tumori.it/cms/coperturén the best of cases data are available
until 2004 only and registries have had difficutiyerating over the last couple of years. So thiatdr, although fairly
Specific Impact Indicator for thg valid, would have some feasibility problems.
IMP.1 L
Stated Objective
The indicator is deemed:
fairly valid
of dubious feasibility
Establishment of a CS Strategy /The indicator is fairly valid and easily feasible there have been two dedicated national actiamspa the subject.
. would have to be better clarified to take into d¢degtion that the programmes continue even iflése action plam
Programme / Action Plan f o
. . ormally expired in 2009.
PROG.1 covering the Whole Population

Clearly distinguish b/w breast,
cervical and colorectal CS

The indicator is deemed:
fairly valid
highly feasible
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Code

Indicator

Notes

Number of RE with CS

Strategies/Programmes/Action
Plans Implemented at the Sub-
national Level (% of population

The indicator is both fairly valid and feasible.eT®NS provides data on the population actually vy screenin
projects at the county level irrespective of whettiere is a formal regional programme or not. Eotly there is n
repository of such regional documents and theihgraitg and classification into programmes, guidsinaccreditatio
schemes would require an ad hoc study.

The indicator is deemed:
fairly valid

[L=]

D

10 | PROG.2 fairly feasible
covered)
Clearly distinguish b/w breast,
cervical and colorectal CS
11| PROG.3 Number of RE with a CS The indicator is both fairly valid and feasible. @hthere were such cases in Italy in the pastDiig& identified them
Strategy/Programme/Action in its annual report.
Plan still in its Planning Phase,
or Implemented on a Local Pildt The indicator is deemed:
Basis only fairly valid
fairly feasible
Clearly distinguish b/w breast,
cervical and colorectal CS
The screening registry does not cause any partiputdlem with personal data protection legislatioonversely, dat
Adoption of appropriate data protection is. an is_sue for cancer registries. l‘ginsletiqn adopted. This indicator is consideredipalarly valid, in the
12 | LEG 1 protection legislation light of the difficulties experienced in the paatd easily feasible.
The indicator is deemed:
definitely valid
highly feasible
Indicator highly valid and feasible. Legislation data protection and cancer registries has alrbady proposed ar
. : was about to be approved twice when Governmergsasrived and the approval process had to refstantscratch.
Appropriate data protection
13 | LEG.2 legislation Discussed but Not Yeli.he indicator is deemed:
Adopted - .
definitely valid
highly feasible
Appropriate data protection
14 | LEG.3 legislation Still under Preparatigitame as above.

and in its Drafting Stage
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Code Indicator Notes
The indicator is deemed:
definitely valid
highly feasible
Number of Such data are not routinely collected and wouldiirega survey of a number of informants. Data dormation ang

Information/Awareness Raising
Campaigns and Dissemination

dissemination would be available for the Italianid&lines only. Therefore it is considered of dulsideasibility. Lack
of awareness among the population is not genecalhsidered a cause of poor implementation and fivereghe
indicator appears of dubious validity.

)

15 | AWA.L initiatives for practitioners on C§
policies and issues in a Given The indicator is deemed:
Year . T
of dubious validity
hardly feasible
The indicator would definitely not be feasible. Téare only a few local surveys at the county leBelth the PASS
enquiry and the ISTAT indagine multiscopo that esent the main sources of information on theseestjdo no
expressly cover knowledge about the existence efptiogrammes. This would be considered a validcatdr for the
Level of Awareness about PS | migrant population only, but not a particularlyeehnt one for the rest of the population, for whattmer factors woul
16 | AWA.2 issues among the Population |reportedly be at play.
The indicator is deemed:
hardly valid
not feasible
Same as above.
Trend in the Level of Awarenesfs
17 | AWA.3 about PS issues among the The indicator is deemed:
Population hardly valid
not feasible
Same as above. The indicator would be considergditdé/ not feasible even for the Communicatioroglamme omn
Estimate of Population Reache(lthe Italian guidelines above.
by Information Initiatives in
18 | AWA.4 Absolute Terms or Relative to | The indicator is deemed:
the Potential Target hardly valid
not feasible
Total Budgeted Funds to assuré | The indicator would be of dubious validity to explperformance and definitely not feasible. Theacplans allotted
. - "dedicated funds for the screening programmes anthéofunctioning of the ONS. But data would beika@e only for
appropriate organisation and
quality control of CS the Iatter. becagse the. organlsatl_on of the progrsndepends on the regions and the accounting sydtemot
necessarily envisage this piece of information.
19 | FUND.1 programmes

Clearly distinguish b/w breast,
cervical and colorectal CS

The indicator is deemed:
of dubious validity
not feasible
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Code

Indicator

Notes

Total Public Expenditure to
assure appropriate organisatior
and quality control of CS

Same as above. When data have been collectechaleybeen collected on a pilot case study basis.

20 | FUND.2 programmes The indicator is deemed:
of dubious validity
Clearly distinguish b/w breast, | not feasible
cervical and colorectal CS
Total dedicated staff to The indicator would be of both dubious validity afehsibility because underlying data are not ralyiravailable
: . Enquiries have been made to calculate costs olothaisis. It was noted that considerable diffeesnaould reported|
implement and assure quality of __. : o . )
exist from one county to another which would mdieindicator of complex interpretation.
21 | FUND.3 CS programmes
Clearly distinguish b/w breast, The |n_d|cat0r IS _deemed.
cervical and colorectal CS of dubious yal|d|ty
hardly feasible
22| DEL.1 Population Reached by CS | The indicator is highly valid and easily feasibkchuse related data are routinely published bptig.
Programmes in the country, in
Absolute or Relative Terms (oyt The indicator is deemed:
of the target population) definitely valid
highly feasible
Clearly distinguish b/w breast,
cervical and colorectal CS
Compliance with the Relevant | The indicator would be fairly valid and feasibléhalugh with some qualifications. The ONS routineignitors and
Features of CS Implementatior] publishes data on compliance with the standardhefitalian recommendations. No data available ppodunistic
DEL.2 Modalities Stated in the EU screening for benchmarking.
23 Documents (incl. RE level)
The indicator is deemed:
fairly valid
fairly feasible
Number of Significant Initiatives
(i.e. above a certain threshold | Same as above. The ONS routinely collects and ghesi relevant data.
24 value) Undertaken, i.e. CS
DEL.3 programmes set up The indicator is deemed:
fairly valid
Clearly distinguish b/w breast, |fairly feasible
cervical and colorectal CS
25| CAP.1 Compliance with Given Same as above. The ONS publishes relevant datédprbthey are relevant to the Italian technicabnemendations

Equipment Technical Standard
and Operational Procedures

sdocument.

The indicator is deemed:
fairly valid
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Code

Indicator

Notes

fairly feasible

26 | PRO.1 Introduction of a Given Same as above. The Piedmont region published aeffestive analysis of its newly proposed approtxieolorectal
Procedure in CS Routine cancer.
Operations (incl. RE level)
The indicator is deemed:
fairly valid
fairly feasible
27| PRO.2 Number of Relevant InstitutionsSame as above. ONS monitors compliance with ndtieference standards
Complying with Procedure
(incl. RE level) The indicator is deemed:
fairly valid
fairly feasible
28| TRAILL Implementation of Training This indicator would pose some feasibility problems data are not readily available. Its validity desemed
Courses on CS for Healthcare | questionable because bottlenecks are more oftatedeto the availability of a sufficient numbertethnical staff tg
Personnel (incl. RE level) carry out the programmes, than to the lack of digetcaining on the subject.
The indicator is deemed:
of dubious validity
hardly feasible
TRAI.2 Total Number of Trained Same as above.
Healthcare Workers on CS
29 The indicator is deemed:
of dubious validity
hardly feasible
Same as above.
Resources Made Available for
30 | TRAL3 Training on CS in Absolute or | The indicator is deemed:
Relative Terms of dubious validity
hardly feasible
31| EVAL.1 Evaluation of data from tests, | The indicator would be highly valid and fairly féae if definition problems are clarified. The ON&gularly publishes
assessments and diagnosis interim evaluations or quality performance assesgsnef screening programmes. Impact evaluationsrareh less
developed and more in need.
The indicator is deemed:
definitely valid
fairly feasible
32| EVAL.2 Change of CS Policy as a resyltFor the time being the indicator would be of dulimalidity and feasibility. No change of policy ceesult from the

of the above evaluation

evaluations above, but changes in technical imphtation modalities. This can be monitored by cheglsubsequen

—
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Code Indicator Notes
performance over time.
The indicator is deemed:
of dubious validity
hardly feasible
33| EVAL.3 Regularly Monitor CS The indicator is considered highly valid and eafélgsible as there is a full-fledged monitoringtegsin place.
Implementation and Outcome
The indicator is deemed:
Clearly distinguish b/w breast, | definitely valid
cervical and colorectal CS highly feasible
Number of Required Items on | The indicator is highly valid and easily feasikds, Italy regularly sends data to the EU impleménateport.
which MS adequately Report to
34 | REP.1 the EC about the Progress The indicator is deemed:
Reached in the Implementation| definitely valid
of Their Policies highly feasible
- Indicator of dubious validity and feasibility. I$ inot known whether the ONS reports are reguladgsmitted to th
Availability of Reports or parts . .
thereof on the Progress ReaChegommlssmn and if so to whow and from whom.
35 | REP.2 in Implementing CS Containing I . )
Information Not Shared with thg The mdmator IS _deemed.
EU of dubious yal|d|ty
hardly feasible
*RE =Relevant Entity
Proposed additional indicators
Indicator Comments

Number of Health Technology Assessments on cancer
screening-related matters

The EU policies should be more generally assesssddbon their capacity to generate knowledge iiveng
country.

Amount of dedicated research resources devotedroec

screening

One of the reported strengths of the last canagesing action plan was a stand-alone budget laticdted td
applied research on the subject.
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ANNEX C — CASE STUDY REPORT: FRANCE

A — Overall Health Strategy (White Paper)

1. Legal, Policy and Institutional Framework®®

Two acts are worth mentioning from the beginninghes are crucial for the understanding of all
that follows; they are the Public Health Act of @igust 2004 16i du 9 aolt 2004 relative a la
politique de santé publigieand the Hospital, Patients, Health and Territoet (oi hopital,
patients, santé et territoirgs

The Public Health Act(no. 2004-806 of 9 August 2004) is the first legatument to reform the
organisation of public health in France since 1908efines the role and the responsibility of the
state in public health policy at the national aedional levels, defines five-year term public healt
measures, and identifies a set of 100 health-ctlasies as public health priorities for the 2005—
2009 period. It also puts at its cqoeeventionpolicy (defined as theake majed of the law),
preferring it to a treatment approach.

Objectives are defined in terms of results to beiea®d on the population health status. Five
national plans were established in order to meesdhobjectives, namely the Cancer Plan; the
Violence Plan, Addictions and Risk Behaviours Pldne Environment and Health Plan; the Plan

for the Quality of Life of Patients with Chronic €&ases; and the Plan for providing Health Care to
Patients with Rare Diseases. The Law also prescrthat an evaluation shall be regularly

performed of all actions undertaken.

Importantly, the inputs of the law do not affectetp the direction of the public health system.(i.e

its objectives), but also its organisation, bothregional and national level. It designates the

regions as key actors in the achievement of thegxives. From the standpoint of the institutional

framework, major changes introduced by the law are:

» Establishment of the High Council for Public Hegltaut Conseil de la santé publigue

» Establishment of the National Institute for Can@estitut national du cancér

* Creation of public health regional groupinggrdqupements régionaux de santé publjgque
although these will be subsequently replaced keyrradtive regional arrangements with the 2009
Law (see below).

The region is considered by the plan as the optieval of the planning of practical actions and for
the coordination of the various actors involvede Bstablishment of the regional groupings testifies
to this credo and further materialises in the do@abf a regional health conferencenfférence
régionale de sanjéto facilitate consultation among actors, and akgional health planp(ojet
regional de sanfgfor the coordination of programmes and individaetion items.

TheHospital, Patients, Health and Territories A¢loi hopital, patients, santé et territoireaimed

at improving regional governance by creating regidrealth agencies (ARSs), which merged and
replaced regional hospital agencies, regionaltheakurance funds and other regional state and
SHI institutions. This move was intended to imprdeeal access and quality of care, improve
preventive medicine, and modernise the organisatibrhospitals by creating local hospital
communities.

1% The present section is extensively informed byroiean Observatory on Health Systems and Poli€ies)ce —
Health System Review, Health Systems in Transitoi,12 No. 6, 2010
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From the standpoints of governance and plannirggAtt reinforced the authority of local bodies in
planning and simplified the pre-existing regionkaisters of healthcare system governance; the Act
provided the legal basis for the establishment @wtalled regional health agencieagénces
régionales de sant8RS). In fact, from April 2010 ARSs have mergedaeplaced the previous
regional agencies. Other provisions included inlLttv are that:
* For the first time, the term primary care has esttanto the public health code, as it did not
legally exist before.
» Transfer of tasks between professionals is mada legyond the mere scope of the previously

mentioned experiments.

» Contractual agreements of care protocols betweafegsionals are developed.

* The regionally assigned numbers in the distributadndoctors (medicahumerus clausys
throughout the country is to be determined on @m<of local needs. Thus, the law establishes
that a mapping of geographic needs has to be ctediuc

» It also offers opportunities for increasing theattiveness of underrepresented specialties and
medically under-served areas are being developed.

Table 1.1 - Legal and Policy Framework

Year | Type Authority Title Comment
1953 | Code Parliament | Code de la santé publique The code was created in 1953 Major recent
reforms in 2000, 2003 and 2005.

1996 | Ordinance | Government Juppé reform The Ordinances introduced parliamentary
(equivalent | (Prime Ordinances no. 96-344, no. 96-| control over the healthcare system and | its
of law) Minister) 345, no. 96-346 of 24 April 1996 resources  and  attempted to clarify the

respective roles of the state and Statutory
Health Insurance (SHI); it also reinforced the
role of the regions.

1999 | Law Parliament | Universal Health Coverage Act| The Law established universal health coverage,
(couverture maladie universelle| entitling all residents to the right to SHI

coverage, financed mostly by the state.

2002 | Law Parliament | Patients’ Rights and Quality of | It created the National Institute for Prevention
Care Act [oi relative aux droits | and Health Education (INPES) and established
des malades et a la qualité du | principles to take full account of the
systeme de santé expectations of healthcare users (including

quality requirements and principles of health
democracy).

2004 | Law Parliament | Loi du 9 ao(t relative a la The Law clearly lays out for the first time the
politique de santé State’s responsibility in the area of public
publique/Public Health Act health. Proposing 100 health objectives to|be

met within the next five years, the Law aims|to
reduce mortality and morbidity whenever these
can be avoided, and to decrease health-related
inequalities across regions.

2004 | Law Parliament | Loi n° 2004-810 du 13 ao(t 2004The Law increased the Parliament’'s authority
relative a I'assurance to establish health targets and to put in plage a
maladiéHealth Insurance management system for the Statutory Health
Reform Act Insurance.

2009 | Law Parliament | Hospital, Patients, Health and | Inter alia the Law merged several regional
Territories Act [oi hopital, institutions into the regional health agencjes
patients, santé et territoirgs (agences régionales de satitBSs).

2010 | Progress HCSP Objectifs de santé publique : Assessed the state of achievement of |the

report Evaluation des obijectifs de la lgi objectives set out by the 2004 Health Insurance

du 9 aodt 2004 et propositions

Reform Act; suggested new objectives.
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National Level.The Parliamen?® and the Executive Government are in charge ofymiog public
health regulation. In particular, within the Goverent, the Ministry of Health and Social Affairs
(Ministere des Affaires Sociales et de la Spnh&reafter MoH, defines priority areas for the
national programmes; it sets the policy agenddénform of acts approved by the Parliament that
define health targets. Additionally, the MoH pregsrin cooperation with other ministries, the
social security budget, used for the most partHey $tatutory Health Insurance. Since 1996, the
budget has been voted in Parliament; given thagtiseno limit to social security spending, France
faces a situation of chronic deficit in this regpec

In general terms, public health policy is formuthtey the Ministry with the help of several
advisory committees or councils such as the HighnCib for the Future of Health Insurance, the
National Health Conference and the High CounciPablic Health (see below). Depending on the
incumbent government, the Ministry in charge of leanay comprise all four or less than four
Directorates of theAdministration of Health and Social Affairs(Administration Sanitaire et
Socialg. This central Administration puts in place theligies decided by the Ministry. The
partition of responsibilities among the four Direettes is as follows:

« General Directorate of Health(Direction générale de la sad®GS"% contributes to (i)
national health policy formulation and monitorsiitgolementation; (ii) proposes objectives and
priorities; (iii) defines health indicators; (ivugervises the quality and the safety of care; (v)
defines training needs; (vi) ensures that patientgits are respected; and (vii) organises
healthcare service provision.

« General Directorate of Health Care Supp(irection générale de I'offre de soifBGOS™) is
in charge of resource management.

« General Directorate for Social PolicyDirection générale de la cohesion soci@l&CS™?) is
responsible for (i) health and social care for éhderly, the disabled and the vulnerable; (ii)
coordinates prevention activities; (iii) contrasteial exclusion; and (iv) promotes integration.

« Directorate of Social SecurityDirection de la sécurité socid®SS™) is in charge of financial
planning and supervises the Statutory Health Ima@ra

The Directorate of Research, Studies, Evaluation andatsttics (Direction de la recherche, des
études, de I'évaluation et des statistigud3REES™% is the ministerial branch endowed with data
collection, analysis and dissemination responsitli

The High Council for Public Health (Haut conseil de la santé publiqueHCSP™) is one of the
most prominent committees supporting the MoH inligubealth policy formulation. Enacted by
the Law of 9 August 2004 and activated in 2007 nmgythe High Council for HealttHaut conseil

de la santgand the Higher Council for Public Hygienednseil supérieur d’hygiéne publigué¢he
HCSP provides guidance and assists decision-makingerning public health problems and issues
related to the organisation of healthcare; it atsotributes to the definition of public health
objectives and makes proposals for strengthenimyentive measures. It is a public body of
scientific expertise and it is composedspkcialised committeesdpermanent working groups
charge of analysing and producing reports on sglabtic health issues. To end with, the HCSP

199 The 2004 Health Insurance Reform Act increasedtdle of the Parliament in determining health fities and in
setting up national management of the StatutorytHdasurance.

M0 http://www.sante.gouv.fr/direction-generale-de-dmtg-dgs.html

M1 hitp://www.sante.gouv.fr/la-direction-generale-deffre-de-soins.html

M2 hitp://www.social-sante.gouv.fr/

M3 http://www.securite-sociale.fr/

M4 http://www.drees.sante.gouv. fr/

15 http://www.hcsp.friexplore.cgi/accueil
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assesses the implementation of the 280lic Health Actand thus evaluates tH€O0 health
target objectives® established by this Law.

The 100 objectives are grouped as follows: (i) cibjes on main health determinagbjectifs liés
aux principaux determinantsfii) objectives on pathologieslfjectifs relatifs aux pathologige.g.
cancer, rare diseases; (iii) objectives on hedlttifferent age groupsobjectifs relatifs a la santé
aux difféerents agesg.g. the elderly, women at reproductive age; @rdsocial and demographic
health inequalitiesifégalités de santé sociales et territoriales).

In its 2010 Repott’, the HCSP assessed the state of achievement df0thebjectives and, in
addition to that, it suggested new objectiV@svith an eye to laying the foundations for a new
public health policy framework following up on th2004 Programme. In particular, its
recommendations focused on (i) specific areas t#nmention; (ii) transversal issues of social
inequality and (iii) the need for a more effectiméormation system to monitor the achievement of
individual objectives.

Other bodies supporting the Ministry in stratedanming are as follows:

» TheFrench High Council for the Future of Health Insurace (Haut conseil pour I'avenir de
I'assurance maladie HCAAM™9) publishes an annual report on the situation efttealthcare
system and provides detailed figures and policgdasts on trends in the healthcare system.

« The National Health Conference(Conférence nationale de santéCNS??% brings together
relevant stakeholders to define healthcare prawitit the national levelgfopose chaque année
les priorités de la politique de santé et des daépns pour la prise en charge des soffiy.

Further consultative and executive agencies andypohplementing bodies regularly partner up
with the Administration of Health and Social AffaifFar from being an exhaustive list, some worth
noting and respective areas of activity are:

« The National Health Authority (Haute Autorité de la santéHAS"??) is the only independent
institution of all these; it is a scientific sogiethose mandate includes:

0 to assess the medical relevance of drugs, medeates, and procedures and to
provide opinions on their reimbursement by the theiasurance;

0 to promote best practices among care-givers ang;use

o to enhance the quality of care in primary and sdaon health facilities and
structures;

0 to oversee the quality of the medical informatibattis disseminated;

o to inform health professional and the general guahd improve the quality of the
medical information;

118 \inistere du Travail, de 'Emploi et de la SantéEwaluation des 100 objectifs de la LSP 2004 —nB8cgraphie’
en

décembre 2009 », Evaluation des objectifs LSP 2f@ier 2010

17 Haut Conseil de la Santé Publique, ‘Objectifs degéaublique : Evaluation des objectifs de la loiddaolt 2004 et
propositions’, Collection Avis et Rapports, avid1d

118 faut Conseil de la Santé Publique, ‘Objectifs daéaublique : Evaluation des objectifs de la wi9daolt 2004 et
propositions’, Annexes, Collection Avis et Rapppateril 2010

19 http://www.securite-sociale.fr/

120 hitp://www.sante.gouv.fr/conference-nationale-detsa-n-s.html

121 Haut Comité de la santé publique, ‘La Santé end&a 2002’, 2002

122 hitp://www.has-sante. fr/portail/icms/j_5/accueil

88



o to support the collaboration and co-ordination agtre players of French health
system and with foreign entities.

More specifically, HAS activities include: (i) theroduction of recommendations for good
clinical practice, studies in cross-cutting aredéshealth and economics, guidelines for the
management of healthcare intended for medical psadeals as well as for patients, etc.; (ii)
health technology assessment of drugs, medicateewnd procedures; (iii) the certification of
healthcare facilities and the accreditation ofaiarmedical practitioners.

The National Food, Environmental and Occupational He&ltAgency (Agence nationale de
sécurité sanitaire de l'alimentation, de I'envir@ment et du travdahNSES®), evaluating
health and particularly food-related, environmertadl workplace health risks. This Agency is
the product of a merger where several agenciesydmg the French Food Health Safety
Agency (Agence francaise de sécurité sanitaire des alisd@RSSA) and the French Agency
for Environmental and Occupational Health Saf&gdnce francaise de sécurité sanitaire de
'environnement et du travdAFSSET), have converged.

The National Agency for the Safety of Drugs and HealtRroducts (Agence nationale de
sécurité du medicament et des produits de 3antéer the supervision of the MoH, it took
over the functions of the former AFSSAPS. It evdsaand risks and benefits associated with
the use of health products throughout their lifeley It assesses the safety of the use, the
effectiveness and quality of these products.

The National Institute for Prevention and Health Educain (Institut national de prévention et
d’éducation pour la santtMPES?% contributes to the execution of concrete prograsiand
initiatives by implementing policies in matters fevention and health education within the
more general framework of public health policy &gt the government; it also organises
informational campaigns.

The National Institute for Public Health Surveillance (Institut national de veille
sanitairdInVS'?) in charge of detecting all public health risksida release alerts to the public
authorities, gather and analyse information on theakks and to conduct epidemiological
studies.

The National Institute for Cancer(Institut national du canc#&iNCa) is the national health and
scientific agency in oncology. It was set up by fingt Cancer Plan for the 2003—-2006 period
and following from the 2004 Public Health Act. s$tiiesponsible for following up on the action
items included in the Cancer Plans. Among the titsfis objectives are (i) survey and assess
the measures taken against cancerd@ielop guidelines for the management of patierits w
cancer; and (iiijmonitor and finance research and development inezan

The National Centre for Scientific Research(Centre National de Ila Recherche
ScientifiquéCNRS), together with the aforementioned DREES trdmutes scientific expertise
through its research. It is a public body that epes under the supervision of the Ministry of
Higher Education and Researdifistere de 'Enseignement supérieur et de la Rexdhs.

123 hitp://www.anses. fr/

124 hitp://www.inpes.sante. fr

125 http://Iwww.invs.sante. fr/

89



* Finally, theSchool of Higher Education in Public HealthEcole des hautes études de santé
publiquUéEHESP?) is an academic research institution dedicatedhé training of future
healthcare administrators and contributes to theeldpment of education and research in all
fields of public health. The introduction of Pubkiealth in established academic curricula and
the maintenance of training capacities gains Franeestatute of one of the European countries
with “fully developed educational infrastructuresbmth Master and PhD LeVéf” in public
health.

Regional levelThe Administration of Health and Social Affairsrepresented at the regional level
by theregional health agenciegagences régionales de sa®B/Ss). Much of the authority in
public health that used to be detained by regiqrafects has, since the early 2000s, been
transferred to the specialised agencies outsidleeoprefecture (i.e., first to thgences Régionales
de I'Hospitalisation and since 2009 to th&gences Régionales de Sanfehe ARS have been
created in 2009 by the Hospital, Patients, Heatith Berritories Act Ioi hopital, patients, santé et
territoires) as a product of the merger of several formeromgi institutions.

Although they always act in coordination with thational authorities listed above and they are
overseen by a structure call8ecrétariat Général des Ministéres Sociawkich belongs with the
MoH'?® ARSs are considered independent in their heakhgianning and delivery functions. This
is not the case for financial planning, howeverjohhs still top-down and therefore has strings
attached (see below).

Starting in 2009 they were given ever-growing remspailities for planning and budgeting for
hospitals. In particular, ARSs implement regionaklth policy related to occupational health
services, mother and child health servige®tection maternelle et infantfleMl), and university
and school health services. Additionally, they nhmmiand record population health status and
produce hygiene rules and standards. ARSs alsoqteoprevention campaigns and activities, and
they participate in patient health education.

The 2009 Hospital, Patients, Health and TerritoAesis considered the main legal contribution to
regionalisation. Through this Act and following thenstitution of ARSs, ARS Directors where
attributed public health decisional powers. Thigtsiowards regionalisation, however, was not
accompanied by a corresponding increase in subdtamtdgetary autonomy of the ARS. Their
room for manoeuvre ends with the allocations detliethe MoH, so in practice ARSs still endure
the same dependency on central government decisiormior to the 2009 Act. Consequently,
under the existing system ARS Directors benefitnflomited freedom as to how to allocate public
funding to the various sectors and areas of themaghealth system.

The main mechanism to coordinate policy implemémaat regional and national level is the
National Health Conferencelt is a consultative body in charge of facilitegiconcerted action in
public health. It includes an array of boards repnting key stakeholders, including patients and
other public health system users. The Regions, do®,to be represented in the Conference, but
their means are kept to a minimum. The Permaneniniitiee of the Conference is composed of
eight sub-committeé%” the regional sub-committe€¢llége des représentant(e)s des collectivités
territoriales) is the smallest, composed only of two memberg (@rmanent and one substitutive),

128 hitp://www.ehesp.fr/

127 Aluttis, C. et al., ‘Review of Public Health Cajiticin the EU - Supplementary document to the fitedhnical
report of Tender No. EAHC/2009/Health/05: Develgppublic health capacities in the EU’, 2012

128 Aluttis, C. et al., ‘Review of Public Health Cajitscin the EU - Supplementary document to the fitedhnical
report of Tender No. EAHC/2009/Health/05: Develgppublic health capacities in the EU’, 2012

129 hitp://www.sante.gouv.fr/IMG/pdf/composition_cp_averga_130412.pdf
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equal in size only to the sub-committee of the aede institutes, drug industries and qualified
personnel College des représentant(e)s des organismes dendud, des industries des produits
de santé et des personnalités qualifié&ther than the Conference, the only other meshafor
the coordination and gathering of the ARS are tbatily meetings of the ARS Directors.

ARS and CRSA are the dedicated bodies for publatthelanning at regional level. Thmegional
conference of health and autonom(gonférence régionale de santé et de 'autond@RSA) is the
main consultation body available to the regions tfeg development of regional policies. The
conference aims to bring public health policy clésethe citizen by involving all public health
actors and users, including representatives of raposite array of social partners, healthcare
practitioners, agents of prevention and health tam, among others.

The ARSs can organise as many of these sub-regioo@ierences as they deem fit; the
conferences’ territorial coverage is also at ARS8WN discretion. Concomitantly, the regional
health observatoriesOpservatoires régionaux de la samtéORS) collect information on the
population health status and needs in their res@ecegions. The Observatories are scientific
bodies that supply data to the MoH to support mied decision making. Each Observatory is
headed by a Directorate where the State and théRege represented in equal numbers. Its
chairman is the President of the Regional Cour@inseil régiongl with the ARS Director as his
deputy.

One of the primary tasks of ARS consists of theettgument of theRegional Health Projects
(Projets réegionaux de santé PRS). The Ministry of Health performs a stewhrdsrole,
establishing a listing of health services thatrdgions must incorporate in their plans. Based on a
national needs and priorities assessment (politichklven, on occasion), this listing may include
services in a variety of areas. The Regional HeRithects are threefold and include (i) an overall
strategy, three planning bluepritit§(known asschemagand (iii) a regional health programme to
action this strategy. Since their establishmentSARave mostly engaged in the preparation of
these Plans; to date, not all ARSs have complétisdtask yet. Following fieldwork findings, it
would seem that the strict submission requiremaémisosed by the central government have
represented an obstacle to the successful complefisuch documents. Additionally, the ARSs
lack a reference Law at national level on whichrtodel their own plans, given that the national
Public Health Law — whose time scope ended in 2088s not been yet substituted by any new
Law.

Local/departmental levelEach ARS covers several departments. The ARS issepted at
department level by local delegatiom®lggations territoriales de I'agence régionale sbnté, in
charge of implementing ARS regional policies andwfporting local actors in the implementation
of their projects. The delegations contribute tdHer decentralising the decision-making process,
bringing it closer to the citizen. Local conferemcare organised on specific topics, such as
prevention and medicosocial issues.

Several health and social services come underuttigdiction of the General Councilsdnseils
générauy, local assemblies elected by the departmentdingalvithin the remit of the General
Councils arejnter alia: specialised health and social care institutiomd services for the elderly
and the disabled; prevention of certain diseases) as tuberculosis, sexually transmitted diseases
and cancer.

130 The schemagletail orientation for, respectively: (i) preventj (i) healthcare service and (iii) services parsons
with special needs.
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Finally, commundevel initiatives focus mainly on the promotionlofgiene and health in general,
ranging from the extermination of rats, HIV prevent monitoring of drinking water quality,
improvement of hygiene and living conditions ofta@r residential clusters.

Policy Implementation and Data Collectior-rom the viewpoint opolicy implementationState
authorities and the Statutory Health Insurance YSitiare management responsibilities of the
national healthcare system. The SHI currently coaémost 100% of the resident population

In terms ofdata collection the Agency for Information on Hospital Camkgénce technique de
l'information hospitalieréATIH**3) manages the information systematically collecfesim all
hospital admissions and used for hospital planrang financing. A separate cluster can be
identified of the agencies in charge of collectangl feeding back public health data. The host of
these organisations include some that were alreshtioned, such as ANSES, DGS, DREES and
INPES, as well as a number of others.

Monitoring and Evaluation. The High Council of Public Health annually evalsatbe state of
achievement of the 2004 Public Health Act's “100jegbves” and suggests new ones. The
Directorate of Research, Studies, Evaluation aradisits (DREES) supports the HCSP in this
activity.

2. Overall EU Health Policy Adoption/Implementation

The White Paperis currently not explicitly referenced in any Febnnational policy. In the first
place it is important to highlight that the lastgarehensive public policy act was passed in 2004,
i.e. before the release of the White Paper. A national law is currently in the pipeline, however i
is possible that it will not include reference b tWhite Paper since, according to some national
experts it is not common practice to include refeeeto EU soft policies in national pieces of
regulation.

Thebibliographic researchcarried out in the framework of the Study on tekerence to the White
Paper in the French scientific literature on hegltiicy did not provide significant result either.
According to national experts the point is relateda general deficiency of research activity and
scientific production on prevention policy in Franc

Additionally it is worth to mention that in Frandbere is no institutional mechanism for the
stocktaking, analysis, and discussion of EU pdiicievolving all the relevant advisory and
technical bodies that are part of the institutioa@hitecture, and there is limited disseminatibn o
EU policies to concerned sub-national authoriteeg.(ARS).

A review of some possible factors affecting the @oim and implementation of EU polices on
health is provided in Table 2.1 below.

Table 2.1 — Assessment of possible factors affectine adoption and implementation of EU
policy

Obstacles/drivers Comments

The MoH concentrates the lion’s share of decisi@akimg

Institutional architecture (since uptake might be ; . - X
authority over public health policy. Unquestionalihe veneet

more difficult in more decentralised systems)

131 The 1999 Universal Health Coverage Aco@verture maladie universe)l@stablished universal health coverage,
entitling all residents to the right to SHI covesa§inanced mostly by the state.
132 hitp://www.atih.sante. fr/
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Obstacles/drivers

Comments

of distribution of powers that came with regionatisn has not
(yet) translated into an effective transfer of aatmy or
decision-making authority in favour of the outematches of
administration.

This situation would in principle be conducive taapid and
smooth integration of EU policies in the nation&lategies;
however, this seldom happens due to the lack dfuetsred
mechanism for the discussion of EU soft policieBcef with
the advisory public health bodies.

There is also no mechanism for the disseminationEbf
policies to policy-makers at regional level, whe aeportedly
often unaware of the existence of an EU policyiireq fields.

The different nature of the soft law instrument
chosen by the EU, i.e. whether Recommendations
Council Conclusions, or Commission
Communications (since MS may attribute a differe
level of priority or deal with them in a differeway)

France has a distinct regulative approach to healtioy,
5,which is connected to the above-mentioned cenaitédis of the
policy-making at the MoH level.

nt

The establishment of HAS — whose activities largalgsists in
developing soft policy instruments — has partiatijigated this
feature. Still, according to various experts, themains a sort
of cultural resistance towards the adoption of messsthat are
not mandatory.

Prior adequate discussion / consultation period
before the adoption of a EU Policy (since this may
facilitate adoption)

This is not perceived as a significant issue. Isihad cases the
matters addressed by EU health policy were alreastgred by
national policies or being debated.

Other aspects of legislative techniques adoptguitg
pressure on recipients (such as the inclusiondn th
text of deadlines for compliance or explicit reagt
requirements)

This is not perceived as a significant issue, sageentioned
above, EU soft policies have in general a limiteftlience on
national policies.

With respect to reporting, it appears quite sympattierof this
attitude the fact that entities like ti@mmission spécialisée
sécurité des patientsf the HCSP, who recently developed a
major study on patient safety situation in Fraiaaje not being
consulted by the MoH for the preparation of theorépn the
implementation of the EU Recommendation on patefty
recently requested by the EC.

Issues of national ownership (since policy items p
forward in the European agenda by individual MS
may encounter resistance in other MS due to ndti
experiences, cultural factors, traditions or techhi
obstacles to transposition)

UThe main cultural/political obstacle to the uptakd&U policies
in France is reportedly due to the fact that Fremedlth policy
Piitraditionally focussed on care (and specifichlthgpital care),
an comparatively less on prevention. The PHP La&¥42 has
somewhat strengthen the focus on prevention butjarm
upgrade in this sense is expected with the upcoméwgpublic
health policy. The uptake EU soft policies, which mstead
focussed on prevention, might have therefore lpepleaed by a
sort of misalignment with the national politicalgpities.

In this respect, the EU policy might have a greegérvance at
regional level. The regional strategic documengsiarfact
significantly focussed on prevention.

Adequate maturity, i.e. existence of sufficient
evidence (‘pilot’ experiences, evaluations, scfanti
studies) supporting the inclusion of a given policy
approach in the European agenda

The maturity of EU policy is not perceived as amiasue. On
the other hand, some national experts point aivéek link
between the research/experimentation level angdhey-
making level. In particular, there is the needverbaul
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Obstacles/drivers

Comments

research and studies on the efficacy of prevemaicies
(which is still underdeveloped), since this mayphablitical
endorsement.

Programming capacity (since some MS could find
difficult to cope with the total number of

Ifrhis is not perceived as an issue.

programmes, action plans, strategies requesteleby t

EU in a given period. Not only for internal capgcit
constraints, but also for the duration of the it
approval process)

Clear prioritisation of actions (since the inclusiaf
too many European items in the policy making
agenda might ultimately be detrimental for most
urgent priorities, particularly in times of finaati
crisis)

This is not perceived as an issue.

subject at the European level and the MS
participation therein (since this may facilitate
adoption)

instruments that might support the mainstreaminigof
priorities in national strategy. While this happémsertain
areas - especially as a result of scientific caltation within
networks or research projects - at the policy I¢hese
mechanisms are perceived as less effective forcEran

Pressure from stakeholders’ groups or lack thered
(since this may ultimately influence uptake)

fPressure from stakeholders’ groups may suppordbetion of
policies in specific areas (an example is providgdhe patient
safety policy) but cannot be generalised.

Other

According to some national experts there would becater
stocktaking of EU policies in France if the relevdncuments
were translated in French.
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B — Health in All Policies

1. Legal, Policy and Institutional Framework

Thenotion of“Health in All Policies” is not codified in French public health generdigo Often
expressions likesanté dans toutes les politiqlies “santé dans les autres politiquese used in
the literature but typically refer to the relevatfit and/or WHO concept, but there is no official
translation in the national framework.

The matter has however been largely debated. 1”2 200Haute Comité de la Santé Publique
(which in 2004 became th¢aute Conseil de la Santé Publiqurublished the report ka Santé en
France» that raised a point on the need to develop abwtal dimension in public health policy
which takes into account the health determinantgir@ating in other sectors like education,
agriculture, environment, industry, economy*&tc

Reportedly, the possibility to include HIAP in thational framework was discussed in the process
of the drafting of the 2004 PHP Law, but it evetijuacked the political support and the project
was abandoned. On the other hand, the PHP Law asuiadty reformed the institutional
mechanism for intersectoral coordination in pulblealth policy-making, by creating the National
Committee on Public HealthComité national de santé publiq@€NSP), which merged the
competences of two previous committe€orfité national de la sécurité sanitaiemd Comité
technique national de preventjpriThe CNSP involves representatives of all mirestragencies
and institutions whose activities are considerddvent in terms of possible consequences on
health, assisted by a technical secretariat estagliunder the DG%. It holds quarterly meetings
and prepares annual reports for the MoH. More fipalty, the CNSP has three main tasks:
* to identify the short/medium-term priorities of pigthealth as concerns prevention and health
safety — taking into account the objectives laid/dan the PHP Law;
* to coordinate the actions undertaken by the diffebedies of the public administration and the
health insurances in this field; and
» to establish the methods for the evaluation oftiigonal policy in this field.

In 2008 the CNSP envisaged the creation of a wgrigroup on the integration of health in all
national policies, with the mandate of devisingarete measures to facilitate the stocktaking of the
possible impact on health of other sectoral pddicihe working group has started operations in
2010, and so far its output has not led to anyitdagffect. Actually, the main perceived consttain
of overall CNSP activity is its scarce operatioetiicacy. As reported by the DGS general director
it would be useful to reinforce the steering fuanti(e.g. enhancing the juridical basis) and the
participation of appropriate representatives of meninstitutions®>.

The PHP Law had a 5-year time scope, and it is @gdethat it will be revised during the next
presidential term. In particular, it is anticipatét the new regulation would place more emphasis
on prevention policies. The conclusions of a rotaide on public health priorities held in 2008 and
involving the highest hierarchy of DGS, HCSP and3iAcluded a reference to HIAP as a “EU-

133 Haut Comité de la santé publique, ‘La Santé emd&a 2002’, 2002 « L’action sur les déterminargslal santé
releve de domaines trés variés, outre celui dadés en particulier éducation, agriculture, envwirament, industrie,
finances, etc. Cette dimension transversale n'asttpujours appréhendée [...] En fait, le degré dgnsatation du
systéme de santé constitue un écueil a toutenguhee cohérence ».

13 hitp://www.cis.gouv.fr/spip.php?article716

135 hitp://www.assemblee-nationale.fr/13/cr-mecss/1:1P12006.asp
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promoted instrument that might be usefully introgtliin a revised public health 1&%. However,
according to the experts consulted in the contdxthes Study, the HIAP concept has ‘lost
momentum’ and it is unlikely it will indeed be igi&ated in the new regulation.

The lack of an explicit reference to HIAP in theguatory framework does not entail that its
underlying vision and principles are entirely alisemational public health policy. In France, the
basic HIAP principles arde factosubsumed in the policy dmealth inequalities which has been
largely debated over the past few years, althotigh still not formalised in a comprehensive
document.

In this respect the PHP Law included the reductibrnequalities among the key principles of
public health policy, stating thapblicy objectives and strategic plans should taki® iaccount
disadvantaged groups, to the extent they are mgpesed to health issue determindntaut only
two of the 100 PHP objectives focussed on this #&mThe HCSP’s evaluation of PHP Law
published in 2010 insisted on the need to scalghepcommitment to the reduction of health
inequalities, going beyond the traditional perimeié equity of access to healthcare to embrace
considerations on the social, economic, geogragmicother contextual determinafits The HCSP
evaluation report cites the EU health programme828WL3 among the possible sources of
inspiration for the development of the nationalragh on social and environmental determinants
of health.

Other relevant recent publications issued by Frdrezith authorities in the past few years on this

theme include:

 The 2009 HCSP report which described in detaildfade of the art and proposed a series of
priority actiond®

« The IGAS report 2011 on social determinants ofthdakqualities™:

* The INPES (i) guidelines suggesting possible astionbe taken by ARSs to tackle inequalities
at regional level; and (i) review of relevant s¢ifn literature and available best practices.

The work plan 2011-2014 elaborated by tBenférence Nationale de Saniiédicates health
inequalities as a top priority for the national ltegolicy work** In 2010, the Minister of Health
announced that health inequalities will be a keyrth in the next public health a7

In addition to MoH (and line Ministries for crosatting policies), the following institutions
complete the picture on French HIAP:

» HCSP — as seen above, it has a central role in thesadvisupport and promotion of an
integrated policy on health inequalities, adaptingthis end international approaches and
practices.

* InVS - its involvement in HIAP-related matters concessentially the health/environment
theme. It conducts studies assessing the possiipact on health of environmental issues,
including various ‘zonal’ studies focusing on @i geographical areas. It also provides
methodological support, e.g. it has developed guede for the analysis of the health chapter of
impact assessments” aimed at assisting publicevffim the review of the dossiers submitted by

136 http://www.has-sante. fr/portail/upload/docs/apgiima/pdf/2009-02/synthesetr20_vvd2402.pdf

37 hitp://www.legifrance.gouv.fr/affichTexte.do?cid Fex JORFTEXT000000787078&date Texte=&categorieLien=id
138 hitp://www.sante.gouv.fr/IMG/pdf/Rapport_Haut_coihsee |la_sante_publique_- Objectifs_de_sante_publjugf
139 http://www.hcsp. fr/docspdf/avisrapports/hcspr2009 linegalites. pdf

140 hitp://www.ladocumentationfrancaise.fr/var/storaggports-publics/114000580/0000.pdf

142 hitp://www.sante.gouv.fr/IMG/pdf/propositions_deogramme_de_travail 2011 2014 210611.pdf

142 5ee http://www.ladocumentationfrancaise.fr/var/storagpports-publics/114000580/0000.pdf
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authorisation-seekers prior to the realisation odjgrts having a potential impact on the
environment.

* INPES - the national institution for prevention and hieatlucation is engaged in developing
and promoting knowledge of HIAP.

* ANSES - the national agency for health safety, food,iremvnent and labour is a centre of
expertise producing studies, scientific opiniongorés and others, including studies on
environment-related health hazards. It has anectie in the development of the intersectoral
action plans on health and environment 2009-20ti3haalth at work 2010-2014.

* ARS- HIAP principles and practices, especially in tieédd of health inequalities reduction —
have been included in the regional strategic hgalihs by numerous regions. The instrument
used to support concrete activities is the localthecontract Contrat Local de Santé - CLS
through which ARSs may assist municipalities arfeptocal bodies in implementing activities
aimed at achieving the objectives of the regioah pln some instances, specific provisions on
HIA have been included in the regional plan orrigdated “regional health schemes”.

2. Policy Implementation

Health Impact AssessmenfThe constitutional revieW® of 2008 and the following regulation
modified Parliament functions, introducing in thewtmaking procedure an explicit provision
requiring theex-ante impact assessmaitdraft laws [oi Organique n° 2009-403 art. 8}** In
particular, it becomes mandatory to evaluateriori the likely economic, financial, social and
environmental effects, as well as the expectedscastl benefits for the public administration and
the concerned citizens and private entities. Algiounot explicitly mentioned, potential health
impacts should be part of the assessment, as gmdiby the Government general secretariat in
charge for the methodological validation of thesalies“>. However, with the obvious exception
of draft laws having a specific focus on healths taspect seems only superficially taken into
account in the studies conducted so far. The metbgyg for the ex-ante impact assessment of draft
laws have not firmed up yet and, as highlightedabyeport of theComité d’évaluation et de
controle des politiques publiqué§ there is much room to increase the quality aedutiity of this
instrument.

A specific type of health impact assessment iseutin the framework of environmental impact
assessment&lA), which are mandatory prior to the realisatmiworks with potentially polluting
effects (e.g. industries, infrastructures etc.a Imutshell, the procedure involves the preparaiican
dossier by the authorisation-seeker including aifipechapter on expected health impact of the
project. The dossier is reviewed by the competatitaity which, depending on the complexity of
the matter, might be ARS, CIRE (the regional offic# InVS), or InVS itself in case of critical
dossiers. A HIA manual was prepared by InVS in 28®@ssist decentralised authorities in the
guality evaluation of the health section of the EdAssiers presented by authorisation-seekers.
When the competent authority establishes that tissidr is incomplete or undependable it hires an
external contractor to carry out a new assessmbatging costs onto the authorisation-seeker.

Outside of the environmental domain, HIA-like exses are sporadically being conducted at local
level, where there is a growing interest in crosstaral health policies especially in fields like
urban planning, housing, nutrition, education, spoetc. These experiences are mostly driven by

143 http://www.senat.fr/role/fiche/reforme_constit 20@nl

144 http://www.legifrance.gouv.fr/affichTexte.do?cid Fex JORFTEXT000020521873&date Texte=&categorieLien=id
145 Reported by the DGS General Secretary M. Metténdbthe HIA seminar organised by ti@entre d’analyse
stratégiqueon 28.01.2010

148 hitp://www.assemblee-nationale.fr/13/rap-info/i2Ggp
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policies on health inequalities, and in this sethgeapproaches used seem more inspired by the so-
called Health Equity Impact Assessment (HelA) thia. %’

Intersectoral Coordination.At the institutional level the above mentioned CNSRhe primary
body tasked with ensuring an adequate coordinaimnss ministerial services to ensure public
health is adequately taken into account in othetosal policies. As seen, a working group has
begun elaborating possible concrete provisionsadtdifate this process, but no output is available
yet. Since CNSP’s mandate also includes the deredap of methodology for the evaluation of
health policies, its relevance has in principlerbeehanced by the constitutional review brought by
theLoi Organiquewhich introduced the mandatoex antempact assessment of draft policies.

The process of preparation of impact assessmediestalready involves a certain degree of
intersectoriality. The draft study is prepared bg service competent for the policy being proposed
and submitted for review and approval to an intxdse group involving all other ministerial
services concerned. In this respect it is envisdlgadon matters having a possible effect on public
health, the DGS would assist the proponent in #sessment of the possible health impacts. The
study should ultimately be approved by the Govemtrgeneral secretariat.

Other experiences of intersectoral coordination aréhe basis of a series of other cross-cutting
initiatives like programmes (e.g. the various attmans on health at work, health/environment,
health/nutrition) and regulations (e.g. tobaccoaten, food products regulation, etc.). However,
these remain ad hoc isolated experiences, whilebasrved by some experts interviewed in the
context of the Study, there is a need to estaldishore structured framework for intersectoral
coordination both at national and local levels.

Concrete experiencedn practical terms, examples of implementatiortHbAP principles can be
found — if any — at the local level. These exparéanare often not even labelled or disseminated as
such, butde factocan be classified as initiatives contributing tdolc health mobilised by non-
health sectors. Most frequently these horizoniéibiives are activated at municipal level.

Community-level initiatives in France are suppotbgchetworks like:

« The WHO's Healthy CitiesRéseau Ville Santéwhich includes some 70 members in France
and encourages members to develop city ‘healthsplag disseminating know-how and
facilitating exchange of best practices among meghffe The network promotes intersectoral
activities that integrate health in overall asses#s of city-level public policy. The Network
declaredly focuses on intersectoriality in viewreflucing inequalities. Operationally, it works
as a platform for exchange of experiences and guoadtices, for which purpose it organises
conferences, seminars and trainings. PerformingsH$Anot a requirement to be part of the
Network, and therefore HIAs are not an establighedttice. However, some HIAs have been
conducted under the initiative of the Network.

e The associatiorElus Santé Publique et Territoir€ESPT) that gathers members of local
councils interested in developing integrated terid health policies, following up on the model
of a series of workshops on health in urban costekeateliers santé vill& (see below).

The Ateliers sante villeare another relevant local-level project. Esthigiisin 2000, they are an
instrument to facilitate the coordination of actersd the realisation of actions to reduce health

147 This also relates to the fact that HIA approadhésrance are largely inspired by other francophcmentries more
advanced on the subject, and in particular by Quislmlicies and methodologies, which are largelgteed on HelA.
148 hitp://www.villes-sante.com/

149 hitp://www.espt.asso.fr/index.php?option=com_cot&ask=view&id=17&Itemid=27
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inequalities in specific disadvantaged area. Thehaeism is the keystone of the health section of
CUCS - the contractual mechanisms through whiclSthte supports social cohesion at local level.
At present there are some 300 Ateliers in France.

At regional level some ARSs have included HIAP giptes (in a broad sense) in their regional
strategic health plans (PSRS) and in the conneptgtnal prevention schemes (SRP). The
implementation mechanism is based on the stipuaifdocal health contract€pntrats Locaux de
SantéCLS) with local authorities and other territoriphrtners, as well as the facilitation of
coordinated modalities for the inclusion of heaiftlother sectoral policies.

At the national level, concrete initiatives toudahpion some key principles of HIAP include:

0] in the field of intersectoral coordination, someaewles are the various intersectoral
action plans jointly set up and implemented by aasi Ministries and specialised
agencies (e.g. health at work, health and enviromniealth and nutrition etc.);

(i) with respect to HIA, similar instruments are usedeatially in the context of studies on
the impact on health of environmental issues @rgpollution, exposure to dangerous
substances et¢¥: and

(i)  conferences and seminars, such as the seminarisgdam 2010 by theCentre
d’analyse stratégiqueinder the auspices of the MoH on HIA methods amalyécal
approaches?.

Table 2.1 — Examples of relevant programmes andiatives

Year Level Initiative Description
2006 Local - Action plan : Intersectoral coordinated action involving varieesvices
Mouans- « Bien manger, bien | (education, youth, sport, civil society, communima urban
Sartoux bouger, c’est bon pour| Planning, finance etc.) and implemented along variaxes:
la santé » (i) consumption of fruits and vegetables; (ii)iaetmobility;
(iii) physical activity; (iv) youth and children adation; etc.
2011 Local - Health plan for the The health plan aims at supporting health promdtical
Strasbourg urban community local policies, by means of introducing a healtmponent in

the various sectoral plans, e.g. housing poli@ndport,
education in disadvantaged areas etc. The inigidtas since
2012 been financed by two Local Health Contraéts

2008 Local — Health Impact An example of HIA applied to an urban planning paj i.e.
Saint-Quentin | assessment the restoration of an urban area (i.e. Ecopolelar
en Yvelines

2012 Regional - Regional prevention The RPS recently passed in Alsace includes amoatggic
Alsace schemes objectives the “adaptation of health policy to kbeal reality

and the promotion of its stocktaking in other pabli
policies” *** More specifically, the documents envisages the
promotion of practices aimed at supporting theoiehtiction
of health considerations in other policies, working
partnership with the competent authorities, andrating

130 |n this respect see for instance the ANSES linevoik on the estimation of health impact due toiemmental
pollution and the quantitative assessment of hdwlttardshttp://www.afsset.fr/index.php?pageid=797&parenfids

151 http://www.strategie.gouv.fr/content/actes-du-seaitz % C2%AB-evaluation-d % E2%80%99impact-sur-la-sant
methodes-diverses-d%E2%80%99analyse-%C2%BB

152 http://www.strasbourg.eu/actus/actus?ItemID=3928388

153 http://www.ars.alsace.sante.fr/fileadmin/ALSACE/afsace/Projet_regional de sante/definitif/SRP_PRS2-

2016.pdf
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Year Level Initiative Description
coordination among the different actors.
2012 Regional — Regional Strategic Two main pillars of the draft PSRS &te
lle-de Erance | Health Plan () the foundation of regional health strategy on the
participation of all concerned actors, includingith
involvement in the evaluation of health impact of
actions in diverse fields, as well as a better
integration of health policy in the urban, housingl
environmental policy. And
(i) mobilising the various territorial actors in
tackling social inequalities of health, utilising this
end the CLS instrument.
2010 National Action plan 2010-2014The plan is a joint initiative of Ministries of Lalr, Health,
for health at work Ecology and Sustainable Development, coordinatetthéy
PST2 Plan ‘Santé au | Ministry of Labour. It involves also specialiseddies like
travail 2010-2014’ ANSES (for risks associated to products, and work
conditions) and InvV$>®
2009 National 2° National Health and The plan is a joint initiative of the Ministries Btology,
Environment Plan Health, Education and Research, and Labour. Itiegoalso
(2009-2013) various national technical agencies such as theéygtor
2° Plan National Santd Env_lronment_al and Occupatllonal Health Safety (Asgke
Environnement National Institute for Industrial Environment antks
(Ineris), and InvV&»®,
2011 National National programme | The plan is a joint initiative involving numeroudnistries
on health and nutrition| (health, agriculture, education, social cohesiorjrenment,
2011-2015 finance, culture etc.) as well as public agendlesINPES,
Programme National | INVS, INCA, ANSES and ANSM".
Nutrition Santé 2011-
2015

3. Factors Affecting HIAP Uptake

The possible main factors influencing the uptakell#P principles and practices in France can be

summarised as in Table 3.1 below.

Table 3.1 — Assessment of possible factors influegdhe adoption and implementation of HIAP

Factor

Comment

Unclear legal framework and methodology for HI
use in the public administration

IAThere is no obligation for public administratiortigas to use
a standard HIA definition in the policy-making pesses. Ag
noted by theComité d’évaluation et de contrdle des politiqy
publiquesthere is scope to improve the equality and utiity
ex ante policy impact assessments by developingopppte
methodologies and reinforcing feedback mechanisms.

The absence of a clear national legal frameworkibh (and
HIAP in general) results in experiences at locaklebeing
quite fragmented and dissimilar. There is no edfiti
transmission mechanism to transfer EU and intesnati
guidelines to local authorities, so there is a ifertion of
approaches inspired to a wide range of cross-bg

experiences. Some harmonisation is supported byonkes

154

idf-2011.pdf

es

rder

http://www.ars.iledefrance.sante.fr/fileadmin/ILEEEFRANCE/ARS/1 Votre ARS/3 Nos Actions/3 PRS/psrs-

155 http:/lwww.travail-emploi-sante.gouv.fr/espaces/iféail,771/dossiers,156/sante-et-securite-awatt®01/plans-

de-sante-au-travail-pst,548/plan-de-sante-au-t&@di0-2014,1629/

156 hitp://www.sante.gouv.fr/plan-national-sante-enmitement-pnse, 3480

157 hitp://www.sante.gouv. fr/IMG/pdf/PNNS 2011-

2015.pdf
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Factor Comment
(e.g. Villes Santé).

The above does not apply to health impact assessroamied
out as part of mandatory EIA, for which a manual gablic
officers has been developed by InVS.

Availability of sufficient epidemiological As showed in the HCSP evaluation report, the datdlable
information as a precondition on contextual determinants of health and ineqeslit
essentially come from ‘one-off’ research projeats atudies,
while there is a need for more regular and comprgie
monitoring. This would require: (i) the elaboratiohad hoc
indicators; (ii) to scale up and coordinate datiéection at all
levels (local, regional, national); (iii) the adapon of the
existing health information systems.

Availability of a sufficient number of professiosall The education and training programmes for health

trained in the subject matter professionals are mostly centred on biological mheitgants
and modules on social sciences are little develapethe
curricula.

Lack of a centre of expertise The need to createrdre of expertise and coordination pn

social inequalities of health is among the key pegis of
HCSP. The tasks would possibly include to fac#itat
coordination among institutions at national and-sational
level, to support research, to develop the experasd
practices on HEIA, to monitor the effects of pde
addressing inequalities, and to oversee the aviitjadnd the
coherence of relevant statistical and epidemiokigiata.

Political resistances in principle A systemic oisi of HIAP has been largely debated |in
France. The EU HIAP model has formally receiveditrby
policy-makers and high officials in various instaade.g. the
seminar on HIA in 2010). However, declaration oinpiple
has so far never translated into policy acts. Tatomale
behind the political unwillingness to follow up ¢his theme
(e.g. at the time of drafting of PHP Law) is una@rt but
according to some experts it is connected withttaditional
national approach on public health essentially $sed on
care and only marginally on health prevention.

Weak structures of coordination of intersectoral | As reported by the health general director befbeertational
cooperation assembly, the CNSP which is supposed to ensuneséuteral
coordination at strategic level needs to be mdiecg¥e. This
might require to review its juridical basis and |its
structure/composition.

4. Indicators

There is no monitoring system currently in placetiom degree of uptake of HIAP in the country
and no indicator has been developed to that airadldss to say, no study has ever been conducted
on the possible impact of implementing HIAP on Health status of the population. Summary
considerations on the proposed set of possiblendldators on the subject are reported in Table 3.1
below.
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Table 4.1 — List of potential policy implementatiomdicators

U

Code Indicator Notes
The HIAP concept is not formally translated in Felepublic health framework. In France, the basiamil
principles are de facto subsumed in the policy ealth inequalities, which has been largely debatext the past
few years, although it is still not formalised ic@mprehensive document.
The HIA methodology is not currently formalised Adlike exercises have been conducted at local lbuelvithout

Formal Adoption of EU HIAP harmonised approaches and methods.

1 |ANA1 ﬁqe;{ﬂg'g&c?gf(m RE* level) At the national level, health impact is considepad of the mandatory ex ante impact assessmatraifpolicies

’ introduced by thé.oi Organique A clear methodology has not been developed yebhe is expected in the future.
The indicator is deemed:
fairly valid (the lack ofa clear definition and methodology is highlightedh&ey HIAP uptake indicator, althpugh
with no specific link to EU policies)
highly feasible
Limited references to HIAP can be found in the siifie literature. Most of the relevant studies nented to HIAP
principles relate to health inequality policy ovennment—related health hazards.

Evidence of a Significant

2 |ANA.2 Debate in the Scientific The indicator is deemed:

Literature about HIAP fairly valid (the relevance of bibliographic references as dic#tor is accepted, but given the specific health
inequality focus, key words may need some adjustshen
fairly feasible(the ndicator is not used but bibliographic data cae#sly retrieved trough popular search engir
No reference to HIAP in national public health pgliThe concept can instead be found in some raygirategic

Existence of Health Policy health plans (e.g. lle-de-France, Alsace).

Documents Including a - . )

3 |PRI1 Commitment to HIAP Principle Th? '.”d'catof is deemed:

(incl. RE level) de_f|n|tely \_/al|d _ _ _ _ _ _ _
fairly feasible(the source of information consists of publisheduments, but regional fragmentation may require
some research effort)

The WHO is informed of intersectoral activities donted in the framework of the French Healthy Gifieetwork.

Reporting to International Regular reports are published that report on thigities of the network through its website; publions and

oS . seminars’ proceedings are made available. Othes i communication between the French Networkthad
Organisations of Commitment central coordination of the WHO Regional Office Europe are the network coordinators
4 | PRI.2 to HIAP Principle (for instance '

gr;r;?avr\n/zg)Healthy Cities The indicator i_s _deemed: . o .
of dubious validity (since HIAP is not explicitly included in Frencbkdith strategy)
fairly feasible(reports are published)

5 |PRLS Strategies/Programmes/Action There are no specific strategies/programmes/Adans specifically focusing on HIAP at nationaregional
: Plans Specifically focusing on | level. Regional strategic plans may include refeesrto HIAP principles in relation to health inelifies reduction.
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Code Indicator Notes
HIAP (incl. RE level)

The indicator is deemed:
fairly valid (broadly relevant in principle, but it loses sommportance if considered that there is no clear
commitment on HIAP at the general strategy level)
fairly feasible (the source of information consists of publisdeduments, but regional fragmentation may requjre
some research effort)
Some organisations like the Société Frangaisekdaluation are active in the promotion of the Hl&thodology.
The ESPT network gathers members of local couirtidsested in developing integrated territoriallttepolicies,
following up on the model ddteliers santé villécity health workshops).

PART 1 Existence of Advocacy NGOs | The indicator is deemed:

' Active in the HIAP Field of dubious validity (since it deals with a concept that is not systé&adtin the country and is not seen of immediate
use for policy-making purposes. The concept of N@@uly limits the typology of bodies potentially toking with
the indicator)
hardly feasible(the lack of a clear definition of scope and theeaize of a co-ordination mechanisms of such
NGOs makes it difficult to identify and quantifylegant actors)

Advocacy NGOs and stakeholders organisations araaily consulted in the process for the developnoéicross-
sectoral action plans like Health and Nutrition alle and Environment and Health at Work.
Involving of Advocacy NGOs
PART.2 in the Policymaking Process | The indicator is deemed:
(incl. RE level) of dubious validity (for the obstacles indicated under PART.1)
fairly feasible(official consultations of NGOs and stakeholdeestaacked and in principle the information should
be reasonably available on demand)
Sectoral experts lament the limited financial reses for the development of research on socialehkétants of
health, and epidemiological studies supportingctiikection of robust data to investigate sociabunaities of
Resources Made Available by health.
RES.2 mlilgoggzeﬁr;?tg?zﬁsmomfe ° "the indicator is deemed:
or Relative Terms fairly valid (but validity is somewhat limited by the absenta alear definition of HIAP)
not feasible(since there is no specific budget line for resle@rogramme on HIAP, the information should be
reconstructed via a potentially onerous and comm@eiew and re-classification of data on healtleaesh
expenditure)
The CNSP is the national body responsible to coatdithe actions undertaken by the different boafiélse public
administration and the health insurances with pbss$mpact on health and to establish the methodthé
Identification of a Body evaluation of the national policy in this fields inandate however does not include a clear referenidIAP.
ORG.1 Responsible for HIAP
Coordination / a Focal Point | The indicator is deemed:
definitely valid
highly feasible

103



Code

Indicator

Notes

Existence of a Centre of
Expertise Entrusted with

No single centre of expertise can be identified?B$ is the only national institution having estsiidid an office
engaged in developing and promoting knowledge @Rlbut so far the output has been marginal.

ANSES and InVS are centres of expertise with coempats on health and environment.

ﬁt local level, best practices are disseminateddtyorks such as ESPT and the WHO Healthy Cities

10 | ORG.3 Disseminating Best Practices ¢
Zﬁﬁo(é%?(l)ug?/')ng HIA The_ i_ndicator is deemed:
definitely valid
fairly feasible(mostly available information, but some researdaeéiired)
Since the passing of th®i Organique the impact assessment of draft laws is manda¥hen the proposal is
considered to have a potential bearing on hedlthPGS is expected to assist the proponent in miegduealth
impacts.
A specific type of health impact assessment iseaut in the framework of environmental impacessments
Introduction of HIA in Routine | (EIA), which are mandatory prior to the realisatmfrworks with potentially polluting effects (eigdustries,
11 | PRO.1 policy-making process (incl. REnfrastructures etc.).
level)
The indicator is deemed:
of dubiousvalidity (it requires a better specification of the methodgl— which needs to be standardised, the
scope of application, the modality etc., otherviigeindicator is imprecise)
fairly feasible(feasible in principle, but depending on the aboeetioned methods and procedures feasibility may
be affected)
The indicator is scarcely relevant since the piownis of PRO.1 are mandatory.
Local authorities may decide autonomously on tlilesation of HIA (e.g. in the framework of the ClsEipulated
Number of Relevant Institutionsvith ARS), but since this practice is not tracestegnatically and seldom evaluated, the informatieeded is not
12 | PRO.2 Complying with the above immediately available and would require some redear
Procedures (incl. RE level)
The indicator is deemed:
of dubiousvalidity (see PRO.1)
fairly feasible(some degree of fragmentation at regional level)
See PRO.1 on the introduction of mandatory impaseéssment at national level.
Implementation of Evaluations| /At regional/local level, evaluations of relevanitiatives are not systematic.
13 | EVAL.1 Cost Effectiveness Assessments
of their Policies (incl. RE level) The indicator is deemed:
highly valid (as confirmed by high-level experts)
fairly feasible(some degree of fragmentation at regional level)
Streamlining / modification of | In principle, a policy-making process can be braugha halt by the Government secretariat genardhe basis of
14 | EVAL.2 Policy as a Result of an the above impact assessments. Information on tligatibn of such options is not available in aggred form.

Evaluation Exercise / Cost
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Code Indicator Notes

Effectiveness Assessment (in¢iThe indicator is deemed:

RE level) highly valid (demonstrating the usefulness of evaluation)
fairly feasible(some degree of fragmentation of the information)
There are no established indicators to measure li#&ke. With the expected new public health palicy
expected that this gap will be filled, at leasfarsas health inequalities indicators are concerhiedvever, HCSP

Setting up of a System of respondents pointed to the absence of solid date#sure health inequalities, therefore an appatgpsystem for

15 | EVAL 3 Indicators to Monitor HIAP the collection and analysis of data shall alsodiesp.

uptake / Implementation (incl.
RE level)

The indicator is deemed:
fairly valid (logically sound, but requires a clear policy framoek and a specification of what has to be mondpr

fairly feasible(some degree of fragmentation of the information)

D

*RE =Relevant Entity
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C - Patient safety (PS)

1. Legal, Policy and Institutional Framework

A general policy on patient safety currently being developed by the Fremdmistry of Health
and Sport§MoH), and is expected to be released by the érDd2. Until now, the matter has
been dealt with through numerous but substantitdigmented ‘sectoral’ policies, focusing
especially on health products (e.g. blood for thasisns, drugs etc.), and in most cases reacting to
specific health crisis. In particular most effoitave focussed on tacklingealthcare associated
infections(HCAI or HAI, hereafter), and specificallyosocomial infectionsThis area is regulated

in France since 1988, and various 5-year programmags been implemented so far, the most
recent covering the period 2009-2013.

In 2004 the issue of healthcare-related adversetevefor the first time formalised in the natibna

public health policy. Two main pieces of legislaticontributed to this:

* Thelaw on Public Health Policy (PHP)which (i) included five PS-related objectives amon
the 100 national public health priorities that wedentified, (ii) lay the foundations for the
experimentation of a system for the mandatory tapgpr of serious adverse events
(implemented by InVS); and (iii) set up a medicatard observatory.

 ThelLaw on Health Insurance which established the HAS and paved the wayhferiniclusion
of a notification of adverse events and ‘near nssses part of the health professional and
facilities process of accreditation/certificatiorhe introduction of the concept of ‘integrated
risk management’ among the certification requiretmdras been conducive to the uptake of a
more holistic view on patient safety.

The achievements of the PHP Law were evaluated®$Min 2018, With respect to PS-related
objectives, the study findings were not particylaahcouraging: in only one case (i.e. the tackling
of HAI) some progress could be appreciated; inlagroinstance (i.e. the iatrogenic events related to
treatments) no improvements were reported, whiée rdmaining three objectives could not be
measured for lack of data.

Taking stock of the limited progress made through PHP Law (with the notable exception of
action against HAIl), the HCSP established a workgrgup specialised in PSC¢mmission
spécialisée sécurité des pati¢@SSP) which prepareddetailed report on the situation of PB
France and provided a series of principles and estgms for decision-makers centred on the need
to develop an integrated, systemic PS policy. Hport ‘Pour une politique globale et intégrée de
sécurité des patieritsvas published in November 201

In the same period, the results of the secepalemiological surveyof healthcare-associated
adverse eventsEfquéte nationale sur les événements indésirabdsscages aux SoirSNEIS)
conducted in 2009 were published. When compardteaesults of the first ENEIS, rolled out in
2004, the findings further confirmed the limitedgress achieved in the reduction of the incidence
of adverse events, with most of the indicators migwemained stable or registered only marginal
variationg®.

8 ttp://www.sante.gouv.fr/IMG/pdf/Rapport_Haut_coihsge la_sante_publique - Objectifs_de_sante pueéljdf
159 hitp://www.hesp.fr/docspdf/avisrapports/hcspr20121 olitiquesecuritepatients. pdf

180 Michel P, Lathelize M, Quenon JL., Bru-Sonnet Rniecq S, Kret M., Comparaison des deux Enquéteismédes
sur les Evénements Indésirables graves associésSaims menées en 2004 et 2009. Rapport final a REES
(Ministére de la Santé et des Sports) — Mars 2Bbideaux.
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Further evidence of the need to prioritise PS endbntext of French public health policy has come
from recent general public polls on confidence I thealth system, and on the perceived
acceptability of adverse everig users and physicians. The results of the sureagucted in 2011
by the Collectif Inter-associatif Sur la San{€ISS) showed a dwindling trend in public trust as
compared to previous years (and despite the impnenés made in the fields of e.g. HAI and safety
of transfusionsf’. Similarly, theMALIS study (Mesure de I'acceptabilité des risques Liés aux
Soing published by DREES in 2011, indicates that aflety of healthcare hazards are hardly
considered acceptable by the general public andigiaps alike®

Finally, a report published by DGOS in 2009 (knoagtheDédale Repoitevaluated the impact of

a ministerial circular disseminated in 2004 promgthealthcare facilities to set up an integrated
risk management plafY. The circular was accompanied by a working docurnentaining a series
of recommendations and best practices for heatfiitfes'®*. The results of the evaluation showed
that while significant progress has been achiewed number of areas, the uptake of a properly
integrated and coordinated risk management systasriagging behind.

With respect to healthcare services organisatios,reform of the health system brought by the
2009 Hospital, Patients, Health and Territories ¢gkciown asHPST Law) also explicitly mentions
PS issues among the primary responsibility of heale facilities. Art. 1 of the Law provides that
healthcare facilities take active part in the inmpdmtation of the national public health polioyer

alia by organising the fight against HAI and otheroggnic events, and by adopting measures and
procedures to ensure quality and safety of treatsn@mcluding drugs and devices).

The HPST Law also establishes (art. 118)Regional Health AgenciegAgences Régionales de
SantéARS) whose mission includes health surveillance. @ollection of reports of health-related
events) and the monitoring of the quality and sedétreatments.

The authority responsible for the drafting of tHe policy that will be released at the end of 2G2 |
DGOS. Aparticipatory policy-making procesbas been set up, including an advisory committee
and a series of working groups on specific aspettthe policy. All relevant institutions and
stakeholders organisations are involved, and mestmanhave been created for the consultation of
civil society and patients’ organisations.

While the detailed provisions of the draft law hana been disclosed yet, it has been anticipated
that PS policy will be centred omtiality managemetyti.e. the regulation will require healthcare
facilities to set up a quality system indicatimgter alia, one staff member in charge of quality
assurance, an integrated system for risk assessmdnisk management, and detailed procedures
for the optimisation of “critical actions” (e.g.dlpreparation of drugs for injection). The new law
also expected to streamline the governance of fls¢erm, which is currently very complex
(especially at national level) and with sometimasaitain definitions of roles and responsibilities.

http://www.ccecga.asso.fr/sites/ccecqa.cpm.aquasamv/files/ENEIS-RapportComparaison_2004-2009%20f
Mars2011.pdf

161 Astagneau P, L’Hériteau F, Daniel F, Parneix Pni¥e AG, Malavaud S, et al. ISO-RAISIN Steering Go
Reducing surgical site infection incidence throaghetwork: results from the French 1ISO-RAISIN siltgece system.
J Hosp Infect. 2009;72(2):127-34

162 Michel P, Quintard B, Quenon JL, Roberts T, Nitard<ret M. Etude Nationale sur I'acceptabilité d@incipaux
types d’événements indésirables graves associésoimesen population générale et chez les médeéRapport

final, Bordeaux, CCECQA. 20160ttp://www.drees.sante.gouv.fr/IMG/pdf/serieetud ol

183 hitp://www.sante.gouv.fr/IMG/pdf/resume_rapp_DEDAREdf

184 hitp://www.sante.gouv.fr/IMG/pdf/reco_gdr.pdf
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Table 1.1 — Legal and Policy Framework

Year Type Authority Title Comment
1953 Law Parliament Public Health Co@€ode de | In particular Part 6, Volume 1, Title 1,
(major la Sante Publique Chapter 1, Section 1 on the organisation of
reforms measures against healthcare-associated
in 2000, adverse events within healthcare facilitfés
2003
and Major reforms in 2000, 2003 and 2005.
2005)
2002 Law Parliament Law on patient’s right and thelt establishes the fundamental right to health
quality of health systemni 6i protection, which must be ensured by all
2002-303 du 4 mars 2002 means. It also provides that health structures
relative aux droits des maladesmust ensure equitable access to healthcare to
et & la qualité du systéme de | all and the safety of caf@&
santg
2004 Law Parliament Law on public health policy | It includes three specific objectives (and
(Loi n° 2004-806 du 9 ao(t corresponding indicators) focusing on the
2004 relative a la politique de| reduction of healthcare adverse events
santé publiqup (objectives no. 26, 27and 28).
2004 Law Parliament Law on health insurariga (| It establishes the Haute Autorité de Santé
n° 2004-810 du 13 ao(t 2004 | (HAS) with inter alia the mandate of
relative a I'assurance maladie| developing an accreditation system for health
professionals and a certification system for
health facilities, which involves the
notification of ‘near misse¥®,
2004 Ministerial | Ministry of Ministerial Circular It supports health facilities in drafting a
Circular Health accompanying general risk management plan, including
recommendations for the goals and required actions concerning risk
establishment of risk prevention and management, awareness-
management plan within healthraising, information, training and
facilities (Circulaire evaluation®.
DHOS/E2/E4 N° 176 du 29
mars 2004 relative aux
recommandations pour la mise
en place d’'un programme de
gestion des risques dans les
établissements de sahté
2009 Law Parliament Law on the reform of hospital&mong other things, it defines the roles ang
with respect to patients, health responsibilities of healthcare facilities and
and territoriesl(oi n° 2009- ARSs in the implementation of the public
879 du 21 juillet 2009 portant| health objectives related to the quality and
réforme de I'hdpital et relative| safety of care (e.g. through surveillance
aux patients, a la santé et aux mechanisms, quality plans and procedures
territoires) monitoring etc)”®.
2009 Inter- Ministry of Inter-ministerial Circular on | It defines the national strategy for prevention
ministerial | Health the establishment of a national of HAI at State, regional and local levels. It

185 hitp://www.legifrance.gouv.fr/affichCode.do?cid Text EGITEXT000006072665&date Texte=20120515

166 Kttp://admi.net/jo/20020305/MESX0100092L .htm

187 hitp://www.legifrance.gouv.fr/affichTexte.do?cid Tlex JORFTEXT000000787078&date Texte=&categorieLien=id

168 http://www.legifrance.gouv.fr/affichTexte.do?cid ilex JORFTEXT000000625158

169 http://www.sante.gouv.fr/IMG/pdf/circ176.pdf

170 hitp://www.legifrance.gouv.fr/affichTexte.do?cid ilex JORFTEXT000020879475&categorieLien=id
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Year Type Authority Title Comment
Circular Ministry of | strategic plan 2009-2013 for | develops the global strategy, indicates the
Labour the prevention of healthcare | authorities responsible for the prevention and
associated infections management of HAIs, and envisages specific
(Circulaire Interministerielle | actions to tackle HAI risk factors.
N°DGS/DHOS/DGAS/2009/26 1t complements two other HAI-related
4 du 19 ao(t 2009 relative a la strategies, namely:
mise en oeuvre du plan (i) The plan for the safeguard of antimicrobial
stratégique national 2009- efficacy 2007-2010
2013 de prévention des . .
infections associées aux sgins (i) The plan for.the management of multi-
resistant bacteria (yet to be released)
2009 Ministerial | Ministry of Ministerial Circular on the It provides the operational framework for the
Circular Health establishment of the national | implementation of the national strategic plan
programme 2009-2013 for the on HIA with respect to nosocomial infections.
prevention of nosocomial It includes also specific quantitative targets
healthcare associated and performance indicators. The document
infections(Circulaire also contains the evaluation report for the
N°DHOS/E2/DGS/RI/2009/2722005-2008 programmé.
du 26 aolt 2009 relative & la | Analogous programmes for the prevention of
mise en oeuvre du programme H|A in primary care and long-term care
national de prévention des | facilities are expected to be released soon.
infections nosocomiales
2009/2013
2010 Decree Ministry of | Decree on fight against It modifies some articles of theode de la
Health healthcare-related adverse Santé Publiquedefining, in particular the
events within healthcare structure and the respective roles and
facilities responsibilities, within healthcare facilities,
and relatecCirculaire N. of: (i) the general manager; (ii) the medical
DGOS/PF2/2011/416 committee; and (iii) the hygiene operational
(Ministerial Circular) teant”™
(Décret no 2010-1408 du 12
novembre 2010 relatif a la The Circular provides for the implementation
lutte contre les événements | mechanism related to the strategic and
indésirables associés aux soinoperational governance, training of
dans les établissements de | professionals, coordination among healthcare
santd facilities and the lik&*.
2011 Decision Ministry of | Decision on quality It supports the implementation of the HPST]
Health management of treatments and_aw (2009) with respect to the objective of

drugs within healthcare
facilities

and relatecCirculaire N.
DGOS/PF2/2012/72
(Ministerial Circular)

Arrété du 6 avril 2011 relatif
au management de la qualité
de la prise en charge
médicamenteuse et aux
médicaments dans les
établissements de santé

improving the prevention of errors related tg
treatments and drugs, and a better
management of risk§.

171 hitp://www.sante.gouv.fr/IMG/pdf/circulaire 264 18ID-2.pdf

172 htp://www. sante.gouv.fr/IMG/pdf/circulaire 272 Z®-2.pdf

173 hitp://www.legifrance.gouv.fr/affichTexte.do?cid Tlex JORFTEXT000023086417&date Texte=&categorieLien=id

174 http://circulaire.legifrance.gouv.fr/pdf/2011/12/cB4191.pdf

175 hitp://www.legifrance.gouv.fr/affichTexte.do?cid Tex JORFTEXT000023865866&date Texte=&categorieLien=id
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Year Type Authority Title Comment

2011 Review HCSP « For a general, integrated | It reviews the situation of patient safety in
patient safety policy » Opinion France, illustrating the progress achieved and
« Pour une politique globale et the challenges ahead. It encourages the

intégrée de sécurité des adoption of a national PS policy in France,
patients » Avis putting forward a series of principles and
approachéeg®.
2011 Decision Regional Decision on the regional It provides an example of regional strategic
Health strategic plan on health for the health plan. Patient safety is briefly
Agency lle-de-France Region mentioned amonyg its strategic objectives

(Arrété N° DGA2011/207 (section 2.2.2Améliorer la sécurité des

H ] H 7
Relatif au plan stratégique soins}”".
regional de santé de la région
lle-de-France

At the national levekhe institutions with responsibilities relatedd@tient safety are as follows:

* Agence francaise de sécurité sanitaire des proddissanté (AFSSAPS) everall supervision
on health products (drugs, blood, tissues etc.);

* Institut de veille sanitaire (InVS)- nosocomial infections reporting system, toxicowdgie,
and surveillance on diseases for which reportingasdatory ;

* Agence nationale de sécurité sanitaire de l'alimatibn, de I'environnement et du travalil
(ANSES)- veterinary pharmacovigilance and nutrivigilance(éood supplements);

» Agence de la biomédecine (ABM}urveillance on medically assisted procreation;

* Autorité de sareté nucléaire (ASN) radioprotection; and

- Haute Autorité de santé (HAS} reporting of potentially harmful events or ‘nearsses’
(événements porteurs de risgliERR), in the context of physicians’ accreditatsgystem.

Since 1999, there exists a coordination mechanisrsuoveillance grouping the above institutions
(except ASN) and the DGS. In 2009, a working graupthe organisation and functioning of
surveillance systems was set up by the committgaubfic health agencies (CASA); the Group,
however, does not really ensure coordination andagement of healthcare-associated adverse
events.

At the regional level the law identifies ARSs as the pivotal institasofor the management of
healthcare-related risk. ARSs should (i) define tinerall regional health policy, which
complements the national policy including elememwlated to territorial specificities, (ii) oversee
policy implementation, and (iii) ensure coordinat@mong the entities responsible for surveillance
and risk management. The coordination with theonali level is ensured by quarterly meetings
with the MoH. In the future, ARSs will also centsal the collection of information and data and
their transmission to the MoH. This will requireetdeployment of an information system capable
of centralising all relevant information flows, paf which currently by-passes the ARSs.

In practice, a certain degree of fragmentation ancertainty persists at regional level, e.g. with
respect to the supporting bodies like temtres régionaux de pharmacovigilan€gRPV) and the
observatoires du meédicament et des dispositifs amables (OMEDIT), whose tasks and
coordination modalities with ARSs vary across regio

178 hitp://www.hesp. fr/docspdf/avisrapports/hcspr20121 olitiguesecuritepatients. pdf
Y7 http://www.ars.iledefrance.sante.fr/fileadmin/ILEEEFRANCE/ARS/1_Votre_ ARS/3_Nos_Actions/3_PRS/psrs-
idf-2011.pdf
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ARS primary means to support better safety in #adthcare system consist at present of inspection
and authorisation. ARSs have the mandate to irgagsticases of serious adverse events and may
include quality and safety targets in the agreemtbmely stipulate with healthcare facilities.
Conversely, the strategic functions (developmerd BfS culture, promotion of good practices etc.)
are much less developed for now. The main reaswrthif are (i) the recent establishment of ARSs
(some of them have not yet finalised their regioplans and the relateschemal (ii) in the
absence of internal PS expertise, ARSs are foiteaely on external bodies (e.g. OMEDIT for
drugs, CCLIN for infections, or regional bodieselikthe Comité de coordination de I'évaluation
clinique et de la qualité CCECQA in Aquitaine), (iii) the internal orgaaion of ARSs where PS
responsibility is typically fragmented among di#fat directorates; and (iv) the limited budgetary
resources (and scarce autonomy to decide allo&tion

Compared to PS in general, the sub-national p@myernance and implementation system in the
specific field of HAI is much more established amell-oiled. TheCentres de coordination de la
lutte contre les infections nosocomial@CLIN )*"® exist since 1992, with the aim of facilitating
the implementation of HAI programmes and act asréference points for the MoH. They are
located within university hospitals and operatecastres of expertise assisting health facilities in
the optimisation of HAI risk prevention and managam CLLINS also coordinate the surveillance
of nosocomial infections, the epidemic alert systand conduct evaluations of the safety of care
practices within healthcare structures. Each offibee CCLINS covers a macro-region and since
2006 they operate regional networks Aftennes Régionales de Lutte contre les Infections
NosocomialegARLIN ). In partnership with thénstitut de veille sanitairéinVS), CCLINs have
set up a national network for the surveillancertalevestigation and reaction to HARéseau
d’alerte, d’investigation et de surveillance detetions nosocomialéRAISIN ).

2. Policy Implementation

Monitoring and Evaluation. The overall implementation of the policy is mongd by the MoH,
with the assistance of the various sectoral agsrame bodies and in coordination with the ARSs.
In particular, the MoH oversees all aspects relabeithe quality of service. It develops appropriate
indicators, defines roles and responsibilities leg tmonitoring system, receives monitoring data
from the various actors involved, elaborates asdaininates information and ensures feedback on
policy. A technical committee has been jointly bfthed by DGS and DGOS to this end, thee
comité technique des infections nosocomiales einflsstions liées aux soif€TINILS ).

As seen in the previous section, there are numeagesicies and bodies participating in the
monitoring of healthcare-related adverse eventg, VS for nosocomial infections and
toxicovigilance, AFSSAPS for the safety of healtbqucts, HAS for the reporting system related
to accreditation process, etc. Since their creatdd®Ss have been assigned prime responsibility for
the monitoring of policy implementation. In partiay the communication arrangements involve
that healthcare facilities report relevant eventgheir respective ARS, which in turn transmits the
information to the competent institution at natiolesvel. However, as discussed, ARSs have been
created very recently, and a number of them havgett been able to make the necessary
organisational arrangements required to carry buasks assigned by the law. An example is the
reporting of ‘near misses’ by physicians, whichaeedly often by-pass the regional level and
instead, report directly to the national sectorafgssional societies overseeing accreditation.

178 hitp://www.cclin-france.fr/annexe.asp

111



At present, the information on healthcare-relatelesse events comes essentially from the
voluntary reporting system described above. Thebmimof reports made by health professionals is
however quite small, especially when compared eoethidemiological estimates (based on ENEIS).
On top of that, the information is reportedly ofteirromplete and easily subject to bias. In this
sense, the information currently available doesatioiv to draw an accurate epidemiological map
of hazards, nor to evaluate the impact of the nreasiaken. Ultimately, the lack of adequate, solid
information deprives policy-makers of fundamentgduts for the fine-tuning of the policy and the
identification of priorities, both at national aregional level.

Nosocomial infections give a quite different, manecouraging picture. Since 2001 a well-oiled
network is in place that monitors and analyses dat&lAl (Réseau d’alerte, d’'investigation et de
surveillance des infections nosocomiéRISIN ), based on a partnership between InVS and the
five CCLINSs. In the framework of RAISIN various timatic networks have been established (i.e on
surgical site infections, multi-resistant bacteb&od exposure incidents, bloodstream infections,
HAI in intensive care units), which allow to havigih-quality epidemiological databases on HAl
Regular assessments of incidence and prevalertd@liadre conducted by InVS on the basis of the
RAISIN data®.

A comprehensive evaluation of the implementatio®8fpolicy in France has not been conducted
yet due to the absence of a full-fledged policyasowg all PS aspects. On the other hand, various
PS-related aspects have been assessed by sectbuations and studies. In particular:

* The PS-related objectives included in the PHP Lawelbeen assessed by HCSP in the context
of theoverall evaluation of the PHP Lawarried out in 2018%;

« The HCSReport on PSPour une politique globale et intégrée de séculité patients?

* The evaluation of the HAI programme 2005-2008vhich is included in the programme
document for the 2009-2013 prograntftieand

* Additionally the InVS report on a pilot project tieg) a system for the collection of reports of
adverse events other than HAI should be publisheke near futuré”.

Factors Influencing Policy ImplementationThe review of the evaluation reports availabld dre
evidence collected during the fieldwork allow temtify a series of factors possibly influencing the
implementation of EU policy provisions on PS.

Table 2.1 — Assessment of possible factors infliegd¢he adoption and implementation of EU policy
Factors Comments

Fragmentation | The lack of an integrated PS governance systerormmonly seen as a major limitation of the
French PS policy, which affects also the learninagcpss on PS. This gap is expected to be filled
by the upcoming PS policy due by the end of 2012.

The fragmentation regards in particular:

e the organisational structures, with numerous bodigslved having sometimes unclear |or
overlapping responsibilities, and little integraticommunication among sectoral systems;

e the approach to PS events, which appears not iguffig patient-centred, i.e. the various

179 hitp://lwww.invs.sante.fr/Dossiers-thematiques/Madadnfectieuses/Infections-associees-aux-soingéliance-

des-infections-associees-aux-soins-IAS

180 hitp://www.eurosurveillance.org/ViewArticle.aspx2itteld=19408

181 hitp://www.sante.gouv.fr/IMG/pdf/Rapport_Haut_coihsge la_sante_publique_- Objectifs_de_sante_publjugf
182 hitp://www.hcsp.fr/docspdf/avisrapports/hcspr20121 Qoolitiguesecuritepatients. pdf

183 http://www.sante.gouv.fr/IMG/pdf/circulaire 272 Z8D-2.pdf

184 http://www.sante.gouv.fr/IMG/pdf/ACTES collogue iRXER.pdf
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Factors Comments
healthcare actions taken by the patient are coreside isolation from each other, and litt
attention is paid to generate an integrated overakthe patient’s clinical pathway.
Financial Overall the budget allocations for ‘systemic’ PSddeen limited so far and have not been m

constraints

to any specific action plan and programme. In ib&dfof HAI, the financing of the mechanis
for surveillance and management (CCLIN, responsgbédf) is instead amcquissince many
years and has not been significantly affected ldgbtary cuts.

In some way, it is the French health financing eystthat may provide a disincentive
investment in PS. The financing system is not conauto the establishment of a holis
approach to PS, since it is based on a parcellirga@ actions where cause/effect links are
visible. The ftarification” model involves a fixed price per type of servibait there is ng
mechanism to track instances of hospitalisation thueconsequences of the care receiy
Therefore, health structures mag factobe financed to treat health problems possibly ey
them. Similar ‘reverse incentives’ can be founaaitsprimary care, where the patient’s traject
is also not traceable, and therefore adverse ewhmsto possible malpractices do not im
financial sanctions.
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Normative As discussed, France has traditionally had a réigalapproach in public health. This might
approach influence the importance attributed to ‘soft polioyeasures such as the EU Recommendation and
the like which, unless they are incorporated inamatl legal provisions, are not followed up on.
Legal issues Unlike other countries, the overall constitutioaald legal framework in France does not protect
(e.g. regarding | anyone reporting the occurrence of an adverse éx@ntjuridical consequences. This represents
the blame-free | a major obstacle inhibiting the functioning of artsparent and effective reporting mechanism.
reporting) The experimental initiative on the creation of duwmbary declaration system for serious adverse
events registered very limited participation (ampared for example with data collected through
ENEIS).
Reportedly, DGS has set up a working group in 2@itB the mandate of devising a possible
follow up to this initiative.
Training and In the field of training the dichotomy between Pdueation and the specific HAlI domain |is

availability of
qualified staff

remarkable. With respect to HAI, health professisnave a wide portfolio of continuoy
training offered by professional associations, &lised training bodies, universities, and ot
entities at local and regional level. The availi&pibf qualified staff in this area is reportedly
minor problem.

PS training is comparatively less developed angnfiented. At present there is no one visi

ner
a

on,

strategy or organisation for the development of iategrated education on PS for health

professional. Consequently, the availability of lifiead staff may pose a problem.

Information
system and
data

Availability of data and indicators for the measuent of PS policy is variable. Comprehens
data are mostly available on nosocomial infectiomigh all other type of adverse events be
measured only anecdotally. Outside of hospitads,imn the fields of primary care and long-te
care, measurable indicators on adverse eventdraostanon-existent.

In 2010, the HCSP published a study focussed omdtienal system for the reporting of adve
events by means of a benchmarking with other camsfi.e. the UK, Denmark, USA, Austral

and Canada}®. Two strategic priorities stemming from the resuif the study are: (i) better and

clearer governance and organisation for the deteethd communication of adverse events o
than HAI across the different levels (i.e. from pitesls to central institutions); (i) a bett
integration of existing sectoral surveillance sgseand databases (e.g. the SNIIR of the he
insurance) into a comprehensive information systapporting integrated risk management.
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3. Indicators

As concerns thindicatorsused to measure the performance of PS policypringary reference is
thePHP Law. The Law includes three specific objectives antesponding indicators related to
iatrogenic events, as follows:

185 hitp://www.hesp. fr/docspdf/avisrapports/hcspr201@MD 7anabibsecupatients. pdf
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0] Objective reduce by 2008 the occurrence of iatrogenic evdating hospital stays from
10% to 7%. Indicatomproportion of hospital stays during which a igaic event occurs.

(i) Objective reduce by 2008 the incidence of iatrogenic evamisted to ambulatory
treatments and requiring hospitalisation from 180,pPer year to less than 90,000 per year.
Indicator incidence of hospitalisations due to iatrogenwerdgs related to ambulatory
treatments.

(i)  Objective reduce by one third the incidence of avoidablegenic events in hospitals and
primary care facilities. Indicatard1) number of hospital stays registering an axbid
iatrogenic event; (2) number of hospitalisation® da iatrogenic events in a year; (3)
number of deaths having iatrogenic events as pyircause. The Law specifies that the
measurement of these indicators is subject to wadability of national epidemiological
data collected through regular surveys.

It is unclear at this stage if and which indicatatii be included in the upcoming new law on PS,
since the matter is not included in the specifaratiof the working group currently working on the
text. In any event, it is anticipated that possibiéicators will focus on outcomes rather than on
processes.

As concernsnosocomial infectionsand in connection with the RAISIN network, a serief
indicators have been developed by InVS upon reqokshe MoH®, aimed at measuring the
actions undertaken by healthcare facilities to ceddAl. The system is based on an electronic
registry (‘tableau de bor developed by theagence technique de [Iinformation sur
I'hospitalisation (ATIH), where facilities must regularly feed upddtinformation. About 2,800
facilities participate in this mechanism. The imi@tion collected is then aggregated at central leve
and used to: (i) compare the effects of the actiordertaken by facilities; (ii) analyse the evaiuti
overtime; (iif) provide users with transparent imf@tion on HAI hazards. The elements of the
registry have evolved since its establishment itd2&nd now comprise the following indicators:

 ICALIN2 — composite indicators compounding indicators teelato the organisation, the
resources and the process in place within faalitoe the fight against nosocomial infections;

» ICSHAZ2 - indicator on the consumption of alcohol handstdducts;
* ICA-LISO — composite indicator on the frequency of surgsti@ infections;
* ICA-BMR — composite indicator on the control of the diftussof multi-resistant bacteria,

« ICATB - composite indicators measuring the correct useardimicrobials (including
organisational aspects, resources allocated atiativies implemented); and

 SARM - incidence of infections due to Methicillin-rdsist Staphylococcus aureus (MRSA).

The above indicators (except SARM) are further eggted to provide a synthetic aggregated
indicator assigning a ‘score’ (from A to E) to edability.

The above indicators have been revised in 2012 tmynésterial decision in order to ensure better
consistency with the indicators laid down in 2@09-2013 programme document for nosocomial
infections (see Table 3.1 belowj’ Some of the programme indicators are howevermtded in
the registry, therefore alternative specific daglection actions should be envisaged. According to
the ministerial decision, the nine quality indicatBAQSS (ndicateurs Pour I'Amélioration de la

18 These indicators have been developed by meansDeflghi methodology. The draft list of indicatoravie been
further tested for feasibility by a research tedraxperts created by the MoH.
Bhttp://www.legifrance.gouv.fr/affichTexte.do;jsessid="cid Texte=JORFTEXT000025145419&dateTexte=&aid A
ion=rechJO&categorieLien=id
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Qualité et de la Sécurité des Sqgietaborated by HAS in the framework of the cegtifion process
are integrated in the list of the mandatory dataggeriodically provided by facilitié®,

Table 3.1 — Objectives and indicators of the 2022 programme document for nosocomial infectiofts

Theme

Objectives and indicators

Improve the
prevention of
infections related
to ‘invasive acts’

Outcome indicators:

Process and structure indicators

Catheter-related bloodstream infections in intemspare decrease by 25% before 2012
(source: RAISIN)

Incidence of surgical site infections related tawtrisk’ operations decreases by 25% befpre
2012 (source: RAISIN)

Blood exposure incidents decrease by 25% (Soura&sIRI)

100% of intensive care units adopt by 2012 a pre@dool, such as a check list, to be
followed when installing central venous cathetemptevent infections;

95% of surgical facilities integrate by 2012 thenitoring of surgical site infection in thejr
information system;

100% of surgical facilities adopt by 2012 a progatitool, such as a check list, for the
prevention of perioperative infections;

100% of facilities have set up before 2012 a metiocahalyse the causes of serious adverse
events;

100% of facilities ensure the surveillance of blagbosure incidents and have a protocol
for the rapid response to such events.

Control the
diffusion of multi-
resistant bacteria
and the
emergence of

Outcome indicators:

Incidence of MRSA decreases by 25% before 2012¢soRAISIN)

The proportion ofnterococcus faeciustems resistant to glycopeptides remain below|1%
at national level (source: EARSS network)

potentially Process and structure indicators
gpide.mic e 100% of facilities have achieved by 2012 their ¢argf consumption of alcohol handrub
infections products;
e 100% of facilities have established by 2012 anoactplan to fight the diffusion of
multiresistant bacteria;
* 100% of concerned facilities have introduced by2@ie practice of the reassessment of
antimicrobial therapy in their antimicrobial usdipg;
e« 100% of facilities have set up by 2012 a resporiae p case of potentially epidemijc
infections;
« 100% of facilities have established by 2012 the itooimg of certain vaccination.
Improve the Process and structure indicators

organisation of

the mechanism for

the prevention of
nosocomial
infections

100% of facilities have set up by 2012 a procedoréhe internal and external notification;

100% of facilities are compliant with the specifioas on the deployment of hygiene
operational teams by 2012;

100% of facilities have instruments for the evaluabf professional practices related to the
management of infection hazards by 2012;

100% of centres taking part in the programme fonglex osteoarticular infections evaluate
patients’ satisfaction by 2012.

188 hitp://www.has-sante.fr/portail/icms/c 493937 /ipmiredicateurs-pour-l-amelioration-de-la-qualitedetia-securite-

des-soins

189 The indicators reported in Table 3.1 are drawmftbe French national plan on nosocomial infectidifey have
been largely taken into consideration in the anslg&the proposed indicators developed underShisly, as provided
in Table 3.2. In this respect, it is important twther highlight that the indicators elaboratedemthe Study are broader
in scope, since they are not limited to nosconmifddtions but address the patient safety issud@mvhole.
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With respect to internationally-accepted patientetsaindicators (PSI), in 2011 DREES has
published the results of thresearch project on the development of P&t the basis of hospital
medical-administrative databas®sMore specifically the project aimed at devisinmathodology

for the exploitation of the data available throufk Programme de Médicalisation des Systemes
d’'Information (PMSI), with a view to the creation of a modelftoecast PS hazards. The project
has been developed as a partnership among HAS, BRIG# the Hospices Civils de Lyon, and is
part of the international programme put in place thg IMeCCHI consortium (International
Methodology Consortium in Coded Health Informatibmharmonise and validate common PSI.

Finally, the above mentionddNEIS surveys represent another useful source of datacém be
used - although with some limitations - to meadtee evolution of healthcare adverse events in
France in a longitudinal perspective. The maindathr used in the ENEIS studies regards the
frequency of serious adverse events occurred dinaspitalisation (6.2 per 1,000 days in 2009),
which is further broken down and analysed by mddieevice and typology of patients.

190 Kttp://www. sante.gouv.fr/IMG/pdf/seriesource  metP@ghdf
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Table 3.2 — List of potential policy implementatiomdicators

Code

Indicator

Notes

1 |HAR.A4

Alignment of Data
Classification Systems to
Standardised Given Procedurg

In the field of HAI, the data collected by InVS ¢dluigh RAISIN are harmonised (and already exchangét)ECDC
classification system.

With respect to other adverse events, the typats dnd the modality of collection will be deteretrby the
2gIpcoming new regulation, so it is too early to veflether this will be harmonised with relevant stanls.

The indicator is deemed:
definitely valid
highly feasible(the collection of information requires minimal af)

2 |ANA1

Adoption of a
Methodology/Problem
Definition in line with
international standard

With respect to adverse events, a recent DREEY siidted to the absence of a formal definitiorgslcation.
Operational definitions used so far are based emtain international classifications and acadentckg®™. A
similar issue emerged from the InVS pilot projecttbe reporting of adverse events other than HAI.

The upcoming regulation on PS due by the end o2 20&xpected to fill this gap, and make this iattic feasible.
As regards HAI, methodologies and definitions aresistent with ECDC work.
The indicator is deemed:

fairly valid (logically sound, but not particularly useful foolfcy makers)
highly feasible(in perspective)

3 |OUT.1

Specific Outcome Indicator for|
the Stated Objective

Part of the OECD outcome indicators of PS are btated (but data are not systematically availableational
level for all of them), i.e.

— Catheter-related bloodstream infection

— Postoperative pulmonary embolism (PE) or deep tremmbosis (DVT) (included in the last generatidn

indicators to be reported by facilities)

— Postoperative sepsis (it is part of the compos§is-LISO indicator)
No data are instead available for the other fouCOButcome indicators:

— Accidental puncture or laceration

— Foreign body left in during procedure

— Obstetric trauma — vaginal delivery with instrument

— Obstetric trauma — vaginal delivery without instemh

O

The indicator is deemed:
fairly valid (as demonstrated by partial adoption)

fairly feasible(since part of them are already measured)

191 Nacu A, Benamouzig D, Michel P. Analyse sociologigies politiques publiques de réduction des événtsniedésirables graves (EIG) a travers leur peimeppar les acteurs sanitaires ; Etude EvolEneisdS

Rapport final a la DREES (Ministére du travail,Igenploi et de la Santé), Paris, March 2012.
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Code

Indicator

Notes

Establishment of a PS Strateg

A comprehensive PS policy is expected by end oR28b far, national programmes have covered onli: HA

With respect to the validity of this indicator, tleek of any reference to the content of possibbgmmmes is seen
as problematic. Disparities across programmes eaigmificant.

y /

PROG.1 Programme / Action Plan The indicator can also be refined replacing theresfce to the coverage of ‘whole population’ to¢beerage of ‘all
covering the Whole Population facilities’ or, even better, the inclusion of PSsimlerations in all sectoral health programmes.
The indicator is deemed:
fairly valid (see abovementioned suggestions for refinement)
highly feasible
The upcoming policy will have then to be integraitedegional health programme. Some ARSs have d&rea
established their programme, sometimes giving Baanit emphasis to PS issues. In the Nord-Pas-d#&sRegion,
for instance, the regional programme on HAI goel beyond national prescriptions due to the higigtrency of
epidemics.
Number of RE with
Strategies/Programmes/Action The existence of regional plans can be easilyieerdit central level, but the information on thatemt of
PROG.2 Plans Implemented at the Subftprogrammes with respect to PS is not tracked agthtnie complex. However, it is likely that the npalicy will
national Level (% of population envisage specific provisions for regional prograreraed related monitoring mechanisms.
covered)
The indicator is deemed:
fairly valid (logically sound, but since PS policy is expectetdeé mandatory, compliace can be assumed and the
indicator loses relevance)
fairly feasible(some regional fragmentation issue is anticipated)
As concerns the regional level see PROG.2 above
Number of RE with a At the local level (health facilities), it is rela¢ly easy to retrieve the information on the fdigis keeping a registry
Strategy/Programme/Action | on HAI (i.e. through InVS) and having a qualityaare plan in place (i.e. through HAS). Conversiglfgrmation on
PROG.3 Plan still in its Planning Phase| policies and actions taken with regard to otheaBj%ects, is available only for a very limited numbiefacilities.
or Implemented on a Local Pilot
Basis only The indicator is deemed:
fairly valid (see PROG.2)
fairly feasible(see PROG.2)
There is no specific research programme for PSande, but the PHR®fogramme hospitalier de recherche
Preparation of Specific clinique) includes nosocomial infections among its themattiorities.
PROG.RES Programmes, such as (but nOt\PS-reIated themes are also addressed by reseajebtpifinanced under the PREQHQ@Bogramme de recherche

only) Research Projects, on P
related Subject

Pen qualité hospitaliee

The indicator is deemed:
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Code

Indicator

Notes

fairly valid (subject to a clear definition of the scope)
highly feasible

Involvement of Advocacy

NGOs and CSOs at large are usually consulted dtimgolicy-making process. However, there seenhe tioo
formal recognition of their right to be involvedtime policymaking process.

There are CSO representatives in the steering grbtie nosocomial infections programme.

1%

8 | PART.2 NGOs in the Policymaking
Process (incl. RE level) The indicator is deemed:
fairly valid (logically sound, but involvement is a vague teamg NGO seems too limited a category)
hardly feasible(the absence of a structured mechanism would reduicollect the information on a case-by-cas
level)
National experts consider it an interesting indicdut unlikely to be feasible. NGOs receive supfartheir
Provision of Support to activities mostly from the private sector (and stmes by the pharmaceutical industry).
9 |PART 3 Advocacy NGOs active in the
’ Given Policy Field (incl. RE | The indicator is deemed:
level) fairly valid (however consensus seems not unanimous, useflibrgsslicy-makers is not apparent)
hardly feasible(see PART2)
The indicator is considered very relevant, butrthve information on projects financed is not immeelaavailable.
The three main sources of financing are:
e PHRC (see PROG.RES above)
e PREQHOS (see PROG.RES above)
e Research studies directly financed by DGS or DGOS
- - +.Through the MoH website it is possible to consudt list of projects approved under each call, bsgarchable
Existence of Research Projects : . . . ; ) . ) )
10 | RES.1 inxtlhe PS Field 1 database of projects allowing to filter those fajlin the domain of PS is not available. The MoWljsihed a list of
HAl-related projects in the evaluation report of 2005-2008 ProLIN programme.
Information on privately-financed research is naitable.
The indicator is deemed:
definitely valid
hardly feasible(the information is fragmented and would requir@a negligible effort to reconstruct it)
The indicator is in principle considered very uséfsome of the experts consulted since it woblaws how poorly
Resources Made Available by research expenditure compares with overall healplemrditure.
11 | RES.2 MS to Research Programmes “he summary data sheets of projects made avaibablee MoH website do not indicate the projectdugaThis

the PS Field in Either Absolutg
or Relative Terms

information is presumably easily available throtigé MoH but not to the public.
The indicator is deemed:

definitely valid
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Code Indicator Notes
hardly feasible(the information is fragmented and would requir@a negligible effort to reconstruct it)
This information can be in principle retrieved thgh ordinary international scientific databases,dbypresent it is
reportedly not tracked by any institution and tiiere it would require some efforts.
Number of Studies/ Publication®©n a different note, the scientific production afuersity clinics (CHU) is instead tracked by meahshe SIGAPS
12 | RES.3 Produced by Research system®2 one reason for this is that the public finandiney receive it tied tdnter alia, their scientific production.
Programmes in PS Policy Fiel
The indicator is deemed:
fairly valid (standard indicator for research measurement, $efuilness for policy-making not fully recognised)
hardly feasible(see RES.1)
Number of Citations of the See RES.3 above
Studies Financed under the
13| RES4 Programme Above in the The indicator is deemed:
Scientific Literature fairly valid (see RES.3)
hardly feasible(would require an ad hoc research to identify #lewant studies — see RES.3)
A conceptual difficulty of this indicator is how ttetermine the unit of analysis (what is a ‘camp&gvhat actions
does a campaign imply, concretely?). Unless theraatf the initiatives being measured is precisifined, the
validity of the indicators is questionable.
Having said that, France has been among the majargiers of the WHO'’s “Global Handwashing Day” agidce
Number of 2011 they organise in November the PS week wittouarinitiatives to inform the general public.
Information/Awareness Raising
Campaigns and Dissemination] Other initiatives of this kind — if any - are typity organised at local/regional level. Some gatile information in
14 | AWA.1 initiatives for practicioners on | this respect can be then collected through ARSs$shutt systematically available.
PS policies and issues in a
Given Year INPES is the body normally responsible for educwatlanitiatives on health. It has organised numsrioitiatives on
the correct use of antimicrobials, but not as mueiPS.
The indicator is deemed:
of dubious validity
hardly feasible (only very partial information can be retrieveddan any case the effort required is potentially
significant)
Level of Awareness about PS | CISS conducts periodically a ‘barometer’ surveyameing,nter alia:
15 | AWA.2 issues among the Population a. The proportion of people thinking they are welleinmed on the quality of care they are going to
receive when they see a health professional (doem 84% to 79% from 2010 to 2011);

192 http://www.sigaps.friindex.php
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Code

Indicator

Notes

b. The proportion of people satisfied with the infotrna made available to them on the action to take
case of post-treatment problems (from 70% to 66%).

The facilities’ registry system allows the publicttave transparent information on the HAI situafiomost of
country’'s hospitals. No information is instead dissnated on other PS issues.

Limited information is disseminated on the effdhat are being undertaken to ensure quality aretysaifithin
healthcare facilities. This may contribute to aerynegative perception of safety conditions (eegults of the
MALIS study).

The indicator is deemed:
definitely valid
fairly feasible (on the basis of existing report, but the scopebmanlarged)

Trend in the Level of

Same as above

16 | AWA.3 Awareness about PS issues | The indicator is deemed:
among the Population definitely valid
fairly feasible
Estimate of Population Reached he indicator is deemed:
by Information Initiatives in of dubious validity (see AWA.1) _ _ _
17 | AWA.4 Absolute Terms or Relative to | NOt feasible(most of the information needed is essentially ailable and cannot be reconstructed)
the Potential Target
It is not feasible to disaggregate financial altamas to PS from the overall budget, since in taefication’ system
PS is a horizontal task included in the variousises. Furthermore, regions provide additionalficiag to facilities
on the top of the MoH budget, following their owtiteria and modalities. Some hospitals keep vetgitbal records
but this cannot be generalised.
In principle it would be possible to retrieve firtgal data on the state budget and expenditurédkmanagement
Total Budgeted Funds to personnel at facility level.
18 | EUND.1 Specifically Implement PS
' Policy in Absolute or Relative | With respect to HAI there is an obligation to iratie resources allocated to specific actions (setlicators
Terms included in thetableau de bor{. These figures are however not very reliablesifacilities tend to overestimate
them in order to obtain higher scores.
The indicator is deemed:
of dubious validity (since PS is a cross-cutting theme and has naaifiedicated budget)
not feasible(most of the information needed is essentially ailable or not reliable)
Total Public Expenditure to Same as above.
19 | FUND.2 Specifically Implement PS

The indicator is deemed:

Policy in Absolute or Relative
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Code Indicator Notes
Terms of dubious validity
not feasible

Total dedicated infection contr

This information may be relatively easy to obtaithwespect to HAI, as this indicator is used iartae.
Ol

20 | FUND.3 staff (absolute terms or per 1000he indicator is deemed:
beds) fairly valid (definitely valid in the case of HAI, while it refms to be seen if a similar indicator may covep&#s)
fairly feasible (indicators collected for HAI, but substantially mformation available for the rest)
At the national level the overall responsibility S is shared between DGS and DGOS.
ARSs are the coordination bodies at regional level.
21 | ORG .1 ::‘c)ienuﬁca_tlon ofa Bqdy At local level, Decree 1408 (and associated cirdyleovides that the medical committee of healtbeructures
. esponsible for Policy o bt RO : . ) ;
Coordination / a Focal Point (commission médicale d’établisseni®@ME) identifies a risk manger coordinator.
The indicator is deemed:
definitely valid
highly feasible
There is integration with the EU level in vari@reas:
* HAI —via the RAISIN network to ECDC
e Antimicrobial resistance — via InVS and Onerbaht®e European network EARSS
Routine Interaction with e Antimicrobial consumption — via AFSSAPS to the ESA&work
22 | ORG.2 European Institutions on PS by  «  Research — two programmes dedicated to researef\bare coordinated by French bodies, i.e. IPSE and
' Means of a Well-identified MOSAR
Institution
The indicator is deemed:
fairly valid (the possibility of numerous institutions involvekould be forseen)
fairly feasible(the information can be retrieved from relevantitnfons with minimal effort)
There is no one body acting as the single PS redtaantre of expertise. At national level this rdg@layed by HAS
but also by other sectoral agencies (InVS, AFSSARS)
EX|stence of a Centre .Of At sub-national level there are bodies like the CEX2\ in Aquitaine and the five interregional CCLIN®t assist
23 | ORG.3 Egpems_e E_ntrusted with . | healthcare facilities.
Disseminating Best Practices in
PS Area The indicator is deemed:
absolutelyvalid (the issue has been pinpointed by some high-lenezidh experts)
highly feasible
Creation of a Network of The PS governance system is still to be defined.
24 | NET 1 Institutions to Implement the P|S

Policy

In the field of HAI there is a network includingetimational level bodies (e.g. InVS) and regionahterregional
ones (CCLINs and ARLIN)
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Code Indicator Notes
With respect to the intersectoral coordination naeism, France has reportedly not implemented the EU
recommendation on the creation of a coordinationharism on the prudent use of antimicrobial agents.
The indicator is deemed:
fairly valid
highly feasible
Since the PS policy has not been released ystidbi early to assess indicators in this respemiveéver, some
preliminary feedback on specific aspects of thepgdlicy can be provided:
» Development of tools/systems (incl. the use of IEBn upgrade of the information system will beassary,
Number of RE Complying with especially with respect to the planned introductbreporting of non-HAI adverse events. The sedtor
X information system needs better integration;
the Several Possible Relevant . ; . .
o5 | DEL.2 Features of Policy . _BIame—free reportmg.a_nd Igarmng system on adveveets_ —itis foresegn, but requires to be adapt&rench
Implementation Modalities Jur@cal systgm. A ministerial comm|_ttee is curtly studying the matter, and
Stated in the EU Documents Active surveillance system for HAI — indeed, thare many thematic systems gathered under RAISIN.
The indicator is deemed:
of dubious validity (considering that various EU policy featuires apé openly adopted)
hardly feasible (the information needed to measure this indicatdmraod, complex and poorly structured, so it is
estimated that a significant effort would be reqdjr
This indicator has the major limitation of not dging the nature of the initiatives that it aimsduantify In the
Number of Significant case of PS, they may be very different and not @aige. Serious doubts on its validity have beéseda For the
Initiatives (i.e. above a certain| same reason, its feasibility appears problematic.
26 | DEL.3 threshold value) Undertaken tq
Specifically Deliver Policy The indicator is deemed:
of dubious validity
hardly feasible
Training activities financed under the nosocomiétction programme are on best practices of hddpygiene and
management of infection hazards. In the HAI figltere are also various training modules organigetthd
professional associations, and local and regiorstitutions.
Implementation of Training | The introduction in thetableau de bordof an indicator on the proportion of professianbhving received specific
27 | TRAI1 Courses on PS-related Subjecttraining is reportedly being considered.

for Healthcare Personnel (incl,
RE level)

The PS remains instead poorly addressed and antrie®re is no strategy, structure and organisdtiothe
development of PS training.

The indicator is deemed:
definitely valid (it will possibly be included among national indices)
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Code

Indicator

Notes

hardly feasible (information fragmented)

Total Number of Trained

There are figures available on trainings providetidalth professionals under the nosocomial irdagirogramme
(330,000 in 2007), as well as on the total hoursaihing.

More general data on all types of PS-related tngimttended would require specific research.

28 | TRAI.2 Healthcare Workers on PS-
related Subject The indicator is deemed:
definitely valid (see TRAI.1)
fairly feasible (in perspective)
With the exception of the courses organised urftenbsocomial programme, this information is comsd very
Resources Made Available for difficult to obtain.
TR oot soiee e cato s deemec:
definitely valid (see TRAI.1)
fairly feasible (in perspective)
The PS is already in the curricula of nurses angigfans although there is scope for its strengdtitgrespecially at
higher education level.
Introduction of PS in Relevant Since 200.3 itis part of the mandatory modulegHercontinuous training of non-health professiomassking within
30 | TRAIL4 . . health facilities.
Curricula (incl. RE level)
The indicator is deemed:
definitely valid
fairly feasible
Since PS policy is not in place yet, this indicasoof limited use.
Individual aspects (practices, standards, resoftB)S policy have however been extensively evatuai¢he past
year, and in particular:
PS policy evaluation (i.e e The PS-related objectives included in the PHP Lawehbeen assessed by HCSP in the context of thiallbve
policy o evaluation of the PHP Law carried out in 2010;
31| EVAL.1 regular review of practices and o S P i
standards ) e The HCSP report on P¥eur une politique globale et intégrée de sécutis patients ;
e The evaluation of HAI programme 2005-2008, whicmiduded in the programme document for the 2008320
programme.
The indicator is deemed:
definitely valid
highly feasible (evaluation reports)
32 | EVAL.2 Change of PS Policy as a resyliThe performance of the 2005-2008 nosocomial programere explicitly taken into account for the fotation of

of the above evaluation

the new Action Plan and related programme.
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Code

Indicator

Notes

The above HCSP reports (see EVAL.1) did not haferaally recognised impact on the current decisibeetting
up a PS policy, but they likely had it ‘informalliogether with other inputs, such as the resultt®@ENEIS study.

The indicator is deemed:
definitely valid

fairly feasible (it may require some minor research in the evemetraluation report is not explicitly referenced ir
the policy document)

Establishment of a System of

As extensively discussed in the Study, various akitsdicators are currently used:

« in the field of HAI, the seven indicators of thableau de bord

e the nine HAS indicators on quality of healthcaRAQSS)

e the indicators corresponding to the PS-relatedabibjes in the PHP law

e the performance indicators to measure the impleatient of the nosocomial programme

33 | EVAL.3 Indicators to Monitor Policy
Implementation Further indicators are expected to be establishélgel context of the upcoming new law on PS.
The indicator is deemed:
definitely valid
highly feasible
France is very active in EU networking on issuéateel to PS (and especially HAI) including a closeperation
with ECDC.
Cor_1tr|but|0n _by the MS of its The feedback collected suggested that there is amtipely less interest and commitment to partiiEnd
34 | EXC.1 Policy Experiences to tes contributeexperiences in policy-making mechanisms such aP$and Quality of Care Working Group
' and Quality of Care Working '
Group The indicator is deemed:
of dubious validity (not clear its usefulness for national policy-makjn
fairly feasible (the information require some elaboration, but dataalready available to the EC)
Number of Required Items on | No main difficulties envisaged in complying withethequirements of an implementation report.
which MS adequately Report tpThe indicator is deemed:
35| REP.1 the EC about the Progress fairly valid
Reached in the Implementationhighly feasible

of Their Policies

125



D — Cancer Screening

1. Legal, Policy and Institutional Framework

The fight against cancer is one of the three Peasid priorities for health, along with Alzheimer
disease and palliative care. The curraation plan on cancer(Plan cancer 2009-201BC) was
launched by the French President in 2009. The R@hafollows up on an earlier plan covering the
2003-2007 period, was developed on the basis ofwbek of a committee of experts and
representatives of the relevant health instituti@mmmission Grinfe)dwhich saw also numerous
consultations and contributions from external acferg. civil society organisations).

The PC identifies three horizontal strategic ptiesi and five vertical axes, as shown in Table 1.1
below. A total of 30 different measures — of whiskx flagship measures — have been designed,
corresponding to 118 concrete actions. Screenirgfaluded among the vertical axes, with four
measures and a total of 15 concrete actions.

Table 1.1 — Priorities and axes of the Cancer P120609-2013

Vertical axes Horizontal priorities

* Research * To better take into account health inequalitiethendesign of measures

*  Observation to fight against cancer

* Prevention — screening * To enhance the customisation of care through eebettalysis and

« Patient care stocktaking of individual and context factors

«  Life during and after cancer e To strengthen the role of the referring doctargdecin traitant to
ensure a better life quality during and after trsedse

Measures related to screening Concrete actions related to screening

M14 - Tackle inequalities in access andl. Encourage high turnout and consistency in parti@pain screening

take-up of screening programmes; reduce the discrepancies in participattes

2. Implement actions designed to reduce socio-economittural and
regional inequalities in access to and take-ugening
3. Support access to testing in line with the levalisk

M15 - Improve configuration of the 4. Improve the efficiency of organised screening paogmes by

national organised screening optimising the operation of the cancer screenirgydioation centres
programmes 5. Improve follow-up of screening results

M16 - Involve referring doctors in 6. Increase the involvement of referring doctors i $lystem of organised
national screening programmes and national cancer screening programmes

guarantee equality of access to the most. Define ways of developing new screening technicares strategies for
effective techniques throughout the national screening programmes

country 8. Gradually roll out use of the immunological test tmlorectal cancef

screening to the whole of the country
9. Define the technical conditions that will ensurdl &xploitation of the
potential offered by digital mammography in brezmtcer screening
10. Examine the impact of new technologiepapillomavirusresearch and
vaccination on the strategy against cervical cancer
11. Test different strategies for integrated cervicaneer screening
activities by ensuring women who have not beeneswd or screene
infrequently have access to screening

o

M17 - Monitor a scientific watch and | 12. Define an early detection strategy for prostatecean

improve knowledge of early cancer 13. Improve early diagnosis of skin cancers

detection 14. Improve the early detection of oral cavity cancers

15. Include new screening opportunities based on agsirt knowledge
and treatment

The overall PC implementation is steered by arrdimtmisterial committee headed by the Director
General of HealthQirecteur général de la santeand involving 10 representatives of relevant
ministerial services, agencies (i.e. INCa), heaifurances, individual experts, and civil society
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organisations. The execution of individual acti@amgolves numerous bodies in the capacities of
action coordinator, co-coordinator, or partner. \ftspect to the actions related to screenings, the
primary action coordinator is INCa, which has smtgoint responsibility for nearly the totality of
actions. Other institutions entrusted with the exien of specific actions (or part of them) include
DGS (actions 4, 11), DSS (action 6), HAS (actionIB)PES (action 13). INCa also oversees the
implementation of the plan collecting the data tedlato the various indicators established by the
plan, identifies possible constraints and reparthé steering committee.

The Cancer Plan integrates in its comprehensiaesty all the pre-existingancer screening
programmesln particular the breast CS programme was set up®$ in 1994 and spread to the
entire country in 2004, i.e. under the action plam cancer 2003-2007. The colorectal CS
programme was extended to the entire country anl®009, while the cervical CS programme is
still in the pilot testing phase. The technical gpeations and the governance arrangements have
been revised lately by the Ministerial Decisioncamcer screening programmes (2006).

Table 1.2 - Legal, Policy and Programming Framework

Year | Type Authority Title Comment
1953 | Code of Parliament Public Health Code In particular, Article L1411-6 (as modified by
Law Code de la Santé Publique | the Law 2006-1640) attributes to the MoH the

competence for the establishment of health
prevention programmés,

Major reforms in 2000, 2003 and 2005.

2001 | Decision Ministry of | Decision 24.09.2001 on the listlt identifies a list of possible organised

Labour of organised screening screening programmes to be established. The
(charged of | programmes for avoidable list includes:
Health) mortal diseases (i) breast CS programme

Arrété du 24 septembre 2001 (ii) colorectal CS programme

fixant la liste des programmes
de dépistage organisé des
maladies aux conséquences
mortelles évitables ;

(iii) cervical CS programni&'

2002 | Circular MoH Circulaire DGS n° 2002-21 du It provides for the extension of the organised
11 janvier 2002 relative a la | breast CS programme to the entire country| It
généralisation du dépistage | establishes the governance structure and the
organisé des cancers du sein| requirements and tasks of the local

Circular 11.01.2002 providing| Management structurgs
for the generalisation of breast
CS programme

2006 | Decision MoH Decision 29.09.2006 on It established and provides the technical
cancer screening specifications (annexed document) for the
programmes organised breast and colorectal CS

Arrété du 29 septembre 2006| Programmes, repealing the previous decision

6
relatif aux programmes de | (24.09.2001)*.
dépistage des cancers

2008 | Decision MoH and Decision 24.01.2008 on the | It amends the specifications of the Decision of
Ministry of introduction of digital 29.09.2006 above introducing digital

9%http://www.legifrance.gouv.fr/affichCodeArticle.didrticle=LEGIARTI000006686924&cid Texte=LEGITEXT000
006072665

19 hitp://www.arcades-depistages.com/MESS0123411A.pdf

195 http://www. sante.qouv. fr/fichiers/bo/2002/02-06/60891 .htm
http://www.legifrance.gouv.fr/affichTexte.do?cid Fex JORFTEXT000000460656&date Texte
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Year | Type Authority Title Comment

Labour mammography in the breast | mammography in the protocol for breast
CS programme screening’’.
Arrété du 24 janvier 2008 The decision follows the conclusions and
portant introduction de la recommendations of the HAS report on digital

mammographie numérique | mammography of October 2008
dans le programme de
dépistage organisé du cancer
du sein

2009 | Action Plan| President of| Cancer Plan 2009-2013 It consists of a comprehensive integrated plan
the Republic | | e Plan cancer 2009-2013 | With 30 measures and nearly 120 actions fq
the fight against cancer. One of the five
vertical axes of the plan concerns
prevention/screenird’.

=

The organised CS programmes are steered at thelckevel byDGS in collaboration withiNCa

and thehealth insurance Its annual evaluation is conducted IbyS. The operational roll-out of
programmes is entrusted tmanagement structures(structures de geéstipnestablished at
departmental or inter-departmental levels. Ovehale are 90 management structures covering the
whole territory. The juridical status of most of magement structures is of public utility
associations. They are financed by State budgelthhimsurance and some half of them also by the
local general councils. The tasks of managemeunttstres include:

* handle and ensure protection of personal dataaglpgarticipating to CS programmes

* send invitations and recalls to the target popuoati

» organise information and communication actionsiiertarget population

* organise the training on CS for the concerned hgatifessionals

* ensure the monitoring and follow up of screening

* oversee the quality of the overall system

» collect data for the monitoring and evaluation &nagismit them to the competent authorities

* supply referring doctors with test-kits for coloi@aCS

Management structures receive assistance by DG3N{a via regular meetings, trainings, and
guidelines (e.g. the juridical guide for the actofsscreening published in 204} ARS do not
have a direct responsibility on operations but raguired to adapt the national strategy to the
specificities of the region (e.g. set participatiamgets and measures to fight inequalities etc.),
facilitate coordination among the various actonsgd @upport the programmes through specific
actions (e.g. information campaign etc.). Howevar,many regions ARS are still not in the
condition to fulfil this role completely, since théhave not completed the preparation of the
regional strategic health plan and/or the healév@mtion scheme.

Other relevant entities involved include:

* HAS - it provides technical and strategic advisorypgufy publishing guidelines, studies, and
evaluation reports. Among other things, HAS hasvigied scientific opinions on the use of
digital mammography, on immunological testing faorectal CS, and recommendations on
the country-wide implementation of the pilot ceali€S programme.

7 hitp://www.legifrance.gouv.fr/affichTexte.do?cid Fex JORFTEXT000018071400

198 http://www.has-sante.fr/portail/jicms/c_461657/plaeela-mammographie-numerique-dans-le-depistagenisg-
du-cancer-du-sein

199 hitp://www.e-cancer.fr/plancancer-2009-2013

200 http://www.e-cancer.fr/component/docman/doc_dowtMda52-guide-juridigue-a-destination-des-acteurs-du

depistage
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2.

ANSM - it is responsible for the quality control of maography instruments (instrument
check must be carried out every six-month).
Court of Audit— responsible for the financial audit of the ovieGdncer Plan 2009-2013.

Policy Implementation

CS Programmes implementation:

Breast CS programm@éAfter an initial pilot phase, the breast CS prognae has been extended
to the whole relevant population in 2004. The pangme addresses women aged 50-74 with
‘moderate’ risk factor (i.e. no symptoms and noaBtecancer history), i.e. some 9 million
women. It includes a clinical exam and a mammogydptbe carried out every two years. The
costs of these exams are entirely covered by théhhasurance. The protocol involved two
reviews of the mammography, unless anomalies ititsiestage of the process require further
exams and the undertaking of the case by the lvaadilsystem. The average participation rate
is around 50% of the target population, with sigaifit disparities across territories (from as
low as 27% up to 67%).

Operationally, the programme is managed by depataher inter-departmental structures
(structures de gestign which liaise with the health professionals attju@onducting the
screenings. Every two years, the management stascsend the target population an invitation
to undertake a mammography and a clinical exam byaeacredited practitioner. The
management structures also collect and aggrega#e ata programme implementation and
transmit them to the competent national authoriteguality control of the instrument for the
mammography must be done twice a year by an agt#whody, in compliance with the quality
provisions elaborated by ANSM (former AFSSAPS).

In parallel with organised CS programmes, it isnested that some 10% of the target
population undergoes opportunistic screerfifigs

Colorectal CS programmeAn organised, population-based programme forregtal CS was
set up only in 2009. The programme addresses plllpton aged 50-74 at ‘moderate’ risk (i.e.
individuals with no symptoms and no cancer historg) some 17 million persons, making up
for 80% of the population in this age group. In #840-2011 period the participation rate has
been of some 32%, being slightly higher among wariibe programme was established after a
pilot experimentation in 23 departments, evaludtgdnVS**% The protocol includes a faecal
occult blood test followed by colonoscopy in cask pwmsitive result. After a HAS
recommendation, the guaiac test previously uselearFrench programme is being replaced by
a more efficient immunochemical test which shoudddxtended to the entire country in the
coming years.

The operational arrangements are similar to thesels for breast CS, i.e. every two years the
target population receives from the local managémgncture a personal invitation to collect
the test kit distributed by the referring doctoda®nd the test sample to the reading centre.

Cervical CS programmeCervical CS is recommended in France to all wongad&®5-65 and
was also included among the objectives of PHP halnereby coverage targets have been set.
However, at present there is no organised, popudiased cervical CS programme in France,
and screenings are mostly conducted on an indiiolasis under the initiative of the referring

201 hitp://lwww.e-cancer.fr/depistage/depistage-du-cadcesein
202 http://opac.invs.sante.fr/doc_num.php?explnum i@=10

129



doctor or gynaecologist. The HAS recommendafiden cervical CS involve the execution of
a pap-test every three years (after two consecoggative tests carried out on a yearly basis).

Some pilot experiences of organised programmes aixiscal level. Since the 1990s, screening
programmes have been conducted in five departniBatsRhin, Haut-Rhin, Isére, Martinique,
Doubs). These initiatives followed different orgsational arrangements and protocols, which
were evaluated by InVS in 20887 Based on the outcomes of these early experienoesher
pilot project was launched, involving 13 departnsefiiaut-Rhin, Bas-Rhin, Isére, Martinique,
Allier, Cantal, Haute-Loire, Puy-de-Déme, Cher, rimét-Loire, Maine-et-Loire, La Réunion,
Val-de-Marne) and with a common methodology drawemf the above recommendations.
Unlike the other CS programmes, the cervical CSgqanmmme does not involve personal
invitation of all the target population, but a fesed invitation addressing only women not
regularly followed by a gynaecologist and who hane taken a pap-test in more than three
years.

The definitive results of this pilot programme wié known by the end of 2012, when a final
decision on the possible extension of the progrartonthe entire country will be taken. At
present, according to InVS data, the coverageimaige concerned departments is around 57%,
which is a rate considered sufficiently high totiiysa programme focussed only on the
population not currently covered through individeateenings. On the other hand, it is reported
that only some 10% of women do undergo screenihg¢isearecommended frequency, the rest
doing it too frequently or too rarely.

Monitoring and Evaluation.The overallmonitoring of the Cancer Plan 2009-201i3 entrusted to
the steering committee and coordinated by INCaclviias also developed an IT application to
support the gathering of monitoring data. The nwimg system involves three aspects:

* Outcome indicators- a set of indicators has been retained for ebtheomeasures foreseen by
the plan, in order to allow an objective assessnoérnthe degree of achievement of stated
objectives. The responsibility for the measurenwnndicators lies with the body entrusted of
the coordination of individual actions.

* Monitoring of progress— a timeframe for the completion of each actiorth&f plan has been
established. The periodical assessment includegrgs® indicators stating whether the
implementation schedule is in line with plan odédayed.

» Monitoring of budget executior- the expenditure of each body involved in the enpéntation
of the plan is detailed in the financial reportttisgprepared on a yearly basis.

The monitoring output consists of a quarterly doentmprepared by the steering committee
containing 30 data sheets, describing the progrelsieved under each measure of the plan. A six-
month monitoring report is submitted by the stegrm@ommittee to the President of the Republic
and the concerned Ministries.

Theevaluationof the Cancer Plan 2009-2013 is entrusted td4Q¥BP for the overall plan; and (i)
AERES for the measures included in the research &xiirst mid-term evaluation has been carried
out at end of 20#° and a second is expected following the end oftthiative in 2013.

203 hitp://www.has-sante.fr/portail/icms/c 272243/coiteha-tenir-devant-une-patiente-ayant-un-frottisvien-uterin-
anormal-actualisation-2002

204 http://opac.invs.sante.fr/doc _num.php?explnum ic236
2http://www.hesp.fr/explore.cgi/avisrapportsdomaime2avisrapportsdomaine&clefdomaine=6&clefr=2598 &me
nu=09
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Table 2.1 summarises the indicators that are us@edgess the progress and results of the PC with

respect to the four measures on cancer screenimsd indicates the entity responsible for the
provision of data and the results of the last assesat (January 2012).

Table 2.1 — Indicators for PC measures on screening

: Last
Indicator Qis;scdﬁéfd =S Type of data Source assessment
(Jan 2012)
Breast CS participation rate
M14, M15 No. of persons screened out pfnVS 52%
target population (in the
reference year)
Colorectal CS participation rate
M14, M15 No. of person undergoing testdnVS 34%
in a given year out of target
population of the year
No. departments with a breast CS
participation rate < 50% M14 No. of dept ha.Ving a InVS 24%
participation rate < 50% out of
total dept.
Coverage rate of mammography
for women having M15 No. of women CMU/CMU.C CNAMTS - N.A.
CMU/CMU.C2%8 who did a mammography in & SNIIRAM
given year out of the total
CMU/CMU.C women in the
target population for that year
No. of dept. providing complete
data on breast CS M15 No. of dept InVS 66
No. of dept. providing complete
data on colorectal CS M15 No. of dept. InVS 95
No. of dept. using the
immunological test for Coiorectai M16 No. of dept authorised to use INCa 4
cs the immunological test
Participation rate of referring
doctors to CAPP? M16 No. of referring doctors havingDSS 38%
signed CAPI on the total
number of referring doctors
No. of HPV genotyping made by
CNR M16 No. of HPV genotyping Centre ongoing
National de
Référence des
papillomavirus
(national
centre of
reference on
HPV)
No. of referring doctors having
received an on_site training on M17 No. of referring doctors INCa N.A.

208 Universal health coverage/Complementary univensalth coverageQouverture maladie universelle / Couverture
maladie universelle complémentgitgtp://vosdroits.service-public.fr/F13192.xhtml
207 Contract on individual practice amelioratiarofitrat d’amélioration des pratiques individuellek)is the agreement
under which doctors practice through realistic, tastual measures and incentives designed to ineptioe level of
inclusion in CS by referring doctors in line witltional negotiated targets and recognise theiripdtgalth role in

preventing cancer.
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: Last
Indicator FEEREENED e Type of data Source assessment

Measure (Jan 2012)

skin cancer

No. of referring doctors having _
received an on_site training on oraM17 No. of I’eferl’lng doctors INCa N.A.
cavity cancer

No. of published o
recommendations on prostate C$ M17 No. of pUbl|Cat|OnS INCa-HAS N.A.

for health professional

Share of melanoma cancer with .
Breslow 1,2 or 3 index diagnosed M17 Incidence of melanoma InVS N.A.

Breslow 1,2, or 3 on total
melanomas

* See Table 1.1

With respect taspecific CS programmethe regulation attributes to the management stradghe
role of monitoring on the operational implementatmf programmes, collecting the relevant data
and transmitting them to the decentralised Stateéices (DRASS) and the health insurance local
structures. The information is further transmittedhe national level, to be elaborated and andlyse
by InVS. On this basis, InVS produced regular emidéogical studies and annual evaluation
reports. The monitoring system managed by InVSuimhes a series of indicators. The indicators
used for breast, colorectal and cervical CS programare reported in Table 2.2 below.

The evaluation function is also supported by HA&|cl conductsd hocstrategic assessments of
programme including quality and cost-effectivenesspects. An example is the evaluation
conducted in 2010 on the pilot programme on ceh@&rolled out in 13 departmefts

Table 2.2 — CS indicators collected and analyseddyS

CSsite Indicators

Breast * Participation rate to the CS programme (broken dbwregion)

» Participation rate to the CS programme (broken dbydepartment)

« Performance of mammography in breast CS (sensitisjtecificity, reliability)

¢ Number of cancer cases detected in the framewookgznised CS

e Coverage rate of breast cancer screening throughnmography (organised and individual
screenings)

e Stage of cancer diagnosed by screening

e Impact of organised CS on the stage of cancer d&gn

e Coverage rate of mammography by socio-economicitond of patient

e Evolution of the rate of participation to natiozh programme since 2003

Colon-rectum * Participation rate to the CS programme (broken dbwregion)

* Participation rate to the CS programme (broken dbywdepartment)

»  Evolution of the rate of participation to natiol@® programme sincéhe beginning of the
programme

¢ Number of cancer cases detected in the framewookgznised CS

*  Proportion of positive tests under the organisecpfgramme

e Impact of organised CS on public health (mortadiégrease)

e Exclusion rate in the participation to CS progrananeoss departments

Cervix e Cervical cancer protection factor (qualitative)

e Smear test as the reference exam for CS (quaéativ
e Experimentation of HPV test for CS (qualitative)

« Coverage of departments by pilot organised CS

208 http://www.has-sante.fr/portail/icms/c 1009772/ etas-lieux-et-recommandations-pour-le-depistageahser-

du-col-de-luterus-en-france?xtmc=&xtcr=2
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CSsite Indicators

e Coverage rate of smear test among women (by aggyro
e Evolution of the coverage rate of smear test
e Social inequalities in the access to cervical CS

Factors affecting policy implementationThe following table provides an overview of the mai
constraints and difficulties affecting the implertedion of CS policy in accordance with EU
recommendations and guidelines. It is importanhighlight that two factors reportedly affecting
implementation in other countries does not posepaniicular problem in France, namely:

» Political support— the Cancer Plan 2009-2013 is a presidentialipria.e. is among the three
main themes of the health policy directly promdbydhe President of the Repubilic;

* Financial constraints— in connection with the above, the plan has lakecated a substantial
envelope of EUR 750 million.

 Management of personal data the MoH Decision establishing organised CS prognas
include provisions for the protection of personatadcollected by the management structures.
These structures should obtain an authorisatian f@NIL (commission nationale informatique
et libert§ and ensure confidentiality and transparency.

Table 2.3 — Assessment of possible factors influegahe adoption and implementation of EU
policy

Factor Comment

Screening delivery model The simultaneous rolbaog of organised CS programmes and
opportunistic screenings is perceived as a magoieisn various
respects:

» efficacy of screening (since opportunistic screggido not
often respect the recommended time intervals)

e quality of screening (which is more difficult torttool in
the case of opportunistic screenings)

» cost-effectiveness (too frequent opportunistic ecirggs
represent an extra burden for the health system)

e impact assessment (data on opportunistic screemegot
systematically available, so statistics may beodistl)

Organisational arrangements The rolling out of @@mmmes has not been sufficiently
adjusted since the introduction of ‘regionalisatigtPST
Law). The role of the regional level needs furtblarification
and its capacity possibly enhanced. Regions mayglaucial
role in collecting and aggregating information gmdvides
feedback to the national level on constraints, pesttices and
possible policy refinement, but so far this is omigrginally
done.

Data availability The information system in plan@ht be further improved.
Reportedly the data collected at department level a

transmitted to the competent authorities are dfieamplete
and/or imprecise. The monitoring data publishedint%s are
only a portion of the information possibly availepand are not
issued in a timely manner.

Data on opportunistic screenings are not systeaibtic
available.

Cancer registries exist only in less than halhef departments,
This is a major obstacle to the possibility to srosference CS
and cancer mortality data.
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3. Indicators

Summary views on the possible relevance and fdiggibi a proposed set of EU policy uptake
indicators are reported in Table 3.1 below.
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Table 3.1 — List of potential policy implementatiamdicators

¢}

fore

Code Indicator Notes
There is reportedly an issue with the quality aodsistency of statistical data transmitted fromdbpartments to th
national level (InVS).
Compliance with Data In_ the EU dimension, _data are _in_ _principle broadbynpgrable (for brea_st and co_lorectal CS), howetmre ardg
1 |HAR 2 Comparability Criteria based 01d|f'ferences across MS in the definition of the &ngopulation (e.g. age, criteria for risk factesassment).
Expert Assessment The indicator is deemed:
fairly valid
fairly feasible (it requires an expert assessment; some datayjissites)
Management structures at departmental (or inteadiegental level) have set up databases for theaah of CS
Establishment of Special data. These are aggregated at national level bg.InV
> |HAR3 Registries (centralised data
' systems for the management grithe indicator is deemed:
assessment of CS data) definitely valid
highly feasible
The main issue with cancer registries in Frandbedack of a uniform coverage of the whole countityere are tw
kinds of cancer registry in France: (i) generaistps and (ii) specific registries.
General registries do not cover the entire coutsyof 2011, there were 13 registries covering égadtments, i.q.
Alignment of Data 20% of the population.
Classification Systems to Specific registries include: 9 site-specific caneggistries and two childhood cancer registries.
3 |HAR.A4 Standards defined by the All registries are part of th&uropean Network of Cancer Registriesd data classification system are there
European Network of Cancer | consistent with the standards.
Registries
The indicator is deemed:
definitely valid
highly feasible
No formal adoption or reference to the EU Guiddimeany official act.
Formal Adoption of the EU CS i . )
4 [ANA.1 Guidelines (incl. RE* level) The |nd|c_:ator is deemed:
fairly valid
highly feasible
There is limited evidence of a debate on EU Gunddliin the scientific production of agencies arftbotnstitutiong
Evidence of a Significant Debatgoncern_ed_with Cs poli_cy and programmes. _ Therefeference to EU GL_Jide_Iines can be_ found essential
. LS | dcademic literature. In this sense, ANA.2 may dbote to assess how the Guidelines are receivedeinated.
5 | ANA2 in the Scientific Literature of the
MS about CS methodology and]_he indicator is deemed:
specifically the EU Guidelines | _. ; '
fairly valid
fairly feasible (it entails some research effort through scientiferature repositories)
6 |ANA.3 Effective Outreach Level of thg The Guidels are not translated, disseminated, or publistmedational authorities’ website. The lack of pno
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Code

Indicator

Notes

EU Guidelines in the MS
(downloads, webpages visited
in Absolute or Relative Terms
(% of the target population)

dissemination at sub-national level has been lagdelny some stakeholders.

The indicator is deemed:
fairly valid (the lack of dissemination in itself tells a lot @h uptake)
fairly feasible (under present circumstances. In case of futur@i@emination this indicator should be reasseseqd

)

Specific Outcome Indicator for

of the implementation of the EU Recommendation wél conducted by IARC in the coming months. Rejaibyté
IARC is considering modifying the list of indicatoused in the previous evaluation, but the lisiosfirmed up yet. |
is therefore possible that some of the retainet@tdrs will not be measurable in France.

The output indicators stated in the EU policy ardas consistent with the indicators used in Frariceew evaluation

[2)

7 |ouUTl the Stated Objective
The indicator is deemed:
definitely valid
fairly feasible (some updating issues are possible)
See OUT.1 above re: the possible indicators thihtwiused by IARC in the next evaluation of EU Beenendatior
on CS.
With respect to the possible measurement of impa€&S on mortality, the main difficulties are: @ancer registrie
Specific Impact Indicator for th 3@0 ‘ot cover thg entire country; (ii) cancer cadetect_ed oytside of_the organised CS programme (mxgu_gh
8 |[IMP.1 Stated Obiecti individual screenings) are not tracked. Reportetiiy,S is trying to build a model on the basis oé tinformation
jective : o
currently available, but it is still at the resdastage.
The indicator is deemed:
fairly valid (in principle very useful indicatordut needs to be better specified)
not feasible(under present circumstances)
Organised CS programmes covering the whole (tamgsiylation have been set up for breast and cdkdreancer
The cervical CS programme is still in the pilot phaand covers only the population not undergoimgodunistid
Establishment of a CS Strategygcreenings.
9 [PROG.1 Programme / Action Plan
covering the Whole Population| The indicator is deemed:
definitely valid
highly feasible
Number of RE with CS Organisied bLeast and coIorelf:t?I CS programmes Gsimg bmlplen|1ent|e|d inI all departments. CS programares
Strategies/Programmes/Action national, so there are no parallel programmesansét regional or local level.
10 | PROG.2 Plans Implemented at the Sub . . )
) .| The indicator is deemed:
national Level (% of populat|onf irl lid (although not particularly informative under thegent framework)
covered) airly valid (althoug particularly i ive u P W
fairly feasible
Number of RE with a CS A cervical CS programme is implemented on a pilti®in only 13 departments.
11 | PROG.3 Strategy/Programme/Action

Plan still in its Planning Phase

The indicator is deemed:
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Code

Indicator

Notes

or Implemented on a Local Pilg
Basis only

fairly valid (see PROG2)
fairly feasible

Adoption of appropriate data

The matter is covered by the 2006 Ministerial Diecison the establishment of CS programmes. Managg

Reportedly, feedback from CNIL to such requestiispending.

structures must seek the authorisation of CNILhenlasis of adequate confidentiality and transggrarrangements

me

D.

12| LEG.1 protection legislation
The indicator is deemed:
fairly valid
fairly feasible
Same as above.
Appropriate data protection
13 | LEG.2 legislation Discussed but Not | The indicator is deemed:
Yet Adopted fairly valid
fairly feasible
Appropriate data protection Same as above.
14 | LEG.3 Ieg|slat|on Still undgr .| The indicator is deemed:
Preparation and in its Drafting | ,_. .
Stage fa!rly Va||d_
fairly feasible
Information and promotional campaigns are beingiedrout on a yearly basis in the framework of @ancer Plan;
they includeMars bleu(on colorectal cancer), ar@ctobre rosgon breast cancer). These initiatives are cooted]
by INCa. Some doubts have been raised on the walédid relevance of quantitative indicators relatedhesd
actions, such as volume of materials produced &tdhiited, etc.
At local level, management structures may roll imbrmation campaigns on screening site. Some tires havd
Number of reportedly set up a mechanism to measure the effestich campaigns (i.e. conducting before/afteessments i
Information/Awareness Raising ‘sentinel’ facilities). The collection and systeisation of these data would require some effort.
15 [ AWA.1 Campaigns and dissemination
initiatives for practitioners on | There appears to be no information/communicatidgtiatives to disseminate the EU Guidelines. Evesgry a 2-da
CSin a Given Year (period) |workshop on breast and colorectal cancer (not @8y is organised by the MoH addressing the perdasinthe
management structures. Information on the possiisieussion/dissemination of the EU Guidelines waelguire the
review of the workshop materials and minutes.
The indicator is deemed:
of dubious validity
hardly feasible
Level of Awareness about CS | Regular popular surveys (e.g. the cancer baromitersurvey on factors impacting on participatiorCS etc.) ar
16 [ AWA.2 issues among the target carried out by various national authorities (InNMBCa, INPES, etc.). The results are publicly avd#aon their

websites.

Population

D
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Code

Indicator

Notes

The indicator is deemed:
definitely valid
fairly feasible (it requires minor processing of proxy data)

Trend in the Level of Awarene$

The above (AWA.1) surveys are conducted at regatarvals, e.g. the survey on factors impactingarticipation inf
SCS (FADO) is rolled out every five years.

A

17 | AWA3 about CS issues among the The indicator is deemed:
target Population definitely valid (see AWA.2)
fairly feasible (see AWA.2)
Estimate of Population Reachg dSame as above (AWA.1)
18 [ AWA 4 by_lnf(_)rmapon Initiatives on EL The indicator is deemed:
guidelines in Absolute Terms 9ot dubious validi
Relative to the Potential Targe hardly feasible Y
While there is a clear budget for the overall CarRlan, the total budget for CS may be difficultc@mculate. Thq
MoH allocations are known, but at the regional létile budgets are not always detailed and transpaaad figures
allocated to CS programmes are commonly not tratesnio the national level.
Total Budgeted Funds to assu égnsgféware information system is reportedly beirmyeloped; this will facilitate the tracking of atiministrative dat
appropriate organisation and '
19 | FUND.1 uality control of CS
qro rgmmes The issue of resources for quality control is mooenplex. Back-of-the-envelope estimates made byallN@icatg
prog that some 10-20% of programme budgets are spequality assurance; more solid figures are curraemlgvailable.
The indicator is deemed:
fairly valid
hardly feasible (under present circumstances)
Total Public Expenditure to Same as above (FUND.1)
20 | FUND.2 assure appropriate organlsatlonThe indicator is deemed:
and quality control of CS fairly valid
programmes hardly feasible
The above mentioned information system currentiyenrdevelopment is expected to provide not onlylidteof the
actors actually involved in conducting CS progrararbet also the level of effort devoted to it.
Total dedicated staff to
21 | FUND3 implement and assure quality ¢fA possibly useful indicator is the appointment @ffsresponsible for quality at national and regiblevel.

CS programmes

The indicator is deemed:

fairly valid
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Code

Indicator

Notes

hardly feasible (under present circumstances)

Population Reached by CS
Programmes in the country, in

These indicators are currently measured as paheofonitoring system in place, and are availabléghe InVS ang
INCa websites.

22 | DEL.1 Absolute or Relative Terms (oyiThe indicator is deemed:
of the target population) definitely valid
highly feasible
Compliance with the Relevant The compliance with the EU Guidelines is not folmassessed. Qualitative indications can be drawm fthe
.| analysis of the CS programme specifications annexéae Ministerial Decision of 2006.
Features of CS Implementation
23 | DEL.2 Modalities Stated in the EU - . )
. The indicator is deemed:
Documents (incl. RE level) . .
fairly valid
fairly feasible (it requires a review of CS programmes foundinguthoents)
Organised CS programmes are set up at nationd| kave the relevant information can be easily es&d from the
Number of Significant official website of the national coordinator (INCa)
24 | DEL.3 Initiatives (i.e. above a certain The indic_:ator is deemed: o _ _ _
' threshold value) Undertaken, ijdairly valid (although the quantitative approach is not deenseplaaticularly relevant for the French, centrali§&sl
CS programmes set up model)
highly feasible
See (DEL.2); technical and organisational spedifica for CS are laid down in the annexes to theistérial
. . . Decision of 2006.
Compliance with Given
25| CAP.1 Equipment _Technlcal Standardsl_he indicator is deemed:
and Operational Procedures . :
fairly valid
fairly feasible (it requires a review of CS programmes foundinguthoents)
See (DEL.2); standard procedures for the exectid@S operations are established in the annexdsetMinisterial
Decision of 2006. In addition, HAS and INCa devetppdelines for referring doctors and other healtbfessional
involved in CS.
HAS is also involved in the scientific assessmehtnew tests and techniques before their introductfe.g.
Introduction of a Given immunological tests for colorectal screening); &l as in the cost-effectiveness assessment df @oprogramme
26 | PRO.1 Procedure in CS Routine (e.g. the cervical CS programme).

Operations (incl. RE level)

Measure 17 of the Cancer Plan envisages actionthéoscientific testing of new techniques for eatbtection o
cancer in other sites (e.g. oral cavity, skin, tate

The indicator is deemed:

p

(2]

fairly valid
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Code

Indicator

Notes

fairly feasible (it requires a review of CS programmes foundinguthoents)

Number of Relevant Institution

ssanctions.

The control of the activities of management streegus under the responsibility of ARSs. Howevhe, indicator ig
poorly relevant, since procedures are mandatory rastdvoluntary; therefore infringements are subjextiegal

1=

\1%

27 | PRO.2 Complying with Procedure (ind].
RE level) The indicator is deemed:
of dubious validity
fairly feasible
There is a legal obligation for both radiologistalasupport staff to take appropriate training othkemalogical an
digital mammography. The programme foresees alstr&@dng for referring doctors. The managemenidtrres are
responsible for training of health professionalg] their staff receive specific ‘training for trans’.
Implementation of Training Data on CS training might be made available bytthiing providers, e.g. FORCOMED, and tbeole nationale d
28 | TRAI.L Courses on.CS for Healthcare santé publique gmg i gp 9
Personnel (incl. RE level)
The indicator is deemed:
fairly valid
fairly feasible
Since there is a legal obligation to receive appave training before CS roll-out, it can be assdnteat all
practitioners involved had attended such trainifigeir number is only available though managementsires, and
Total Number of Trained not as aggregate figures - although it will prolpdi® in the future (see FUND.3)
29 | TRAI2 Healthcare Workers on CS
The indicator is deemed:
of dubious validity (since compliance with the regulation can be assiime
hardly feasible (under present circumstances, since the informatpmears highly fragmented)
Unavailable at the moment (except through managestenctures). It is still unclear whether suchufigs will bej
Resources Made Available for included in the information system currently betteyeloped (see FUND.3).
30| TRAL3 -Fl;reall:antli?/g 'cl)'gr?nss in Absolute or The indicator is deemed:
of dubious validity (since it poses problems of definition and delinita of scope)
not feasible
InVS produced annual evaluation reports based atespological data collected through the managerstatctures
More general evaluation of the programmes perfooaamcluding recommendations for policy-makers epared
by HAS.
31 | EVAL 1 Evaluation of data from tests,

assessments and diagnosis

The measurement of the overall impact of program(nes cancer mortality) has not been done yetesificsomg
programmes are too recent; (ii) systematic dataiaa@ailable (partial coverage of cancer registries

With respect to the overall Cancer Plan, a mid-temauation has been published by HCSP in Marcl2201
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Code

Indicator

Notes

The indicator is deemed:
definitely valid
highly feasible

Change of CS Policy as a resu

There is no evidence that the above evaluations has any influence on CS policy. A relevant intdicén this sens

Itthe end of 2012 and will be baseter alia on the results of the evaluation of the pilot peagme.

will be the possible decision to set up an orgahisepulation-based cervical CS. The decision ignegly due by

11

the

32| EVAL2 of the above evaluation
The indicator is deemed:
definitely valid
fairly feasible
There is an indicator-based monitoring system aclfor breast and colorectal CS programmes thaists in thd
collection of data by management structures anil ttensmission to DRASS and finally to InVS. Reteally, the)
system would need some overhaul, with a more actieeof ARSs, and more timely submission of datthe centrg|
level.
33 | EVAL.3 Regularly qutor €S The Cancer Plan is monitored by the steering cotamitwhich issues progress data sheets for alhtbasure
Implementation and Outcome | . . )
included in the plan on a quarterly basis.
The indicator is deemed:
definitely valid
fairly feasible
. France was compliant with the reporting requirementthe EU Recommendation. A new report on
Number of Required Items on | . . L i
. implementation of the Recommendation is expecte&Dii8.
which MS adequately Report t
34 | REP.1 the EC about the Progress - . .
. .| The indicator is deemed:
Reached in the Implementation_. :
. - fairly valid
of Their Policies . .
highly feasible
Data on the progress in the implementation of Gj@mmes are available in France at regular intetwat there i
Availability of Reports or parts | " established mechanism for the disseminatiohefriformation outside of the country (e.g. throdith networks
y P b o IARC). Similarly, it appears that the main doants (policy acts, evaluation reports, plans e&rg nof
thereof on the Progress Reaches stematically shared at the EU level
35 | REP.2 in Implementing CS Containing Y y '

Information Not Shared with th
EU

al'he indicator is deemed:
fairly valid

p

hardly feasible (it requires some substantial desk research effort)

*RE =Relevant Entity
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ANNEX D — CASE STUDY REPORT: SWEDEN

A — Overall Health Strategy (White Paper)

1. Legal, Policy and Institutional Framework

Table 1.1 - Legal and Policy Framework

Year | Type Authority Title Comment
1982 | Law Government| ‘Healthcare Law’ Halso- och | A framework law regulating the roles and
/ Parliament | Sjukvéardslagey SFS responsibilities of the county councils (pr
1982:763 up until the most regions) and the municipalities towards
recent modification/addition | providing good healthcare and social carg to
2011:1576 their citizens.
2000 | Official National 'Health on equal terms — Final report of the National Public Health
govern- Public Health| national objectives for public | Committee (see Section D below).
ment Committee | health’ Halsa pa lika villkor —
inquiry (Nationella | nationella mal for folkhalsan
folkhélso- SOU 2000:91
kommittén
for the
Ministry of
Health and
Social
Affairs
2002 | Policy hill Government| ‘Public health objees’ (Mal | This bill (adopted by Parliament on 16 Apyil

for folkhalsar), Prop.
2002/03:35

2003) established a new PH policy aiming| to
‘create the social conditions to ensure good
health on equal terms for the entire
population’. It outlines clear goals, which are
organized into 11 objective domains
encompassing the entire lifespan of the
population with the goal of providing th
collective possibility of long and continually
healthy lives for its residents; namely:

1. Participation and influence in society;
2. Economic and social prerequisites;

3. Conditions during childhood and
adolescence;

. Health in working life;

. Environments and products;

. Health-promoting health services;
. Protection against communicable diseases;
. Sexuality and reproductive health;
. Physical activity;

10. Eating habits and food; and

11. Tobacco, alcohol, illicit drugs, doping and
gambling.
The policy assigned the tasks of the collective
monitoring of the overall objective and the
coordination of the national monitoring of

measures within the 11 objectives domalins
(by developing indicators for health

D
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Year

Type

Authority

Title

Comment

determinants) to the Swedish Nation
Institute  of Public Health Statens
folkhalsoinstitut, FHJ?®° - see further Sectio
D below.

2005

Policy
report

Swedish
National
Institute of
Public Health
(Statens
folkhalso-
institut, FHI)

‘2005 Public Health Policy
Report’ Folkhéalsopolitisk
rapport 2009

Per the 2002 PH policy bill, results from t
monitoring of the overarching aim and the
objective domains are to be presented in

form of PH policy reports, which provide the

nal

N

he
11
the

basis for the Government’s progress reporting

to the Parliament on the development of
and on measures implemented to improv
(as such, the reports also feed into

preparation of a change in policy, strate
recommendations, guidelines, etc.). The 2

PH
e it
the

gy,
DOS

report was the first PH policy report and was

based on 42 multi-sectoral determinants of
(measured by 36 principal indicators and

PH
47

sub-indicators) — see further Section D belgw.

The PH policy report differs from the P
reports prepared by the National Board
Health and Welfare, which reports on t
status and trends of healtler seamong the
population.

2008

Policy bil

Government

‘Renewed National Pabli
Health Policy’ En férnyad
folkhalsopolitik, Prop.
2007/08:110

The policy (adopted by Parliament on 5 Ju
2008) aims to create societal conditions t
will ensure good health, on equal terms,

H
of
he

the entire population. It proposes to foqus

(priority areas) on five of the 11 objecti
domains; namely:

3. Conditions
adolescence;

6. Health-promoting health services;

9. Physical activity;

10. Eating habits and food; and

11. Tobacco, alcohol, illicit drugs, doping a
gambling.

The Ministry of Health and Social Affairs i

during childhood

currently finalizing a proposal for a new PFH

policy.

2010

Open
compa-
rison

Swedish
Association
of Local
Authorities
and Regions
(Sveriges
Kommuner
och

‘Open comparisons 2009 —
public health’ Oppna
jamforelser 2009 - Folkhéal3a

Prepared together with FHI and the Natio
Board of Health and Welfar
(Socialstyrelse)f*"

and

nd

2]

nal

209 Government agency working to promote health amvemt ill health and injury, especially for popidat groups
most vulnerable to health risks, by: (i) monitoriRgl trends and evaluating the progress of the imefgation of the
national PH policy in relation to a broad numbeiraficators for determinants of health for eacheotiye domain; (ii)
acting as a national expert agency for the devedoprand dissemination of PH programs and stratggi@sed on
scientific evidence) across all sectors; and @igrcising supervision regarding legislation aagutatory policies in
the areas of alcohol, tobacco and illicit drugspritvides the Government with an information baseaéng decision
makers to continue to develop effective PH policiws/w.fhi.se See also: von Kappelgaard, LM. ‘News feealth
policy and public health: The Swedish National ilmg¢ of Public Health’ Scandinavian Journal of Public Health

2011;39, 106-111.
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Year | Type Authority Title Comment
Landsting,
SKL)ZlO
2010 | Stra-tegy Governmen 'Collective strategy lmolzol, | FHI is assigned to support the implementatjon
illicit drugs, doping and of this strategy / action plan (approved by
tobacco’ En samlad strategi | Parliament on 30 March 2011) at local and
for alkohol-, narkotika-, regional levels.
dopnings- och
tobakspolitike, Prop.
2010/11:47
2010 | Policy Swedish ‘2010 Public Health Policy FHI is assigned to analyze and follow-up on
report National Report’ Folkhéalsopolitisk the national PH policy. In order to facilitate
Institute of rapport 2010: Framtidens strategic choices and selection of priorities for
Public Health| folkhalsa — allas ansvar the Government, the report seeks to provide:
(i) an overview of the PH situation and its
developments as well as of the results| of
implemented PH measures; and (ii)
recommendations for future measures. The
report addresses all 11 objective domaing of
the Renewed National Public Health Policy,

The Healthcare Law(Halso- och Sjukvardslaggiis the main legislative framework regulating the
Swedish healthcare system. It is a framework laat gtates the objectives and requirements for
good care and that regulates the responsibilitieshe county councils (or regions) and the
municipalities. The primary responsibility for meef the healthcare needs of the population lies
with the counties (Ian) and their councils(landsting. The municipalities Kommuer) are
responsible for caring for the elderly as well asgupport and services to former patients or out-
patients (who no longer require healthcare withihoapital or other healthcare structure) and to
people with mental disabilities. Overall, the cquobuncils and the municipalities enjoy quite a
large amount of freedonm organizing the healthcare activities withinith@eas of competence
towards meeting the goals and requirements sdiyotlite Healthcare Lai?

From an organizational point of view, the counfi@sregions) and the municipalities are structured
into six ‘healthcare regions’(sjukvardsregionérin order to facilitate cooperation and coordioati
with regard to the utilization of healthcare resmsr within the different regions. The six healtlecar

219 SKL is the employers’ organisation for the regioaad local government authorities (namely courdyreils, or
regions, and municipalities) and works in variotsaa, such as healthcare (including PS and CS).sekks to fill the
‘gap’ between the government and the autonomoustigsu www.skl.se

211 Government agency under the Ministry of Health Sadial Affairs with activities and duties withihe fields of
social services, health and medical services, enmiental health, communicable disease preventidrepidemiology.
It supports, exerts influence and supervises throy monitoring and evaluation; (ii) compiling édrpassing on
knowledge and information; (iii) developing stardbased on legislation and the compiled informmatend (iv)
exercising supervision to ensure compliance wighlghiv and to minimize riskswww.socialstyrelsen.se

2 Furthermore, both regional (county council or regipand local (municipalities) levels of governmeenerally
participate in the decisions regarding the amo@imesources to be collected and/or allocated toheedthcare system
(including allocations to research). With regardsédting the basis for and level of social contiitms for health and
setting the total budget for public funds allocatedealth, all three levels of government (centragional and local)
are involved and all decisions have to be apprdwe@arliament (legislature). All three levels ofvgonment are also
involved in decisions concerning setting the leskltaxes to be earmarked to healthcare, which dorequire the
approval of Parliament. While the regional governtagcounty councils, or regions) make their owgislens with
regard to the allocation of resources between seabcare (including planning their own capacitwish regard to
increasing, or decreasing, the supply of hospitaisband with regard to opening new hospitals oerotstitutions
within their county of competence), the centralgmment determines the allocation of resourcesdmiwegions.
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regions (which do not constitute another administeggovernment level) are organised

follows?*>:

Healthcare regions
(sjukvardsregion

Members: county council
(landsting), region,
municipality (kommun)

Counties (an)

Municipalities (kommunel)

Norra sjukvardsregionen

Norrbottens lans landsting

Norrbottens lan

Jamtlands lans landsting

Jamtlands lan

Vasterbottens lans
landsting

Vasterbottens lan

Landstinget Vasternorrlangd

Vasternorrland lan

All municipalities

Landstinget Gavleborg

Gavleborgs lan

Landstinget Dalarna Dalarnas an
" Landstinget i Uppsala lan Uppsala lan
U_ppsilla-Ore_bro Landstinget i Varmland Véarmlands lan All municipalities
sjukvardsregion = - - = =
Orebro lans landsting Orebros lan

Landstinget Vastmanland

Vastmanlands lan

Landstinget Sérmland

Sormlands lan

Stockholms
sjukvardsregion

Stockholms lans landsting

Stockholms lan

Gotlands kommun

Gotlands lan

All municipalities

Sydostra
sjukvéardsregionen

Landstinget i Ostergotland

Ostergétlands lan

Landstinget i Jonkopings
lan

Jonkdpings lan

Landstinget i Kalmar lan

Kalmar lan

All municipalities

Vastra Gétalandsregionen

Vastra Gotalands la

N

Ahigipalities

Kungsbacka kommun

Vastra sjukvardsregionen Hallands lan
(north) Varbergs kommun
. Falkenbergs kommun
Landstinget Halland
. Halmstad kommun
Hallands lan
Hylte kommun
(south)
Sodra sjukvardsregionen Laholms kommun
Landstinget i Blekinge Blekinge lan
Landstinget i Kronoberg Kronobergs lan All municipalities
Region Skane Skane lan

as

Official government inquiries (statens offentliga utredningar, SQUare mandated by the
Government to a relevant ministry (or other entityhich in turn appoints either a committee of
investigators or a special investigator (indivigual examine a certain issue. These inquiries serve
to provide information and support to the Governtn@nd relevant ministry) in drafting new
policies, making recommendations, developing srageor action plans, etc. One such inquiry, the
2000 ‘Health on equal terms — national objectiva@spublic health’, the final report of the National
Public Health Committee (see Section D below) imwa the consultation of 69 referral bodies,
served as the base for the preparation of the go0&y bill ‘Public health objectives*

The 2005 PH policy reporfthe first such report) was drafted by tBeedish Institute of Public
Health (Statens folkhélsoinstitut, FHI)based on its own research as well as on informatio
provided, upon request of the Government, by 18idiht authorities. A draft of the report was
referred to the counties, numerous authorities @l ag voluntary organizations for their opinions
before the final version was submitted to the Gorent (Ministry of Health and Social Affairs).
Based on this report, the new Government (followetertions in 2006) prepared a proposal for a

23 From an administrative point of view, Sweden isnposed of 290 municipalities (kommuner) dividedoir®l
counties (lan). The 21 counties in turn includecb8inty councils (landsting), two regions with exged regional
development responsibilities (Skdne and Vastra I&dd and one municipality with county level respibilities
(Gotland). In terms of governance, Sweden appfiegule of local self-government.

#14:Chapter 1: Background to the new Swedish pubdialth policy’, Scandinavian Journal of Public Hea|tB004 32
(Suppl 64): 6-17, (p.8).
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new PH policy (the2007/2008 policy bill ‘Renewed Public Health PoljcyOnce the draft policy
proposal was prepared it went through the normderna@ system of the Swedish
legislative/regulatory process before its final sklen was submitted to the Parliament (which
subsequently adopted it on 5 June 2008). With cegathe2010 PH policy reportthe second one
(currently under review at the Ministry of HealthdaWelfare), the more common (and the more
time consuming) referral system was replaced byiingsat the Ministry of Health and Welfare (at
which interested representatives from authoritesnties and organizations could provide their
opinions and make suggestions on the draft re@daré a final version was submitted).

Since 2006, th&wedish Association of Local Authorities and Reg&(Sveriges Kommuner och
Landsting, SKL)publishes 6pen comparisorig 6ppna jamforelsgrbetween counties (or regions)
and municipalities with regard to several areasjusing healthcare services, together with the
National Board of Health and Welfar8dcialstyrelsenand public health, together with FHI and
the National Board of Health and Welfare. Thesesmments compare quality, results and costs
towards stimulating the counties and municipaliteeanalyze their activities, learn from each other
and improve quality and effectiveness. Apart fromoviding input into the policy making (or
revision) process, the comparisons implicitly atsyve to monitor policy implementation with
regard to certain areas.

2. Governance

Regulation. The state is responsible for formulating overalalttecare policies and establishing
basic principlesThe Ministry of Health and Social Affairs(Socialdepartementeis responsible
for drafting proposals for decred®rordningar) or acts/lawslagar), which are both law binding
once presented by the Government and approvedeblydHiamentThe National Board of Health
and Welfare can issue directionsfofeskriftey, which are binding, and recommendations
(rekommendationgror guidelines, which are not binding, with regéwmdssues that are more or less
strictly related to healthcare. While there is &iaral framework of recommendations, guidelines,
etc.,very little is regulated on a national level becaws the principle of local self government

Strategic planning.Both FHI and the National Board of Health and Wiefarovide a national
strategy framework for PH (and healthcare in gdhevéhile responsibility for actual and more
practicalstrategic planning lies with the county councils @gions) and municipalitied/ithin the
county councils and the municipalitieee healthcare boardghalso- och sjukvardsnamndeare
assigned with the task of representing the pomnatvithin the county or the municipality. The
boards (with elected representatives) are resplen$ilb identifying the healthcare needs of the
population and prioritize among the different neadd population groups.

Implementation of programmes/initiativedVhile SKL supports the county councils (or regions)
and municipalities in policy implementatiasponsibility for implementation lies entirely wihe
county councils (or regions) and municipalitieBhe regional and local healthcare boards are
supported in their role to ensure that the heatthoaeds of the population are meth®althcare
offices (halso- och sjukvardskanslitomposed of public officers. The offices providasis for
budget decisions, guidelines and healthcare orders.

Promotion and disseminationPromotion and dissemination activities for releventities and
professionals (county councils, regions, munictpedj healthcare workers, government agencies,
etc.) are carried out by FHI and SKL. While FHRigovernment agency and has been assigned this
task by the Government, SKL (which is not a govezntragency, but an employers’ organization
for the regional and local authorities) has taken this role based on agreements with the
Government. County councils (or regions) and myaidiies are responsible for promotion and
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dissemination activities targeted at the generablipu(or target groups within the general
population). Given the cross-sectoral nature of $Saedish PH policy, several other government
agencies might also be assigned to carry out piomaind dissemination activities. For example,
Systembolage(the national alcohol monopoly) is responsible foviding and disseminating
information (by way of full scale campaigns, letdlestc.) to the general public regarding the risks
of drinking alcohol.

Furthermore, the Public Health Guideolkhalsoguidehis an online portal managed by the Public
Health AcademyRolkhalsoakadeniat Karolinska Institutettowards sharing information on PH
issues and providing materials and methods to stfband prevent ill health and illnes$&s.

Collection of data and statisticOn a national level, FHI and the National BoardHgfalth and
Welfare are assigned with the task of collectingadand statistics. While the National Board of
Health and Welfare focuses on data (statisticgtedlto thestatus and trends of (public) healtler

se FHI is responsible for collecting data (surveyajlaconcerning thetatus and trends of health
determinantsOn a regional and local level, data collectionasried out by the county councils (or
regions) and municipalities. While most data cditetis voluntary, data collection and reporting
for some issues/registries are mandatory.

The National Board of Health and Welfare and SKpmrt the development and usevofuntary
National Quality Registries The registries are developed and managed bysemagives of the
professional groups that use them (doctors, nuetes, These registries are also organized into
three special competence centres towards promthimglevelopment of new registries, creating
synergies between registries and assist in theational usé:°

According to the Healthcare Law, it is also thepmssibility of the county councils to collect and
report on data and information into various natiomealth databases (hence not voluntary, but
mandatory) and the government, or any authorityigdesed by the government, may issue
regulations regarding the county councils’ repgrtobligations. The National Board of Health and
Welfare is responsible for the curreinte mandatory health data registriesiamely: (i) patient
registry; (ii) medical birth registry; (iii) canceegistry; (iv) pharmaceutical registry; and (vusa

of death registry. The Centre for Epidemiologyhithe National Board of Health and Welfare also
has the “overall responsibility for collecting andaintaining databases for epidemiological
surveillance™’

Finally, again, given the cross-sectoral naturéhef Swedish PH policy, various other government
agencies (related to transport, environment, fpbgsical planning, etc.) are also required to clle
data relevant to PH.

Monitoring of policy implementationWhile the National Board of Health and Welfare ntors
the development of (public) healger se FHI is responsible for monitoring health deteramts
and implemented PH measures. Indirectly, the ‘omemparisons’ prepared by SKL (in
collaboration with the National Board of Health avlfare and FHI) also perform an indirect
monitoring role with regard to policy implementation selected areas. Within the county councils

25 \www.folkhalsoguiden.se

%1% gchigtz, Michaela and Sherry Merkur. ‘Health Qualhformation in Sweden’ irfEuro Observervol. 9, no. 3.
Autumn 2007.

27 Glenngard, Anna H. (European Observatory on Heytems and Policied)ealth Systems in Transition: Sweden
2005, p.38. Furthermore, thBwedish Institute for Communicable Disease Conf{fmittskyddsinstitutgtis a
government expert agency responsible for monitotimg epidemiological situation for communicableedises in
humans as well as for promoting protection agansh diseases. www.smittskyddsinstitutet.se

147



(or regions) and municipalities, the healthcardcef monitor the implementation of political
decisions and conduct ongoing consequence analyses.

A recent official government inquiry, presenteddnMay 2012, points to the increasing need for
national coordination, stronger supervision, stesngnpact of guidelines, enhanced strategic
management among others. To these ends, it propos®s government agency structuteased

on four main tasks (and agencies instead of theeguf2 agencies); including one “that monitors
the overarching development of public health, digghssues, healthcare and social services — and
in so doing strengthens the prospects of stratggiernance” towards promoting a long-term
sustainable system of health care and social sviecused on health-promoting and disease-
preventing efforts with the aim of promoting headthd reducing ill-health and future care needs
and bring about equal health care and social ss\roughout the countrg™®

Evaluation of policy outcomes and impacts. FH$ responsible for assessing the outcomes and
impacts of measures taken within the field of Pitaals meeting the goals of the PH policy. The
Swedish Agency for Health and Care Services Anadysiyndigheten for Vardanalys® can also,
upon special assignment from the government, begeldawith the task of evaluating the effects of
healthcare related reforms and initiatives (whiagghhbe related to PH).

The Swedish Council for Working Life and Social Ba&h Forskningsradet for Arbetsliv och
Socialvetenskap, FASeeks to initiate and support research in aréasooking life, PH and
welfare. In 2011, it published, upon assignmenmfrine Government, a proposal for a collective
strategy regarding research within healthéate.

In 2010, FHI, in cooperation with the region of YasGoétaland and county council of Sérmland,

embarked on an assignment (mandated by the Govathtoedevelop a web-based ‘method bank’

towards enabling the collection and presentatiorewiience-based practices and other health
promotion actions. This bank would generate a blasisomparisons, planning, quality assurance
and performance management to support health promat local, regional and national levéts.

218 ‘Make it simpler! Final report of the healthcamedacare government inquiryGr det enklare! Slutbetéankande av
Statens vard- och omsorgsutrednin§OU 2012:33, 15 May 2012, pp.28&29.

219 A government agency established in 2011, primagbponsible for following up on and analyzing,nfrthe point

of view of the patient (user or citizen), the aitids and conditions within healthcare and dentabas well as within
areas in the interface between health and sodial ta tasks also include international compassand assistance to
the government with regard to evidence and recordat@ms for streamlining government operations and
management. www.vardanalys.se

220\mww . fas.se/pagefiles/4481/Forskningsstrateqi%20¥%a@sa%200ch%20vY%c3%adli%c3%adrd. pdf

22! gee also Swedish National Institute of Public HealFinal report Method Bank — public health iatives’,
(Slutrapport Metodbanken -insatser for folkhglsa4 March 2011.
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3. Overall EU Health Policy Adoption/Implementation

An assessment of the main possible factors infimgnoverall EU policy uptake is reported in

Table 3.1 below.

Table 3.1 — Assessment of possible factors affectine adoption and implementation of EU

policy

Obstacles/drivers

Comments

1. Institutional architecture (since uptake migat b
more difficult in more decentralised systems)

The institutional architecture can affect EU poli
implementation and adoption both positively andatiegly; it
depends on the issue at hawhile a decentralized system ¢
be an obstacle for policy implementation in somsesa local
solutions might be a driver in other cas@er example with
regard to the eHealth initiative seeking to provital
standardized solutions or basic hand hygiene tiviéig). On the
whole, adoption and implementation of EU policyatlg takes
time in a decentralized country, but this is natllseconsidered
to be an issue (neither hampering nor drivinglany case, it ig
believed that EU policies need to be adapted tdatethat MS
have different systems (as well as varying degodesvailable
resources).

2. The different nature of the soft law instrument
chosen by the EU, i.e. whether Recommendations
Council Conclusions, or Commission
Communications (since MS may attribute a differg
level of priority or deal with them in a differeway)

Soft law instruments in general (with no distinatibetween

5,their types) are usually harder to adopt, espegiall countries
with local self governmen(ike SE). There is some eviden
rthat, on the whole, the type of instrument (evenemv
considering both hard and soft instruments) do¢se@ily have
an effect on adoption and implementation. In otherds, SE is
usually very responsive and ‘obedient’ with regaodwhat
happens at EU level and tries to keep up with ElWllcyg
(regardless of whether it is expressed as soft ard
instruments).

On the other hand, some also suggest that, evetrahger
regulationper seis not desirable on the whole, it might

useful to strengthen the legal ground with regarddme_very
important and carefully selected issui@s order to promots
more concrete, and binding, action in the MS. Héras

especially important to focus on a few very calgfskelected
areas (see also point 8 below) with true EU vallged (such
as patient mobility) and, as much as possible, ake ta
proactive approach (in this regard the patient fitgldirective

was rather a reactive, than a proactive, diredtivieesponse tdg
court rulings that already had to deal with theiéys

In any case, there is consensus on the fact thht duft and
hard law instruments should not seek to micro manag

ce

be

3. Prior adequate discussion / consultation period
before the adoption of a EU Policy (since this may
facilitate adoption)

There is agreement thptior discussions/consultations have
strong positive effect on policy implementatitinis important
that debates/consultations with regard to speisifioes preced
the drafting recommendations, etc. as this cleady a
supporting factor for drawing the attention of pglimakers
(adoption) and subsequent implementation. P
discussions/consultations are also very importantirfiterest
groups (see point 10 below).

1)

rior

4. Other aspects of legislative techniques adojated
put pressure on recipients (such as the inclugion i
the text of deadlines for compliance or explicit
reporting requirements)

These aspectsan either have a marginal effect or be a sligh
hindering factor(maybe even more so for other MS than
SE). It is important that compliance and/or repuayt
requirements are in sync with already existing psses; i.e. i
is easier if they can be attached to processesatieatlready

tly
for

149



Obstacles/drivers

Comments

there. Otherwise they could force an issue forwaithout
considering actual quality of the proposal (or mpoThe
Swedish budget cycle, for example, does not realllyw for
the presentation of policy bills during the falldaaven if bills
are presented during this period in any case, fitoisoptimal.
Finally, reporting formats should be a bit morecifide so as tg
allow for MS to report on various areas in a wagtthest fit
their own policy - the 11 objective domains of ®wedish PH
policy do not necessarily fit with the areas of Rblicy. For
example, in SE, adverse events are relevant fat (hvided
into) ten different policy areas, which do not fitith the
reporting of adverse events to the EU (making repmr
somewhat complicated).

5. Issues of national ownership (since policy items

put forward in the European agenda by individual
MS may encounter resistance in other MS due to
national experiences, cultural factors, traditions
technical obstacles to transposition)

There is consensus on the fact thatsense of nationa
ownership definitely has a positive influen®ational support
and expectations behind issues clearly facilithtg#rtadoption
and implementation. Furthermore, issues of padicahational
interest have usually been referred to / fed ih® EU debatg
beforehand, so once such an issue is addressed lat/&l it is
naturally easier for a country to adopt relatech@ples and
methods.

6. Adequate maturity, i.e. existence of sufficient
evidence (‘pilot’ experiences, evaluations, scfanti
studies) supporting the inclusion of a given policy
approach in the European agenda

It is important that the issues raised are alreadjablished’
(discussed, assessed, etc.) beforehand. If recodatiens,
proposals, etc. are evidence based (rather thduevldased), it
clearly facilitates the adoption/implementation pess It is
hence generally agreed that this is a very impoapporting
factor — in fact, since a lot of effort and costs eonnected with
policy change, proposals should be sufficiently lesgdd and
not just ‘spur of the moment'.

7. Programming capacity (since some MS could fi
it difficult to cope with the total number of
programmes, action plans, strategies requesteleb
EU in a given period. Not only for internal capgcit
constraints, but also for the duration of the it
approval process)

Nhere is some evidence that ftregramming capacity does n
have any real effect with regard to soft law instents With

Yregard to directives on the other hand, SE has fairly lo
legislative process and hence tmsblems in adopting ther
within the recommended time peridtdwas also suggested th
while ‘overload’ naturally occurs from time to tinfeven if not
always caused by EU policy), a small country neeadls
prioritize and dedicate resources to the most itaporissues
Furthermore, the national policy process/cycle migit always
be in sync with EU compliance requirements (see ptsnt 4
above).

8. Clear prioritisation of actions (since the irgthn
of too many European items in the policy making
agenda might be ultimately detrimental for most
urgent priorities, particularly in times of finaati
crisis)

Prioritization is generally considered key. In padar,
emphasis is put on the importance of the EU fogusin and
prioritizing a few carefully selected issues/actiomhere true
EU value can be added rather than targeting veygip issues
with no real EU dimension or value added (suchpexi§ying
the procurement of flu vaccines). In fact, theragseement that
this is themost important factor and where EU can providé
concrete and positive value add&dhen EU actions are clear
prioritized and have a clear EU vale added, it mak@option
and implementation much easier. On the other hxdmany
ideas and actions without prioritization and actkal value
added hinder the adoption and implementation.

9. Existence of relevant OMC / JA mechanisms o
the subject at the European level and the MS
participation therein (since this may facilitate
adoption)

' Generally speaking, while these mechanisms canlitédei
adoption and implementation, issue do not usuatipsé
importance without them (hence their existence dabghtly
positive effedt Some of the evidence suggests that since
OMC mechanisms are not particularly transparenteveat
institutions from MS meet and coordinate with rebdo a
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Obstacles/drivers

Comments

specific issues, but this work is then not dissextadd to other
relevant entities at home), it is hard to assessir |
value/effectiveness with regard to facilitating ption.

10. Pressure from stakeholders’ groups or lack
thereof (since this may ultimately influence upfake

The effects of pressure from stakeholder or integesups can
be both positive and negative. Interest groupoten involved
in the consultation process at EU level (see pdiabove) and
their interest and pressure commonly have a stimogitive
effect on national adoption and implementation @sample
concerning rare diseases). However, in some casawnely
with regard to one case in particular; that of rakive
medicines) interest groups have had a strong negaffect —
very strong opposition to requiring alternative meetes having
to go through the same approval process as ‘normadiicines.
If interest groups work along the same line as@wernment
(and the EU), they can surely facilitate adoptiomds
implementation. If they instead are of another paih view,
their pressure can rather have a hampering effect

1
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B — Health in All Policies (HIAP)

1. Legal, Policy and Institutional Framework

The HIAP term as sucphélsa i all politik’; ‘halsa i alla politikomrad@’) is not commonly used in
Sweden, primarily because it ot considered as a stand-alone concept, but ratheran
integrated part of PH in generaPH per definition, at least in SE, already inesidHIAP and the
countryapplies a wide, cross-sectoral PH poli¢gektorsdvergripande folkhalsoarbéteAlready

in 1988, when establishing the Public Health Grarpadvisory group for the development of PH
policy, “reference was made to the importance efmmg public health as the responsibility of
many different sectors of society and not just datendor the health service$*? Representatives
from different sectors were thereby included in gneup (inter-sectoral coordination mechanism).
With specific regard to HIAs, “HIA development begia 1996 to place public health issues on the
political agenda, help reduce health inequality aiglize political work”?*®> The Swedish
Government has long recognized the relevance @rqtblicies on PH, including for example the
effects of the Common Agricultural Policy (CAP) food and alcohol consumption pattéfitand
the role of transport policies, which include a Itteacomponent towards reducing deaths and
injuries.

Since HIAP is considered part of Sweden’s PH politye legal/strategic documents related to
HIAP are the same as those related to PH in ge(@sgbresented in Section A above, with some
additional specifications in Table 1.1 below). Tdeneral policy making process (as presented in
Section A above) is hence also the same.

Table 1.1 — Legal and policy framework

Year | Type Authority Title Comment
2000 | Official National Health on equal terms — Final report of the National Public Health
govern- Public Health| national objectives for public | Committee (see below).
ment Committee | health’ Halsa pa lika villkor —
inquiry (Nationella | nationella mal for folkhalsan
folkhalso- SOU 2000:91
kommittén
for the
Ministry of
Health and
Social
Affairs
2002 | Policy hill Government| ‘Public health objee’ (Mal | This proposition (adopted by Parliament |in
for folkhalsar), Prop. 2003) established a new, inter-sectoral public
2002/03:35 health policy with the overarching aim of

creating “social conditions for good health, pn
equal terms, for the entire population”, which
in turn is divided into 11 objective domains
(target areas). It consolidated the importance

222 «Chapter 1: Background to the new Swedish pubdialtih policy’, Scandinavian Journal of Public HeaJtB004 32
(Suppl 64): 6-17, (p.8).

% Berensson, K. (2000) ‘Health impact assessmepbolitical proposals at the local and regional Isvil Magnusson
G. and Ritsatakis, A. (eds), ‘Health Impact AssemstmFrom Theory to Practice’ (NHV-Report 2000:%té€borg,
Sweden) in: David Finer et al. ‘Implementation ofHgalth Impact Assessment (HIA) tool in a regiohaklth
organization in Sweden—a feasibility studifealth Promotion Internation&2005;20, 277-284 (p.278).

224 See also a study/HIA of the CAP on four sectorsit(i& vegetables, dairy, wine and tobacco): Scha&fknder,
Liselotte (Swedish National Institute of Public ltba ‘Public health aspects of the EU Common Agitigral Policy’,
2003.
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Year | Type

Authority

Title

Comment

of carrying out HIAs (assigning the task
supporting authorities in using this instrume
to FHI); the policy has in fact had a cruc
effect as a framework for HIA in Swedéf.
Finally, the policy made provisions for th
establishment of the National Steering Gra
for Public Health Kationell ledningsgrupp
for folkhalsg, an inter-sectoral coordinatig
mechanism (see below).

2005 | Policy

report

Swedish
National
Institute of
Public Health

‘2005 Public Health Policy
Report’ Folkhéalsopolitisk
rapport 2009

The 2005 report was the first PH policy rep
and is based on 42 multi-sectoral determing
of PH (measured by 36 principal indicatg
and 47 sub-indicators).

It clearly stresses the important
commitment by and cooperation betwe
various actors at all levels, i.e. municipaliti
and county councils, NGOs, and privg
sector.

2008 | Policy bill

Government

‘Renewed National Pabli
Health Policy’ En fornyad
folkhalsopolitik, Prop.
2007/08:110

The policy (adopted by Parliament on 5 Ju
2008) *“highlights the importance of oth
sectors’ role for health, where ‘health in

policies’ is seen as essential for go
population health. Research, policy,
practice function in partnership as part of
whole government approach to providi
citizens with the right conditions to make eg
choices for their own good healtff® The bill

specifically proposes the allocation of SEK
billion towards developing local an
multidisciplinary and cross-sectoral hea
promotion. It also stresses the importance
equitable health.

2010 | Stra-tegy

Governmen

'Collective strategy lmolzol,
illicit drugs, doping and
tobacco’ En samlad strategi
for alkohol-, narkotika-,
dopnings- och
tobakspolitike, Prop.
2010/11:47

The strategy makes reference to
responsibilities of entities/authorities acrg
various sectors and points to the importa
of multi-sectoral collaboration an
coordination.

2010 | Policy

report

Swedish
National
Institute of
Public Health

‘2010 Public Health Policy
Report’ Folkhéalsopolitisk
rapport 2010: Framtidens
folkhélsa — allas ansvar

The report clearly stresses PH as a crg
cutting issue calling for coordination amo
all actors. To this end, it invites th
Government to (re-)appoint a nation
coordination group for PH, consisting

representatives from various authorities &
ministries, as well as for the possibility

making the municipalities’ PH mission
statutory. Furthermore, the report particul
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calls for greater use of HIAs as well as more
evaluation of activities carried out to promate

PH. It is suggested that
administrative boardsl|gnsstyrelserng the

the county

Government representatives at the county
level, are to be given an enhanced role in this

22> Knutsson, Ida and Anita Linell. ‘Review Article:gdlth impact assessment developments in SweSeahdinavian
Journal of Public Health2010 38: 115-120.
226 Swedish National Institute of Public Health, ‘Patiealth Priorities in Sweden’, 2011, p.2
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Year | Type Authority Title Comment

regard.

The preparation of the report included the
participation of various sectors.

Governance

Given that HIAP is not considered as a policy ayedts own, but rather a natural component of
PH, the distribution of roles and responsibilittgsong various actors and levels is also more @ar les
the same (see Section A above). With specific cedar HIAP implementation, FHI plays a
particularly important supporting role. Howevergauf FHI can provide HIAP-related instruments
(for example HIA methodology and other related mate- see below) or incentive payments for
carrying out specific programmes/initiatives, themary responsibility lies with the county
councils (or regions) and municipalities. With reydo collection of data/statistics, the major
responsibility lies with FHI (in charge of the pigbhealth surveys and the ‘municipal basic facts fo
public health planning’ — see below), but the cguduncils (or regions) naturally also play a role
(they can for example add their own questions ¢ostlirveys). At a regional level, the PH centres of
the county councils (acting as resource and knaydexkntres for PH issues — see below) address
HIAP in their work (the PH council in Lidkoping miaipality, for example, also acts as a crime
prevention council and is responsible for promosagety in the community).

A 2007 study aimed at analyzing the agenda settorgjulation, initiation and implementation of
the new inter-sectoral Swedish public health poéiog the use of HIAs at the national and county
level, showed that even if the different actorscpeted the PH problem (or rationale) differently
(depending on their agenda and interdstjh politicians and experts have had a strong iohan
formulating the policy and setting the goals. Hogrewn the whole, there had been little focus on
and few guidelines for translating policy into agtumplementatiordue to difficulties on part of
both policy makers and experts in terms of agreemgction plans (for example, there was some
discussion over the actual effectiveness of HFAS).

2. Policy Implementation

Table 2.1 below summarises the main elements &lailen the progress reached by HIAP in
Sweden on the basis of the categories envisagibe iIBU policy documents.

Table 2.1 — Uptake and implementation of HIAP pribes

Priorities Uptake/implementation

Develop the knowledge base on health and its Yes, definitely — this is thprimary responsibility of FHI
determinants, associated trends, and trends ithhegl
inequalities;

In national policy formulation and implementation,| Yes, definitely -both various authorities/sectors and voluntary
take into account the added value offered by organizations are involved either through the rediésystem or
cooperation between government sectors, social | through participative hearingsThe Swedish National Agengy
partners, the private sector and the non-goverraheror Education $kolverket is considered by some the “mast
organisationgor public health; important piece of the PH puzzle”.

There is also thé&lational Steering Group for Public Health
(Nationell ledningsgrupp for folkhély¥aset up in 2003. Th
structure of this group remains on the county/mipaiclevel,

11

227 Nilunger Mannheimer, Louise, Juhani Lehto, ancd$ka Ostlin. ‘Window of opportunity for intersecabthealth
policy in Sweden—open, half-open or half-shiti#alth Promotion Internationa2007;22(4), 307-315. See also Lager
A, Guldbrandsson K, and Fossum B. ‘The chance add&n's public health targets making a differenidealth Policy
2007;80(3), 413-21.
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Priorities Uptake/implementation

but it needs to be revived at the national levelgeposed also
by the 2010 PH policy report). There is evidencesupport of
stressing the importance of such a mechanism sinary
departments or agencies still do not exactly haealth in the

backbone”.
Undertake, where appropriate, health impact Following the 2002 PH policy bill, FHI (in coopei@at with the
assessmentsf major policy initiatives with a county administrative boards) startedritroduce HIAs as add-
potential bearing on health; ons to ElAs(easier to add a dimension to an already used

instrument, than starting something from scratdhjtially,
HIAs were hence primarily carried out with regacdpolicies
concerning urban planning, transport, etc. Timrument hag
subsequently been introduced when assessing olielated
to lifestyles (physical activity, eating habits — particulatly
important to education/school related policieghysical
planning of segregated areas (how to develop social meeting
places, encourage activities for youth, etc. — ho'siofter
variables) andreduction of risks of injuryas a result of the
physical environment/setting (namely home, schoald [a
recreational areas). With the change in governnier2006,
however, it appears that HIA as an instrument taubed by
various ministries has to some extent been “takeaya

One estimate has it thatound 80-85% of all HIAs carried ou
today are on a county level with specific regarchealthcare
policy initiatives

The country councils have procedures in place wétjard to
applying HIA to their policy-making®

HIAs with regard to political decisions on a natarevel are
still very scarce It was suggested that it would for examp
have been very useful for the Ministry of Educationhave
carried out HIAs prior to the school reform intrathg the free
selection of school on part of the students thewese(instead
of attending the school in their neighbourhood,dstu can
attend any school — involving longer transportati@ic.)
Furthermore further evidence shows thfAs with regard to
national policies (for example those related to alcghalre

commonly carried out too late in the procesven if the
approach is supposed to be proactive, there isllysnat

enough time to carry out a proper assessment bafdexision
needs to be made.

Since 2000, the Swedish Government has taken a ewofh
initiatives to increase the application of PH anid H\National
agencies and all of SE's county administrative dsahave
received government assignments to this end with iRHa
supportive role. Soméacilitators of HIA implementatiomave
been: (i) utilizing existing impact assessment kieolge; (ii)
connecting HIA with the concept of a sustainableciao
development; and (iii) awareness of the time neddeddopt
complex information.Obstacles include (i) the lack of a
mandatory law for HIA; (ii) a lack of funding (theris no
specific national HIA budget); and (iii)) an occasab lack of
PH skills?*°

Finally, a 2011 cross-country report on HIAs by th& on
Health Inequalities concludes that countries withoren
established processes (like SE) have undertakery MbBxs in

—

e

228 \\ww.who.int/hia/examples/en/HIA_sweden.pdf
22 Knutsson, Ida and Anita Linell. "Review ArticleeHlth impact assessment developments in Swe8eahdinavian
Journal of Public HealthMarch 2010 38: 115-120.
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Priorities Uptake/implementation

different policy areas outside of health, everhd tise of HIAs
outside the field of healthcare is somewhat patghg not so
well established®

Pay special attention to the impact which major | As disparities have increased in recent yeagsjty in health is

government policies have on equity in health, currently very high on the political agenda at &dvels and
including mental health, and guarantee necessary there is a lot of effort on the part of both county
efforts to tackle health inequalities; councils/regions and municipalities on reducingpditties.

Health is most commonly considered with regard ¢dicpes
related to environment, traffic and urban planniegd
development, but also increasingly with regard wliges
related to physical planning (living, working anécreational
areas), education and food.

Focus on capacity building in policy analysis and | Yes on a county/municipal level, but no on a natidevel

development for improved intersectoral policies. | although not related to capacity buildimgr se but SE has a
long tradition of a referral system in its policspopess and this
system can indeed be considered a sort of HIARef-Bectoral
coordination mechanism in a larger sense. Therealse the
official government inquiries which usually take raulti-
sectoral approach.

A number of factors (see Table 2.2 below) were ictamed to bear the most important obstacles
(major issues) to the implementation of a ‘HIAPipglin Sweden (and hence not necessarily only
the adoption of the EU policy), including: (gck of a clear legal frameworfor the use of HIA
within the public administration (most notably dtet national level); (ii)financial resource
constraints (iii) insufficient number of professionalsined in the subject matter (human resource
constraints); (iv)lack of a ‘technical secretariatresponsible for coordinating inter-sectoral
cooperation (the National Steering Group for Publéalth is currently not active); and (ack of
convincing evidencé&om other countries’ experiences. Other factds® aegatively influencing
implementation, but to a lesser extent (minor igsueclude: (i) availability of sufficient
information as a precondition (including privacguss); (ii) lack of a centre of expertise (even if
FHI has taken on this role in practice with regerddlA); and (iii) lack of active dissemination of
HIAP principles at all levels (most notably at thegtional level).

Table 2.2 — Assessment of possible factors influegahe adoption and implementation of EU

policy
Factors Comments
Lack of a clear legal framework for HIA use in tgblic administration Major issue
Availability of sufficient epidemiological informatn as a precondition / privacy issues Minor issue
Availability of a sufficient number of professiosdrained in the subject matter Major issue
Lack of a centre of expertise Minor issue

Political resistances in principle (e.g. to consiagincome distribution also a health Minor issue
equity issue)

Lack of a technical secretariat responsible fordimating intersectoral cooperation / HIA  Majoruss

Lack of active dissemination of HIAP principlesaditGovernment levels Minor issue
Resource constraints Major issue
Lack of convincing evidence coming from other Coig® experiences Major issue

230 Equity Action — Joint Action of Health Inequalisie ‘Health Impact Assessment: Pre-meeting questioan
summary report’, 2011.
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3. Specific Programmes and Initiatives

Public health centregfolkhdlsocentrq Several county councils have set up these resoand
knowledge centres regarding PH issues (includingrll

National Public Health Committeg(Nationella folkhalsokommitt¢n 1997-2000. Composed of
members of all the parliamentary parties as welloagxperts from both central government
agencies and various other authorities and sedtosociety (the research community, labour
market and organizations representing older peoptenigrants and the disable®). The
committee was charged with the task of developirgpgsals for the goals for the national PH
policy. Based on analysis and evaluation of botheru and future health problems (pinpointing the
most important problem areas), the committee preggsiorities and goals as well as strategies to
meet these goals. Its final report, ‘Health on étgrans — national objectives for public healtreds
Table 1.1 above) served as the base for the pteparaf the 2002 policy bill ‘Public health
objectives’ (see Table 1.1 above) and involvedctimesultation of 69 referral bodié¥

While the National Public Health Committee no longgists, its structure has to some extent been
replicated on a regional level. For example, thgiare of Vastra Gotaland has created a public
health committee with political representativese Tdommittee’s mission is to lead, manage and
coordinate cross-regional PH efforts, conductedszcrorganizational and sectoral boundaries,
towards promoting equitable and equal health inrélggon. Its tasks involve developing (including

drafting action plans) and evaluating PH measur®swall as disseminating experiences. It

specifically calls for cooperation with voluntaryganizations within areas that aim to create
conditions for citizen participation and promotioihpublic health?*®

National Steering Group for Public Healti{Nationell ledningsgrupp for folkhal¥aFollowing the
adoption of the 2002 PH policy bill, this group wset up for the preparation of PH (and HIAP)
issues. The group included general directors fr@ndifferent government agencies/authorities,
covering all 11 objective domains, as well as SKibwever, since the change in government in
2006, the group has convened only once. The steiuthere, but it is no longer active. The 2010
PH policy report calls for the restoration of sahinter-sectoral coordination group for PH issues.
Some stress the importance of this mechanism, iedlyewith regard to deciding which specific
issues require collaboration and whether or nothadates of certain authorities need to change as
a result.

Orebro University offers long-distance coursesnumicipalities towards strengthening their HIAP
capacities. The training seeks to create intemsalctlinks, which are formalized by the
establishment ahter-sectoral committeem the participating municipalitiesllAs are also part of
public health courses at various universities

A HIA tool (divided into three levels: the healthestion, the health matrix and the health impact
analysis), was initially developed by SKL. Tireethodology for conducting HIAs at local, regional
and national levels is now managed by RMhich has also published several handbooks on the
subject for policymakerghrough its HIA websité*

1 Chapter 1: Background to the new Swedish pubdialtih policy’, Scandinavian Journal of Public HeatB004 32
(Suppl 64): 6-17, (p.8).

#32:Chapter 1: Background to the new Swedish pubdialth policy’, Scandinavian Journal of Public Hea|tB004 32
(Suppl 64): 6-17, (p.8).

233 \www.vgregion.se/sv/Vastra-Gotalandsregionen/stitg ard-och-halsa/Folkhalsa/Kommitten-for-folkhaftegor-
och-halso--och-sjukvardsnamnderna/Kommitten-foktalsofragor/

24 www. fhi.se/Metoder/Planeringsverktyg/Halsokonseisedomning-HKB/
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2004 and 2005 saw the publication of a couple dk-kHlated articles by Swedish experts (and
others) in scientific journats®

A background repofi® to the 2010 PH policy report sought to assessth@)costs of illness to
society; (ii) the budgetary costs for recommendeasares; and (iii) the cost-effectiveness of some
of the recommended measures. Thesgnomic estimates and assessmditstnadsberakningar
och beddémningarhave proven to be an ‘HIAP eye opener’ for maagharities. The calculations
illustrate how delayed/late measures in one aaf(s example education) could imply significant
health-related costs for the society in the fuilared who actually pays in the end?). It is suggkste
that some authorities have even create a pot (@edidoudget line) in the beginning of the budget
year to finance early measures towards addressewaic issues (with possible health
consequences) sooner rather than later (as thiklwaply even higher costs, and most likely even
for someone else, in the future).

The Ministry of Rural Affairs (Ministry of Agriculture until 2010) is working oseveral health-
related issues; for example, together with the dvati Board of Health and Welfare, it is seeking to
create a platform for dialogue on how to advan@e pgiomotion of physical activity and healthy
eating habits (healthy/good food products).

In 2010, FHI and the National Board of Health anélfdéfe and the Swedish Institute of Public
Health started a project to develop a long-ternm [it&t PH reporting at national level (towards the
creation of aaommon reporting platform and collaboration betweaeithoritieg.

Centre for Health Equity Studie$®’ Stockholm University anékarolinska Institutet Founded in
2000 with financial support from the Swedish Courior Working Life and Social Research
(Forskningsradet for arbetsliv och socialvetenskép with the aim of promoting postgraduate
training in the field of health equity studies. élsnvolved in research — current research
programme (2007-2016) ‘Human society as a life-latggerminant of Human Health’ is a
multidisciplinary effort to explain why health inegjities re-emerge in every new generation, in
spite of modern welfare developments.

The share of fieldwork focusing d#SIA has shown that some such assessments were cautied
in the late 1990s, but the process had been vemplocated and not very effective (involving
almost ‘ethical reasoning’ at ward and hospitakelevMore recently, when some attempts were
made to reintroduce this instrument, the countiewed it as too cumbersome (and simply as ‘one
more thing’ for which they do not have resourcedddicate).

235 Namely: (i) Nilunger L. et al. ‘Using risk analgsin Health Impact Assessment: the impact of differelative risks
for men and women in different socio-economic gsduplealth Policy 2004;67: 215-224; (ii) David Finer et al.
‘Implementation of a Health Impact Assessment (Hi@9! in a regional health organization in Swedenfeasibility
study’, Health Promation InternationaR005;20, 277-284; and (iii) Forsberg B. et al. iGmarative health impact
assessment of local and regional particulate diufamts in ScandinaviaAmbio2005;34, 11-19.

3¢ ‘Financial calculations and estimates: A knowledgese for the 2010 Public Health Policy RepoBkgnomiska
berakningar och bedémningar: Kunskapsunderlag folkralsopolitisk rapport 2010 Swedish National Institute of
Public Health, 2011:20.

27 \www.chess.su.se

158



4. Available Indicators

No evaluation on HIAP uptake/implementation hasnbe&ried out to date on a national scale. It
appears that assessing whether HIAs and/or intgorsg coordination mechanisms actually have
an effect/impact seems like a very complicatedghodo (difficult to evaluate).

Nevertheless, some local/regional HIA assessmeus heen carried out. For example, following
the 2001 decision of the Ornskoldsvik city courtcil carry out HIAs, or rather health impact
descriptions lfalsokonsekvensbeskrivningjaon all matters regarding children and youth %0-2
years), an evaluation of the municipality’s HIAieities was carried out in 20042 Furthermore,

in 2000-2001, a team of experts assessed the wstyHIA to be carried out (in 1999 by the
Stockholm county council regarding one of its Headte districts), with the subsequent publication
of a scientific articlé>® This assessment was, however, rather a feasibtlityy of the HIA than a
proper evaluation of the impacts of its use.

There is no structured system for the specific nooimg of HIAP uptake (regarding the local or

regional use of inter-sectoral coordination mectiasi and HIAs). Some believe that it is not an
easy thing to do in a country with self governmemé¢ and 290 municipalities. While FHI does not
monitor HIAP uptakeper se it does carry outase studies of HIAsmplemented at the county or

municipal levef*

Furthermore, with regard to PH policy, FHI is respble for coordinating the monitoring efforts
within the 11 objective domains on the nationakleas well as for the collective monitoring of the
overarching aim. It does this by measuring a nuoeiadicators for 50 (originally 429ross-
sectoral health determinantscross the 11 objectives domains (indicators tonain #6, health-
promoting health services, are still under develeptn Around 20 agencies are involved in
providing data (most commonly on a yearly basi$)l Blso carries out interviews and its own
public health surveygfolkhalsoenkétgrfor the collection of data for and the measurena¢isome
indicators. This monitoring process has provenrmapoirtant tool in demonstrating certain trends
(such as the increased alcohol consumption by wanmen50 as a result of the introduction of bag-
in-box wine) on which the Government can requitevant agencies/sectors to follow tp.

Since the late 1990s, Swedish municipalities, sttpddoy FHI and SKL, have been compiling so
called‘local welfare accounts(lokala valfardsbokslut, VBE*> which are based on the 11 national
PH objective domains. Most local government agésit which are also at the core of welfare
policy actions, affect health either directly odirectly. The local welfare accounts provide a
instrument for managing and monitoring the effeciozal government activities on health and
wellbeing of its residents towards reducing didpesiin health. FHI and SKL have, together with
17 municipalities and county councils, developeth@del (with around 30 determinants and 39
indicators) for these accounts, which are currengd by 50 of the 290 municipalities in the

238 Edin-Westman, Birgitta. 'Evaluation of health ingpaescriptions before municipal council decisioftétvardering
av Hélsokonsekvensbeskrivningar (HKB) infér besliiommunala ndmndgr Public health unit, Municipality of
Ornskoldsvik, 18 October 2004.

239 David Finer, Per Tillgren, Karin Berensson, Kafuldbrandsson and Bo J. A. Haglund. ‘Implementatiéra
Health Impact Assessment (HIA) tool in a regionablth organization in Sweden—a feasibility studiealth
Promotion InternationaR005;20, 277-284.

240 see Knutsson, Ida, Anita Linell and Henry Stegmégealth impact assessment in physical planniyiedish
National Institute of Public Health, 2008:06.

241 See also Lundgren B. ‘Experiences from the Swedeterminants-based public health polidyit J Health Serv
2009;39(3), 491-507.

242 \www.skl.se/vi_arbetar_med/halsaochvard/folkhalsaetéder_och_verktyg_1/valfardsbokslut
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country. Within the first five objective domainsina indicators have been identified as base
indicators because of their strategic relevanceaDar these indicators are available in FHI's
national public health data bankolkhalsodaty, with a municipal breakdown (even of
neighbourhoods for the three largest cities), falynknown as the'municipal basic facts for
public health planning (kommunala basfakta for folkhalsoplanering, KB

243 Available athttp:/app.fhi.se/PXwebFHI/database/folkhalsodattbasetree.asp
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Table 4.1 — List of potential policy implementatiomdicators

Code Indicator Notes
Formally speaking, the EU definition has not bedapted in SE, but HIAP (and HIA) has been an imgoadrpart of
SE’s public health policy since the 2002 bill.
The indicator is deemed:
Formal Adoption of EU HIAP | of dubious validity (MS might define HIAP differently and the definiti needs to be backed up by concrete examples.
1 |ANA.L definition and HIA methodology| Just a formal adoption of the definition (or metblodly) does not really say much; it is more impott@ look at how
(incl. RE* level) the MS work on HIAP/HIA issues. A country, like S&gan work well on HIAP/HIA issues without havingrrieally
adopted the EU definition or methodology);
fairly feasible (even if not used as indicator in SE and datarinédgion is apparently not collected).
Proposed chang®leed to specify what ‘formal adoption’ would éhfaoncrete examples).
The indicator is deemed:
of dubious validity (Need to take a closer look to see if the debatsdientific literature can be regarded
representative of what is actually going on in artoy. Furthermore, SE, a small country, does eatly have any
specific scientific HIAP/PH-related literature, ibat does not mean HIAP work is not carried out);
Evidence of a Significant Debatéhardly feasible (Not used as indicator in SE and data/informaisospparently not collected. In the case of SEnallg
2 | ANA.2 in the Scientific Literature abouf country, which does not really have any specifiemtific HIAP/PH-related literature, you would hate look for
HIAP Swedish contributions in other publications. Thisuld be a time consuming and complicated task; aomded td
search for individual Swedish contributions intitire or maybe even PhD theses on the subjeatdddvidence’;
involving the great risk of missing something. TBeandinavian Journal of PH could be a relevantcgouCurren
debate in SE circles a lot around reducing diffeesnin health among different groups; an issueighalso very high
on the political agenda.).
The 2010 PH policy report calls for local HIAP cotments.
Existence of Health Policy The_: |_nd|cat0_r is deemed: .
Documents Including a de_ﬂnltely \_/alld (also need to look at qll Igvels - national, regi(nr!d Io_cal)_;
3 |PRI1 . I fairly feasible (even if not used as indicator in SE and datafinfdion is apparently not collected - needs tg
Commitment to HIAP Principle . . T .
X collected from the various counties and municipegitpossibly by FHI or SKL?).
(incl. RE level)
Proposed chang®erhaps even more important to look at if thesmuthents states how the principle is intended to be
followed up (not just that the documents statesraritment to the HIAP principlper sg.
Reporting to International The mdmator IS _deemed: : S L .
Oraanisati fc it tt of dublo.us validity (O_nIy reporting, or participation at ad hoc confere and alike, is not really a valid measurenpent
ganisations of Commitment tp }
4 |PRI2 HIAP Principle (for instance in ?f.vl\/h?t |s_glctually gc_Jflng on); d as indi : d datafintgion i | I d
. the WHO Healthy Cities airly feasible (even if not used as indicator in SE and datafinédion is apparently not collected).
programme) Proposed chang&@he type of commitment needs to be further spetifo make it more detailed (or technical); nat
commitment to the HIAP principle in general.
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Code

Indicator

Notes

Strategies/Programmes/Action

The indicator is deemed:

fairly valid (Relevant if actual application of the HIAP priplg is specified. In that case one needs to lodko#t
explicit and implicit HIAP actions; a strategy actian plan may not specifically or explicitly focum HIAP, but in
practice the actions might involve HIAP implicitly)

cted
)

and

that

O

PRI.3 Plans Specifically focusing on | hardly feasible (Not used as indicator in SE and data/informatmapparently not collected; needs to be colle
HIAP (incl. RE level) from the various counties and municipalities, polysby FHI or SKL? Countries, especially larger sneould need
very good reporting system for this. It is not beessy to collect this information from all levéisa country with local
self government and with strategies and plans dogedl 11 PH policy objective domains; especiallymplicit HIAP
focus/actions should be taken into account).
In SE, the existence, and the involvement, of N@&@d voluntary organizations (which commonly wouldt be
classified as advocacy NGOs) is more importantaftial application and implementation of HIAP measu Civil
society plays a very important role in this regardSE, especially concerning the reduction of digigg in health
(minority organizations and sport clubs are forregke very important actors).
The indicator is deemed:
PART 1 Existence of Advocacy NGOs | fairly valid (Maybe relevant for other MS, but not so relevarthe case of SE - some private or public integestips
' Active in the HIAP Field are very active in the referral and/or hearing psscwith regard to certain specific topics, bubfar’, full-fledged
advocacy NGOs in the HIAP field as such hardly @xis
fairly feasible (even if it might be hard to properly measure rthexistence. Not used as indicator in SE
data/information is apparently not collected).
Proposed changéeed to specify what an advocacy NGO actuallymaea otherwise any organization can say
they advocate HIAP issues and then the indicatootisiseful.
There is a great involvement on part of variousriest groups in the policy making process in SEitgd on an ad ho
basis depending on the topic at hand to providpaufevidence, be part in the referral or hearirgepss, etc.).
Involving of Advocacy NGOs in| The indicator is deemed:
PART.2 the Policymaking Process (incl.| definitely valid (if refer to ‘interest groups’ instead of ‘advogablGOs);
RE level) hardly feasible (not used as indicator in SE and data/informaicapparently not collected).
Proposed changénterest groups are more relevant than ‘prodatf;fledged advocacy NGOt least in the case
SE).
On a national level there are specific budget liioed?H, but most likely these do not specify whaght go to HIAP-
related research.
Resources Made Available by
RES.2 MS to Research Programmes inThe indicator is deemed:

HIAP Field in Either Absolute of

Relative Terms

of dubious validity (How would you actually defined this research?);
not feasible (Not used as indicator in SE and data/informai®mpparently not collected. It is very doubtfult

h

there are no separate budget lines for this, would be hard to determine the actual numbers ya@mplicated. Th

anyone would be able to actually discriminate howcmor what share of a budget goes to fund HIABteel research;
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Code

Indicator

Notes

scientific councils etenskapliga radén appointed by the National Board of Health andlféfe, the Researd

for Health Equity Studies might, however, be abl@itovide some limited information in this regard).

ORG.1

Identification of a Body
Responsible for HIAP
Coordination / a Focal Point

The indicator is deemed:

definitely valid (even if need to further specified what ‘respolesibody’ means. It is important to have a natig
entity who supports and follows up on the developinaoé HIAP-related work);

highly feasible (Not used as indicator in SE, but with regard terall coordination/steering, there is the Natig
Steering Group on Public Health, even if curredibtymant. On a more practical level, focal point &vitbw-up, even
if not formally assigned this role, FHI has takemthis role).

Proposed changeNeed to specify what ‘responsible body' entails bedy responsible for overall HIA
coordination/steering (as the National Steeringupy@r more practical support, coordination antbfetup (as FHI)?

Council for Working Life and Social ScienceBo¢skningsradet for arbetsliv och socialvetenskapg or the Centré

D

nal

nal

10

ORG.3

Existence of a Centre of
Expertise Entrusted with
Disseminating Best Practices o
HIAP (including HIA
methodology)

The indicator is deemed:

definitely valid (if the definition of a centre is further clarifie- see below);
highly feasible (Not used as indicator in SE, but nationally, tisione of the primary roles of FHI. On the regiq
level there are public health centfeskhalsocentra).
n
Proposed chang&uggest to call it ‘centre of knowledge’ instaz#dcentre of expertise’ (there is a differencehete
are different degrees of such ‘centres of expériseeed to specify that it does not necessarilpive a full-fledged
research unit on PH/HIAP issues (such as in the, Bj it is with an entity (such as FHI or alikesponsible for th
disseminating best practices.

D

11

PRO.1

Introduction of HIAP (including
inter-sectoral coordination

mechanisms) in Routine policy-
making process (incl. RE level)

With regard to inter-sectoral coordination mechansis (i) the 2003 cross-ministerial and cross-settdational
Steering Group on Public Health — the structuthése, even if it has only met once since the changjovernment i
2006; and (ii) local public health councileKala folkhalsoradl at the municipal level. A very effective mechaniat
the municipal and county level (especially withaetjto planning of physical spaces to encouragesipalyactivity,
social interaction, etc.). At the national levelee if the National Steering Group on Public Headtldormant, inter
sectoral coordination occurs on an ad hoc basiepenting on the issue at hand, but many of FHIsgamentg
involve coordination with various areas (often ird#d as a requirement of the assignment givendgtivernment).

The indicator is deemed:
definitely valid;

fairly feasible (even if not used as indicator in SE and it wolbkdquite time-consuming when looking at the Iq
level).

h

cal

12

PRO.2

Number of Relevant Institutiong
Complying with the above
Procedures (incl. RE level)

The indicator is deemed:
fairly valid (Maybe not so relevant as an initial indicatorhags it can be included in a second phase andentate
first on PRO.1);

hardly feasible (Not used as indicator in SE and data/informaisoapparently not collected. Especially with regtr
the local level, this would require a lot of worlkhew do you actually check this when you cannat fisk whether o
not an entity complies with the procedure, but nteegather actual evidence of meetings, etc.? $e,amaybe it coul

O —

be included in the PH survey®lkhalsoenkatrcarried out by FHI?).
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Code

Indicator

Notes

Implementation of Evaluations

The indicator is deemed:

fairly valid (It is important to see who gains and who paystierpolicy and this can serve as a proper baskesfber
political decisions in the future. However, theseloubt on the existence of proper methodologiethfe — i.e., a cos
effectiveness assessment seems to be “doing vimlemtthe HIAP model; for example how can the teafiolicy with

a 0 death objective be evaluated in terms of cifstveness; how do you measure the value of @renlife, or ong

year of an adult life? Furthermore, it might be smanportant to calculate/estimate the societalscoearly and lat

13 | EVAL.1 Cost Effectiveness Assessmen{$H measures as evaluating the cost-effectivenesarnfing out HIA or HIAP seems “as a little farf tifie target”);
of their Policies (incl. RE level) | fairly feasible (even if not used as indicator in SE, FHI seenwotlect some information on this).
Proposed changéaybe this indicator can be substituted with didator on the possible use of economic estim
and assessmentsoStnadsberékningar och bedémningauch as those carried out by FHI, towards riesiPH costs
of early and late measures (in many fields) and \@hleich sector) bears the costs (a late measutheirfield of
education for example can cost a lot in terms heaid this cost is borne by another non-educattatied entity).
Streamlining / modification of The |nd|<_:ator IS dgemgd: . . . .
Policy as a Result of an fairly valid (even if it is more important that actual measumsias taken, not the poligyer se are changed if thg
14 | EVAL 2 Evaluation Exercise / Cost prove not to have been particularly effective);
' . .| hardly feasible (Not used as indicator in SE and data/informatinrchange of policy is apparently not collectedkrdg
Effectiveness Assessment (incl} . ytea " . . )
RE level) |tl;(r)1)ew policy propositions could provide such evide. Also very complicated when one need to lookeal level
Some claim that the Swedish national PH policymaitself in fact be consider a giant HIA of thetiem country.
The indicator is deemed:
Setting up of a System of fairly valid (even if not so relevant for SE, which has anldstaed and traditional referral process and wigysten
15 | EVAL 3 Indicators to Monitor HIAP for the monitoring of cross-sectoral public heal#terminants, the final outcome of HIAP, alreadylace. There i

uptake / Implementation (incl.
RE level)

overall agreement that it more important to mon#ctual measures taken on national, regional acal level and no
HIAP uptakeper sé;
hardly feasible (Not used as indicator in SE and it would be aloeiresome and time consuming process and h4g
follow-up on. The ‘local welfare accountdbkala valfardsbokslgtcould possible collect information on this indimg

D

ates

172}

rd to

even if not done to date).

*RE =Relevant Entity

Proposed additional indicators

Indicator

Comments

Perhaps some sort of measurement on whether PH/ISIAFPH/HIAP should be integrated into the general plagiand the overall budget — taking it out as sasafe, stand-
part of the collectivgplanning and budget process.

alone initiative/programme counteracts the whoeaidf PH/HIAP.
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C - Patient safety (PS)

1. Legal, Policy and Institutional Framework

Swedish policy has had a strong national focus®siRce 2006. A uniqugew Patient Safety Law
came into force on 1 Janua@11 This law stresses the importance of clarifyingpansibilities as
well as of open and constructive discussions inumglvboth healthcare workers and patients
themselves (especially when mistakes are mademoething goes wrong). While it recognizes the
importance of knowledge on part of individualsjsteven more important that PS is built into
routines, processes and structures. Prior regakfiacused more on seeking to identify those who
bear responsibility for adverse events (a scapeyosting that hinders preventive measures). The
new law hence aims to create a healthcare sectar‘l@srning organization’ that facilitates for
workers to work safely and stresses the importafiggeventive measures (it is not enough to just
identify and measure risks, but rather to changekiwg methods and processes through risk

analysis). The position of the patient is also tiyesirengthened by the new PS law.

Table 1.1 - Legal, policy and programming Framework

Year | Type Authority Title Comment
1982 | Law Government| ‘Healthcare Law’ Halso- och | General references to patient safety and
/ Parliament | Sjukvardslage)y) SFS ‘healthcare guaranteevdrdgarant).
1982:763 up until the most
recent modification/addition
2011:1576
2000 | Action plan| National ‘Swedish plan of action againstProposal for action plan prepared upon
Board of antibiotic resistance’ assignment of the Government and |in
Health and collaboration with relevant authorities and
Welfare organizations towards combating antibiotic
resistance as it poses a great threat to treating
bacterial infections.
2003 | Official Ministry of ‘Improved patient safety in the
govern- Health and pharmaceutical sectorOkad
ment Social patientsakerhet pa
inquiry Affairs lakemedelsomradgtSOU
2003:52
2005 | Policy bill Government| ’'Strategy for coordiecht Strategy, adopted by Parliament on 16 March
activities against antibiotic 2006, calling for cross-sectoral coordination.
resistance and healthcare
related illnesses'Strategi for
ett samordnat arbete mot
antibiotikaresistens och
vardrelaterade sjukdomar
2005/06:50
2006 | Official Ministry of 'Patient data law’ Proposal for special regulation regarding the
govern- Health and (Patientdatalag, SOU 2006:82 national quality registers (privacy issuges
ment Social classified under PS).
inquiry Affairs
2008 | Law Government| ‘Patient data law’ A new patient data law, adopted on 28 May
/ Parliament | (Patientdatalag, SFS 2008. Nevertheless, the discussion with regard
2008:355 to including healthy people in a CS register is
still ongoing (see Section C below).
2008 | Policy bill Government| ‘Renewed National Pabli One of the 11 objective domains is the
Health Policy’ En férnyad protection against communicable diseases
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Year | Type Authority Title Comment
folkhalsopolitik, Prop. (#7), which specifically addresses the
2007/08:110 importance of PS with regard to infections
caused by antibiotic resistant bacteria.

2008 | Official Ministry of 'Patient safety. What has been Assessment and proposal for a new PS law.
govern- Health and | done? What needs to be done?’
ment Social (Patientsakerhet. Vad har
inquiry Affairs gjorts? Vad behdver géraj?

SOU 2008:117
2010 | Policy Swedish ‘2010 Public Health Policy The report makes specific reference to |PS
report National Report’ Folkhélsopolitisk (namely HCAI) in its recommendations for

Institute of rapport 2010: Framtidens action. The target area regarding protection

Public Health| folkhélsa — allas ansvar against communicable diseases includes a
priority recommendation for the establishment
of a health data register to monitor HCAI and
diagnosis-related antibiotic prescriptions.
SKL and the Centre for eHealth have since
developed a national coordinated IT system,
the ‘Infection tool (Infektionsverktygét*,
launched in December 2011, to record and
report on HCAI and diagnosis-related
antibiotic prescriptions (see below).
Since 2008, local and regional authorities,
with the support of SKL, have carried out so-
called ‘point prevalence measurements’
(punktprevalensméatningprtwice a year, bu
these do not allow for the measurement| of
infections in real time.

2010 | Open SKL and 'Open comparisons 2010: Addresses important PS issues, including
compa- National Healthcare and social care forl ‘pressure wounds’ tfycksa), or decubitus
rison Board of the elderly’ Oppna ulcers, and fall injuries.

Health and | jamforelser 2010: Vard och
Welfare omsorg om aldre
2010 | Law Government| 'Patient Safety Law’ This new law, which came into force on|1
/ Parliament | (Patientsékerhetslag), SFS January 2011, includes provisions for:
2010:659 » Notification of activities on part of
healthcare institutions and professiongls

(chapter 1);

* Responsibility on part of the caregiv
(healthcare institutions) to carry o
systematic PS activities (chapter
towards complying with the P
requirements set out by the Healthc
Law, including reporting
documentation  obligations
National Board of Health and Welfare a

and
(to the

er
ut
3)
S

are

nd

to patients) as well as specific reference (8§

4) to the involvement of patients (
persons close to them) in the PS activiti

» Responsibilities on part of healthcd

DI
£S;

re

professionals (chapter 6), including the
obligation to report of
wrongdoings/anomalies within the

244 \www.cehis.se/vardtjanster/infektionsverktyget
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Year | Type

Authority

Title

Comment

healthcare system (8§ 4, also referred ta as

245

Lex Maria);"">and

* Supervision, guidance and informati

sharing & dissemination (within the

healthcare system as well as to
patients and the public) to be provided

DN

he
by

the National Board of Health and Welfare
(chapter 7), including addressing reparts

and complaints from caregivers and

or

patients (or persons close to them),

initiating investigations on its own accord,

and undertaking actions (and sanctions

to

address wrongdoings and shortcomingg on
part of the caregivers (healthcare

institutions and professional&¥.
The law further clarifies that, ultimately, it

always the head of a county (or region) or a

municipality who is responsible for PS. T

ne

new law requires all healthcare providers and

care givers to draft annudpatient safety
accounts (patientsékerhetsberattelger

which include a description of the strategi
goals and results that are available
activities. They should outline implemented

eS,
PS
as

well as future PS measures. The accounts
should also define the persons responsible for
the safety of patients at different levels and

describe how (health)care injuries

(vardskadoy, or adverse events, are measured

and monitored.

2010 | Decree

Governmen

'Patient Safety Regulation’
(Patientsakerhets-forordning
SFS 2010:1369

Provides additional instructions to the Pati

Safety Law, including some further
specifications  with  regard to the
responsibilities on part of healthcare

professionals (chapter 7).

2011 | Stra-tegy

Governmen

'National Medical Product
Strategy’ (ationell
lakemedelsstratepi

Presented by the Government and develgped

by the Medical Products Agency
cooperation with the National Board of Hea

n
th

and Welfare, SKL and other actors. The

strategy covers the entire medicinal va

ue

chain, from research and innovation to the

monitoring of the effects in clinical practice.
puts great emphasis on PS regarding the

of medical products (including efforts to

It
use

combat antibiotic resistance) and manages| the
effects of pharmaceutical drugs on the

245 There is also an obligatiohdx Sarah on part of caregivers to report on wrongdoingsraalies within the social
services system (which include services to disabpedsons). Chapter 14, 8§ 2 of the Social Servicasv L
(Socialtjanstlagey) SFS 2001:453 and the Law on Support and Serdigethe Disabledlagen om stéd och service
till vissa funktionshindrade SFS 1993:387.
248 The law also includes provisions for: (i) eligiiland limitations on the right to practice (cheqst4 and 5) as well
as probations and revocations (chapter 8); (iipfigrprovisions and appeals (chapter 10); andtfi&) Authority of the
Health Care Responsibility Board/Committeealso- och Sjukvardens Ansvarsnamnd, HBAdhapter 9). HSAN
(www.hsan.se) is the government board authorityh witsponsibility over strengthening PS. When the Ratient
Safety Law came into force, HSAN'’s duties relatedthe handling of patient complaints were takenrdwe the
National Board of Health and Welfare. Its role isnbe now only concerned with administration of atied
jurisdictional/competence issues. See also the 28ddlation with instructions for HSANFGrordning med instruktion
for Halso- och sjukvardens ansvarsnamrisFS 2011:582.
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Year | Type Authority Title Comment

environment. The strategy is intended |to
provide a platform for discussion and
development in the pharmaceutical sector at
national level and to contribute {o
coordination and cooperation between actors
(authorities, county councils and private

operators).

Patients are also represented in decisions
pertaining to the licensing aof
pharmaceutical&"’

2. Governance

Regulation. The Ministry of Health and Social Affairsis responsible for drafting proposals for
decrees ffrordningar) or acts lkagar), which are both law binding once presented by the
Government and approved by the Parliament. Nagonal Board of Health and Welfarean issue
directions f{oreskriftef), which are binding, and recommendatiorek¢mmendationgr which are
not binding, with regard to issues related to P& Swedish Institute for Communicable Disease
Control (Smittskyddsinstitutgf'® and theMedical Products Agencyl.dkemedelsverkgt® can also
play a role with regard to regulating PS-relateshar

Strategic planning. The National Board of Health and Welfarehas been assigned by the
Government to develop a national strategy and comphatform for PS. While SKL also provides
support to a national strategic framework for P&ponsibility for actual and more practical
strategic planning lies with the county councilsr@gions) and municipalities.

Implementation of programmes/initiative®Responsibility for PS implementation lies entireligh

the county councils (or regions) and municipali{i@sd some have progressed further than others),
although SKL plays an important supporting roleatsthis regard. As mentioned also in Section
A above, SKL is not a government agency, but anleyeps’ organization for the regional and
local authorities. As such, it can only take ortaerroles on a voluntary basis or in agreemert wit
the Government (i.e. the Government cannot assigs to SKL without prior agreement).

Since 2008, SKL has in fact sought to create a mpdend which PS work should be organized and
implemented (previously PS efforts were based toramal networks). As a first step to support the
healthcare sector at regional and local level, SKhs developed eightcare bundles’
(atgardspaket or sets/packages of measures, within differésk mreastowards effectively
reducing the number of (health)care injurie@/ardskadoy, or adverse events. While HCAI are not
specifically mentioned in the new PS law, threg¢hafse eight packages are concerned with HCAI
(namely healthcare associated urinary infectiamfections from central IV lines and post-operative
wound infections). Furthermore, in 2009, variousltieare workers started working together to,
based upon measurements and smaller changes, rdHacencidence of adverse events.
Furthermore, in 2010, a first national measurenoérbasic hygiene (and clothing) routines was

247 paris, V., M. Devaux and L. Wei. ‘Health Systemstitutional Characteristics: A Survey of 29 OECDu@tries’,
OECD Health Working Papeo. 50. 2010.

248 A government expert agency responsible for moinitpthe epidemiological situation for communicabiseases in
humans as well as for promoting protection agansh diseasesvww.smittskyddsinstitutet.se

249 The authority responsible for regulation and sillerece of the development, manufacturing and mimigeof drugs
and other medicinal products towards ensuringlib#t the individual patient and healthcare profassis have access
to safe and effective medicinal products and thasé are used in a rational and cost-effective srahruns an
telephone-based information servideKemedelsupplysningemesponding to general questions regarding medical
products from the general publizwww.lakemedelsverket.se
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carried out and, in 2011, it was extended to inelatko the measurement of ‘pressure wounds’
(decubitus ulcers).

In December 2011, SKL, in an agreement with the éBament>® set aside SEK 525 million to
encourage the county councils (or regions) to turtlstrengthen PS towards meeting the
requirements of the new PS law (through improvednmaonication between healthcare
professionals, better education/training on issugated to PS for healthcare professionals,
improved organizational culture that encouragesntem and avoids blame, etc.). This agreement
provides economic incentives to support implemématof the law through performance
compensation based on basic requirements and aenuwhlndicators (including the reduction in
antibiotic prescriptions or the setting up of losalcalled ‘Strama’ group$5*

In 1995, theStrategic group for the rational use of antibioticand reduced antibiotic resistance
(Stramg was founded as a voluntary network of experts upennitiative of the Swedish Institute
of Communicable Disease Control, the Medical Préglagency and the Reference Group for
Antibiotic Questions Referensgruppen for Antibiotikafragor, RAR.ocal Strama groups have
subsequently been established in all countiesderdior all relevant agencies and organizations to
take joint responsibility for the development andoecement of a coherent strategy. In 2006,
Strama received an instruction and permanent fingnfrom the Government with the aim of
promoting a cross-sectoral and community-basedoapprthat includes relevant authorities, county
councils, municipalities and NGOs. The official &tra network, a voluntary coalition of the local
Strama groups, was created in 2011 to support esrdqie increased coordination of local efforts.
The Strama mechanism, now hosted by the Swedisitubesfor Communicable Disease Control, is
considered to have brought SE “at the forefrorgstiblishing an integrated strategy for the control
of” of antimicrobial resistanc&?

In order to further support compliance with the nlewv (which requires that patients, and their
families, are given the opportunity to participatePS efforts as well as increases the demand for
the healthcare system to provide information on icadnjuries), SKL developed, in 2010 and
2011 within the framework of another government agrestn@ number of support materiabn
patient involvement in PS work. Within the countuacils, thepatient boardqpatientndmnylare
independent and impartial entities working to dspatients and families to resolve problems
encountered when dealing with healthc&feCounty councils (and indeed individual hospitals)
may also have a patient ombudsmaatientombudsmanto whom patients can address their
opinions and complaints. Furthermore, towards imimg communication within the healthcare
system and among healthcare professionals (butvelsopatients and their families), SKL has
developed a toolSBAR verktygé&t)) to provide and retrieve important informationarstructured
manner. Finally, SKL has developed guidelines fow lthe ‘patient safety accounts’ (as required by
the new PS law) should be structured.

Promotion and disseminationPromotion and dissemination activities for releventities and
professionals (county councils, regions, munictped healthcare workers, social workers etc.) as
well as to the general public are carried out by Wational Board of Health and Welfare, SKL

250\mww.skl.se/press/nyheter_2/nyheter-2011/fortsatrsag-pa-patientsakerhet

1KLL, 2011 Activity Report on Patient Safety.

%2 Report from the ECDC Visit in Sweden to Discusstifnicrobial Resistance, 25-29 January 2010’, p.1.

23 patients can also file formal complaints with thésards, even if a high degree of under-repoitirigkely; see for
example Wessel, Maja et al. ‘The tip of an icebefg@ross-sectional study of the general public'pegiences of
reporting healthcare complaints in Stockholm, Sw&d@MJ Open2012;2(1); 1-5.

%4 SBAR = Situation, Bakgrund (Background), Aktudillstdnd (Current state), Rekommendation (Recondagan).

www.skl.se/vi_arbetar_med/halsaochvard/patientsedtésbar_minskar_risker_i_varden
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(again, upon agreement with the Government), thed&h Institute for Communicable Disease
Control and the Swedish Council on Health Technpldgsessment Statens Beredning for
medicinsk Utvardering, SB&°. County councils (or regions) and municipalities @lso promote
and disseminate PS information to the general puf@r target groups within the general
population) within their areas of jurisdiction.

Collection of data and statisticOn a national level, thilational Board of Health and Welfare
and theSwedish Institute for Communicable Disease Contrate assigned with the task of
collecting data and statistics related to PS. Skppsrts this national effort as well as data
collection on a regional and local level, whiclt&ried out by the county councils (or regions) and
municipalities. As mentioned in Section A above,sindata collection on part of the county
councils (or regions) and municipalities is volugtaalthough data collection for some registries
(some PS related) are mandatoty.

SKL and the Centre for eHealtrtCénter for eHalsp have developed thdnfection tool
(Infektionsverktygét Launched in December 2011, this is a nationasupport for standardized
and comprehensive documentation, feedback andwallm of information regarding HCAI
towards reducing the occurrence of HCAI and cowaténg incorrect antibiotic prescriptions. The
tool has been piloted at four hospitals so far iarekpected to be rolled out nationally in 2014 and
will be linked up with epSOS (and SepSOS, the Sseart of the epSOS projeét).

Surveillance of antimicrobial resistance and antibiuse (in both human and veterinary medicine)
is organized at a national level, with results mi#d (by Strama and the Swedish Institute of
Communicable Disease Control) in annual SWEDRES/BMAeports>>®

Monitoring and evaluation of policy implementatior.he National Board of Health and Welfare
has been assigned by the Government to develogysdtam of indicators to monitor and follow-up
on PS measures at county level. Supported by S¥d_National Board of Health and Welfare and
the Swedish Institute for Communicable Disease @bate the primary entities responsible for the
monitoring and, to some extent, the evaluation®pBlicy implementation.

While there is no obligation on part of individudedalthcare providers or care givers to submit their
‘patient safety accounts’ to any authority, the iblal Board of Health and Welfare carries out
spot-checkswith regard to these accourds around 10% of all relevant institutions. Thisydes

an indication of what has been done and what willlbne (i.e. is planned).

Finally, also with regard to PS, relevant ‘open pansons’ by SKL and the National Board of
Health and Welfare can serve as an indirect manganstrument.

Apart from Strama (see above), the Ministry of Heand Social Affairs has just initiated the
establishment of amter-sectoral coordination mechanism (ICMjor activities promoting the

fight against HCAI and antimicrobial resistance.eTHational Board of Health and Welfare will
coordinate this function together with the SwedBbard of Agriculture Jordbruksverkgf>®.

25 www.sbu.se

%% The National Board of Health and Welfare has akwied out a study (in 2002 and 2003) to estirtizeincidence,
nature and consequences of adverse events: Soopadliet al. 'The incidence of adverse events iedsh hospitals:
a retrospective medical record review studiyt,J Qual Health Car€2009; 21(4), 285-291.

27 \www.cehis.se/vardtjanster/infektionsverktyget

28 Report from the ECDC Visit in Sweden to Discusstitnicrobial Resistance, 25-29 January 2010

29 Government authority specialized in matters obagiod policy and responsible for the agricultuaatl horticultural
sectors.www.sjv.se
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Details on its exact composition and functionsyaeto be defined, but the mechanism is expected
to be in place by the end of 2012.

3. Main Difficulties in Implementation

The only major difficulty with regard to implemetitan raised during the Study regards the
coordination with education authorities for theluston of PS in curricula (hamely the basic
medicine curriculum for doctors). Minor issues g some implementation difficulties include
legal issues and inadequate enforcement system regfard to blame-free reporting and
enforcement (thé.ex Maria mechanism is not entirely blame-free as reporinatjviduals might
suffer sanctions). Nevertheless, as also stresgethé new PS law, PS-related ‘thinking’ and
activities are moving away from seeking to solagrnitify individuals bearing responsibility for
adverse events towards developing routines, presemsd structures that prevent such events from
occurring in the first place. It is suggested thatunctional system for reporting and handling
deviations or adverse events incideragv(kelsehanteringis crucial for both county councils (or
regions) and municipalities, not in order to pun@hfind ‘the guilty’, but in order to enhance
learning and thereby prevent injuries and incré&Sgwhich eventually will reduce the number of
reported events). Financial constraints, shortaiggualified staff and the capacity of relevant
entities are not considered to hinder the adogiramplementation of EU’s PS policy in Sweden.

Table 3.1 — Assessment of possible factors influegcahe adoption and implementation of EU

policy

Factors Comments
Financial constraints Not an issue
Shortage of qualified staff Not an issue
Legal issues (e.g. regarding the blame-free repmrti Minor issue
Relevant entities capacity (especially non-hosii#eilities) Not an issue
Inadequate enforcement system (e.g. name-blamensgswhich disincentive open Minor issue
reporting of adverse events)

Complex coordination with education authoritiestfoe inclusion of PS in curricula Major issue

4. Available Indicators

The National Board of Health and Welfareupon a Government assignment, is curremtlyhe
process of developing of a system of indicatorsnionitor and follow-up on PS measurest
county level.

A group of researcher at the University of Linkdpihas been assigned the role of evaluating
SKL’s PS initiative (which is a direct consequenéehe PS policy and law) up until 2014 (part of
the evaluation includes yearly surveys among P®rexyithin the county council$§°

20 swedish Association of Local Authorities and Regio’Patient safety activity report for 201 P4tientsakerhet,
Verksamhetsberattelse for 2Q1March 2012.
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Table 4.1 — List of potential policy implementatiomdicators

Code Indicator Notes
A national ‘term bank’ exists with standardized sslifications exists for measurable and comparabka. dThe
Swedish system generally includes internationadlgduclassifications. The National Board of Healid ®/elfare has
Alignment of Data also developed, together with other Nordic courgggpand for the Nordic Council of Ministers, a biorstandard
Classification Systems to and framework for quality measuremeffts.
1 |HAR.A4 . )
Standardised Given Procedures
The indicator is deemed:
definitely valid;
highly feasible (to be used as indicator in the national monigsgstem).
National definitions are based on internationahdéads (for credibility), but adopted to nationalcemstances.
Adoption of a Generally in line with international standards, hwiome national (Nordic) adaptations or additiona separate
Methodology/Problem definition of ‘healthcare injury’ ardskadd, or adverse injury, has for example been develope
2 |ANA1 Definition in line with
international standard The indicator is deemed:
fairly valid ;
highly feasible (to be used as indicator in the national monitpsgstem).
National outcome indicators still under developmént, with the exception of those referring totebrsc trauma, SE
will not use the OECD ones. With the exceptiont# two obstetric trauma indicators 6&7, SE is mbting the
OECD indicators — the other indicators (1 throughafe not relevant because so much goes underteepihey
indicate only what is reported, not what actuabyppens). Data/information collected, on a wardl|ldwe caregivers
Specific Outcome Indicator for (publi:: and private hospitalsl; clinicsl, heal}h _ces) through the ‘Infection Tool’liffektionsverktyggtand ‘point
3 |ouT1 the Stated Objective prevalence measurementpufktprevalensmatningar
The indicator is deemed:
definitely valid (Outcome indicators are certainly relevant, butnexessarily the OECD ones
highly feasible (Outcome indicators to be included in the nationahitoring system. Data already now collected |at a
local (hospital and ward) level and will also beletted at a national/regional level once the ‘ttien Tool’
(Infektionsverktyggthas been rolled out completely).
A complete national PS strategy is under developnvenile the strategies of counties (and privategitals, clinics
health centres and individual practitioners) arepresented by the ‘patient safety accoupts’
(patientsakerhetsberattelger
Establishment of a PS Strategy /
4 | PROG.1 Programme / Action Plan The indicator is deemed:
covering the Whole Population| fairly valid (However, what is really the definition of a stgy or action plan? This has to be specified ¢fearfor
example, while SE does not yet have an official antlined PS strategy, PS is a clear priority vatimew law, a
recent agreement on numerous efforts between thergment and SKL, etc. Need to look at substanee what
actually is taking place, and not only on appastrategy/action plan);

261

‘Nordisk kvalitetsmaling i sundhedsveaesenet’, Tema@N2010:572, Nordic Council of Ministensww.norden.org/da/publikationer/publikationer/20802
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Code

Indicator

Notes

fairly feasible (Not to be used as indicator in the national mwimyg system, but the ‘patient safety accou
(patientsakerhetsberattelgeran provide data/information in this regard).

nts

Number of RE with
Strategies/Programmes/Action

The indicator is deemed:
fairly valid (Considered as relevant, but perhaps not so imporgain, they believed it to be more relevaniotak
at what has actually been done and what concretdlybe done on a regional/local level than lookiag just

the

=

|
It

not

<L =

PROG.2 Plans Implemented at the Sub; strategies/action plans);
national Level (% of population highly feasible (To be used as indicator in the national monigpraystem and information available through
covered) ‘patient safety accountspétientsakerhetsberattelgeHowever, it might be more difficult to colledti$ information
in larger decentralized countries).
Number of RE with a Same as above (PROG.2).
Strategy/Programme/Action
PROG.3 Plan still in its Planning Phase,
or Implemented on a Local Pilot
Basis only
There is no national research programme specifitaligeting PS issues, but there are several REtelresearc
activities (data/information on these is, howevapparently not collected). Institutions carryingt dvS-relateg
research include the Royal Institute of Technoldgungliga Tekniska Hogskolan, KyHMedical Managemer
Centre (MMC) aKarolinska Institutet (KI) etc.
The indicator is deemed:
Preparation of a Specific fairly valid (Considered relevant, but not so important);
PROG.RES Programmes, such as (but not| not feasible (Not to be used as indicator in the national nwiniy system and data/information is apparently
' only) Research Projects, on P$¢ollected — it is very difficult to have an overwi@f what is actually going on with regard to P$ted research).
related Subject
Proposed changérather than looking for entire research ‘progragahin the PS field (which might not exist), the
indicator should address research ‘activitiestites’ related to PS (both commissioned and valyntesearch). Fda
example, there are several research efforts retatgntessure wounds’ (decubitus ulcers), but theynot necessari
part of a specific PS research programme (harcetimel — where do you draw the line?). Who reallggares suc
research ‘programmes’? Calls for a specific budget from the government and for an independeneaesh
institution? Rather look at the ‘number of insiibuis’ that carry out PS-related research (KTH, &t,.)
Advocacy NGOs (interest groups) are frequently imed in the process (depending on the issue at lhanghos
NGOs represent very specific and special interests)
Involvement of Advocacy The indicator is deemed:
PART.2 NGOs in the Policymaking of dubious validity (NGOs commonly drive only very specific and spkiterests and the involvement of inter|

Process (incl. RE level)

groups does not necessarily improve PS; for exantple so called Amalgam group scared rather thapgsly
informed the process — fillings should not be reatbas they then release the toxic substance);

hardly feasible (Not be used as indicator in the national momnigrsystem and data/information apparently
collected).

est

not
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Code Indicator Notes
Support (financing) is given to some interest gmuput this sort of data/information is, howevegsparently no
- collected.
Provision of Support to
9 | PART.3 é?\)’grfgcgqicNGS;;?r"\ﬁ Eéhe The indicator is deemed:

level) Y ' of dubious validity (same as above, PART.2);
hardly feasible (Not be used as indicator in the national monigrsystem and data/information apparently |not
collected — would be too time consuming).

There is no national research programme specifitaligeting PS issues, but there are several REceresearch
activities (data/information on these are, howeapparently not collected).
The indicator is deemed:

10 | RES.1 Existence of Research definitely valid (If the wording is changed, see proposed change bélsvindicator was considered more relevant

' Programmes in the PS Field |than PROG.RES in order to show the existence okedand of competence in the field);
fairly feasible (Not to be used as indicator in the national naimg system, but data/information could be cobet
Proposed changeAgain, look at ‘activities/initiatives’ rather ém entire ‘programmes’. Perhaps also look at| the
involvement of patients in research (now suppobigthe new PS law in SE for example) — additiondidator?
. The indicator is deemed:

Resources Made Available by | ,_. ; I
fairly valid (However, there was some concern over how oneacarally measure and compare this; it needs to be

MS to Research Programmes in . . . . )

11 | RES.2 T standardised and requires that resources/fundsvaii@ble at a national level);
the PS Field in Either Absolute : - . . . . L
. hardly feasible (Not to be used as indicator in the national maitig system and data/information is apparently| not

or Relative Terms ; - . . ;
collected; would require some time to check allimrabf government grants to this area).
The indicator is deemed:
of dubious validity (A study or publication says very little about thetual PS situation, or policy, in a country. This
was not considered a good indicator since MS cama good PS job even without producing studies/pabbns,

Number of Studies/ Publicationg-urthermore, most research is international; naessarily only by Swedish institutions or researshbut rather

12 | RES.3 Produced by Research published in collaboration (internationally) - sovhdo you measure this?);
Programmes in PS Policy Field hardly feasible (Not to be used as indicator in the national maig system and data/information is apparently| not
collected. It would be fairly time consuming to sdafor studies / publications related to the vasid®S related
research activities/initiatives and would requistailed instructions on how to search for suchistigublications by
Swedish authors).
Number of Citations of the Same as above (RES.3).
Studies Financed under the
13 | RES.4 Programme Above in the

Scientific Literature

. .. | Various such initiatives are carried out (mostlysooounty level), but data/information on the numlentent, etc. is
Information/Awareness Raising
. , . ~_Yapparently not currently collected (maybe SKL?).

Campaigns on PS issues in a

141 AWAL Given Year (period)
P The indicator is deemed:
fairly relevant (Considered to possibly be a relevant indicateradconcrete measure’, even if campaigns usually
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Code

Indicator

Notes

cost a lot of money and do not necessarily haviengact on awareness. Similarly, even if there areampaigns in
given year, actual awareness might be high in ase.clt is hence more important to consider adexdl of
awareness, (see AWA.2), even if it is hard to megsu

hardly feasible (To be used as indicator in the national monigraystem, but data/information currently

collected., Data/information can be collected on national level and should be retrievable from

counties/municipalities as well, but it would beé consuming.

ot
the

Level of Awareness about PS

A Nordic patient information and satisfaction syr¢aith some PS-related questions), developed Wwgrking group
of the Nordic Council of Ministers, has been catreit and might contain some information on levelwareness.

The indicator is deemed:
definitely valid;

. , fairly feasible (Apparently to be used as indicator in the nafionanitoring system, even if data/information| is
15 | AWA.2 issues among the Population e c ) el
apparently not yet collected. Feasibility dependswhether a whole survey mechanism is actuallyace— requires
quite a machinery. Furthermore, surveys are casttltheir actual effectiveness, or objectivitydigious, according
to some).
Proposed changélore relevant to talk specifically about awarenes ‘risks’ than of general PS ‘issues’ — i.e. wha
kind of risks am | facing as a patient if | do thisthat procedure and what can | myself do to cedhat risk?
Trend in the Level of AwarenegS@me as above (AWA.2).
16 | AWA 3 about P_S issues among the

Population

Estimate of Population Reached he indicator is deemed:

by Information Initiatives in of dubious validity (The population does not necessarily have antgffec

17 | AWA A4 Absolute Terms or Relative to | not feasible (Not to be used as indicator in the national marimg system and data/information is apparently|not
the Potential Target collected - difficult to quantify and would invohaetime consuming search).
The indicator is deemed:
Total Budgeted Funds to definitely not valid (Everything doe_s not necessarll_y cost money. thige about doing things right, followmg the
- correct procedures, not necessarily about spendingey. Furthermore, PS-related funds cannot benekfior
Specifically Implement PS S )
18 | FUND.1 Policy in Absolute or Relative measured objectively);

Term)g not feasible (Not to be used as indicator in the national marimg system and data/information is apparently|not
collected. It would be time consuming to collectadimformation on amount of funds as PS-relatedassare nat
budgeted for separately).

Total Public Expenditure to Same as above (FUND.1).

Specifically Implement PS

19| FUND.2 Policy in Absolute or Relative
Terms
20 | FUND.3 Total dedicated infection controlhe indicator is deemed:
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Code

Indicator

Notes

staff (absolute terms or per 10(
beds)

DOf dubious validity (This indicator is not considered relevant as idagd’ infection/hygiene control staff mig
actually work also on other, ‘normal’, issues; evestaff is assigned as infection control, theyghtiwork 80% in
‘normal’ capacity — hard to know);

hardly feasible (Apparently not to be used as indicator in theama monitoring system, but still under discusgion
within the Swedish Institute for Communicable Dse&ontrol, and data/information is apparentlyyeitcollected
It would not be so easy and very time consumingpttect data on number of staff at various hosgjtetc.).
SKL and the National Board of Health and Welfanechion as such focal point(s). Countries like SEhaut nationa
control/management (hierarchy), work more on baogdnetworks between various entities and SKL carexample
provide a platform for this.
The indicator is deemed:
. definitely valid (It is very important to have a national entityathtcan support interpretation of methods, issue
Identification of a Body — y . : A : .
21 | ORG.1 Responsible for Policy gwde_llnes,. etc. in cooperation with .decentr:_;lllsaemtles. However, t_hgrg might be no formal suchlyhdout in
Coordination / a Focal Point practice this role is in any case carried out wdlbrmally — refine definition of such a body; spmposed change
below).
fairly feasible (Not to be used as indicator in the national nmaimf system and data/information is apparently|not
collected, but can be done; also at local level).
Proposed changén a country like SE, with local self governmeittis not useful to talk about a body ‘responsible
for policy coordination, etc., but rather a bodgtttprovides support’.
The National Board of Health and Welfare carriestbis role, part of networks (also through the dNorCouncil of]
Ministers).
Routine Interaction with The indicator is deemed:
22 | ORG.2 European Institutions on PS by fairly valid (even MS are all so different in the ways theykvon PS-related issues);
' Means of a Well-identified fairly feasible (Not to be used as indicator in the national mawimf system and data/information is apparently|not
Institution collected, but, if specifications are made on howneasure ‘routine interaction’, it would be fedsib see proposed
change below).
Proposed chang&Vhat does ‘routine interaction’ actually involveheeds to be specified/quantified.
SKL aims to provide this type of support.
The indicator is deemed:
Existence of a Centre of fairly valid (However, while it is very important that best ¢fiee support exists, it does not necessarily havee in
23 | ORG 3 Expertise Entrusted with the form of a ‘centre of expertise’. There mightdeveral entities with different instruments foss#minating best

Disseminating Best Practices i
PS Area

npractices, so maybe the indicator could be repdrass proposed change below. Again, MS are allcgirad in
different ways);

fairly feasible (even if not to be used as indicator in the naiononitoring system and data/information is apptiye
not collected at county/local level).
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Code

Indicator

Notes

a separate centre of expertise since such supmorlso be provided by another type of entity).

24

NET.1

Creation of a Network of
Institutions to Implement the P
Policy

SKL can be seen to have this role since the caufiemary implementing entity) collaborate throughRegarding
the prudent use of antimicrobial agents, therglaeéstrama network and the local Strama groups.

The indicator is deemed:

2]

necessary to measure how the implementation is\tsgé by such a specific indicator);

hardly feasible (Not to be used as indicator in the national naig system and data/information is apparently,
collected. It would also be hard to measure antikee'comparing apples with oranges” since coumstideganise th
implementation of their PS strategies differently).

25

DEL.2

Number of RE Complying with
the Several Possible Relevant
Features of Policy
Implementation Modalities
Stated in the EU Documents

‘abnormalities’ - even if not completely blame frei@ce it could involve sanctions). 3 - HCAI suliaice system:
the ‘Infection Tool’ (nfektionsverktygégtand ‘point prevalence measures’. 1, 4 & 5 - Ottmedalities: information
retrievable only on specific hospital/clinic, oreewvward, level.

The indicator is deemed:

not take the EU guidelines into account, shouldvbat the RE should follow. Furthermore, some of ¢hedencs
shows that, while compliance might be relevant wéjard to features 1,2 & 3, it is not with regtvdeatures 4 & 5.
Number of single rooms (4) is not a valid measueealnse double rooms might be used on a single bdsa
necessary. Increased use of alcohol handrub pdhicts not a good measure since needs to benyased (when,

below);
systems, # of single rooms, use of alcohol hangroducts — as one needs to go to individual hdsglitac, or even
ward, level. Adaptations of 1, 2 & 3 will be usesliadicators in the national monitoring systent, & 5 will not be

used).

Proposed changédherence to basic hand hygiene practice is t@beteasure than increased use of alcohol harj
products — needs to be properly defined thoughs (tidicator is currently under development in SE).

26

DEL.3

Number of Significant
Initiatives (i.e. above a certain

Specifically Deliver Policy

The indicator is deemed:

hardly feasible (Not to be used as indicator in the national naing system and data/information is apparently,
collected — hard to measure).

27

TRAI1

Implementation of Training
Courses on PS-related Subjec
for Healthcare Personnel (incl.

The indicator is deemed:
of dubious validity (It is not necessary to implement specific cours®S issues can be dealt with and integrated
normal management and quality assurance processes);
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Current status / Possible data sources: 2 - Blagee-feporting:Lex Maria (an active reporting system for

etc.) — basic hand hygiene practice is a bettersareato be part of the SE list of indicators — pe#posed change

Proposed chang&here are some concerns over the wording (‘cesftrexpertise’) — it can maybe be rephrased to
‘knowledge banks’. It is important that this kinflsupport exists, but not how it is organisedgiirrelevant if there is

of dubious validity (While it is important to have an overall PS sttgt and objective in place, it is not considered

not

definitely not valid (This indicator was considered as too specificeitme national guidelines, which might or might

fairly feasible (even if very time consuming and complicated tdeod relevant data for some modalities - ICT

drub

of dubious validity (The indicator was considered as too vague aspectively of the size it is difficult to establish
threshold value) Undertaken tg to what extent a certain initiative deliver sthe golicy).

not

into



Code

Indicator

Notes

RE level)

not feasible (Not to be used as indicator in the national maimyg system and data/information is apparently
collected - hard to measure as there are probmypdenty of private course offerings related ®ifsues).

Proposed changén case need to specify what kind of trainingart pf basic, specialist or further training cunte?

not

Total Number of Trained

Same as above (TRAI.1).

D
—

not

you

=

pen

28 | TRAI.2 Healthcare Workers on PS-
related Subject
Resources Made Available for| Same as above (TRAI.1 and TRAL.2).
29 | TRAIL3 Training in PS-related subject in
Absolute or Relative Terms
PS not yet part of standard curricula (medicinelisg); discussions to introduce an obligatory P&s®is currently
ongoing.
30 | TRAI4 lggﬁgﬁfg%?\;f ESE ||r;\z(|e)levant The indicator is deemed:
' valid (if you look only at the basic curricula for becomandoctor - medicine studies);
highly feasible (if you look only at the basic curricula for becomindoctor - medicine studies; even if not to be Used
as indicator in the national monitoring system dath/information is currently not collected ).
Some relevant official government inquiriestatens offentliga utredningar, SQUs well as potential (futur
evaluations by the Swedish Agency for Health anceGarvices Analysis.
PS policy evaluation (i.e. regular
31| EVAL.1 review of practices and The indicator is deemed:
standards ) definitely valid;
highly feasible (To be used as indicator in the national monigpritystem even if data/information currently
collected in a systematic manner).
The indicator is deemed:
. fairly valid ;
32 | EVAL.2 c?l‘ht?]ggaeb?)f\/zse\zcl)ﬂgi/ic?r? a resulthardly feasible (Not to be used as indicator in the national nwing system and difficult to measure; how do
standardise this? Possible data sources coulddeant official government inquiriesstatens offentliga utredninga
SOU), which include proposals for change in policyl@x) and government bills).
Indicators system currently being developed byNa#&onal Board of Health and Welfare. All indicatawill not be
followed-up all through the national level (i.eonse indicators will only be valid at the individuabspital/clinic, of
even ward, level, while others are relevant onlyhat county level). There are also the ‘open compas’ @ppnal
Establishment of a System of | jamférelsej between counties (and municipalities).
33 | EVAL.3 Indicators to Monitor Policy
Implementation The indicator is deemed:
definitely valid;
highly feasible (To be used as indicator in the national monigpsgstem and partly done already through the ‘c
comparisons’gppna jamforelsgrbetween counties).
34 | EXC.1 Contribution by the MS of its | The indicator is deemed:

Policy Experiences to tHeS

fairly valid (Considered relevant, as it is good that MS folkwit also internationally, but not so important);
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Code Indicator Notes
and Quality of Care Working | fairly feasible (Not to be used as indicator in the national nwim system and data/information is apparently
Group collected. Once identified the data/source, thesm&sment is relatively easy).

Not mere participation but
presentation of national /
regional policy

35

REP.1

Number of Required Items on
which MS adequately Report t
the EC about the Progress

Reached in the Implementatior
of Their Policies

The indicator is deemed:

not

pof dubious validity (Generally not considered a good measurementrddsons for MS not complying with reporting

requirement might vary; not necessarily becausg tlage not done anything with regard to PS, butibse of lack of

nresources or time or other more urgent prioritiestcomplying with reporting requirements);
hardly feasible (Not to be used as indicator in the national nwing system and data/information is apparently,

collected).

*RE =Relevant Entity

Proposed additional indicators

Indicator

Comments

Outcome indicator: occurrence of ‘healthcare imgsiri
(vardskadoy, or adverse events.

This is the most important outcome indicator cutyennder development in SE — need to properly and
specifically define how to measure/quantify it @yjntensity, etc.).
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D — Cancer Screening (CS)

1. Legal, Policy and Institutional Framework

The first important step towards defining a speddiS policy in SE are the 2007 national guidelines
for breast, colorectal and prostate canceatiOnella riktlinjer for brost-, kolorektal- och
prostatacancerand the 2009 national cancer strategly Qationell cancerstrategi for framtiden
Within the framework of the latter, in February 201he National Board of Health and Welfare put
forward a proposal for a recommendation of a nalionodel for the implementation, assessment
and monitoring of national screening programmesh(wegard to breast, cervical and colorectal
cancer).

The national cancer strategy foresaw the creatibrRegional Cancer CentreqRegionala
Cancercentra, RCGdn each of the six ‘healthcare regions’ for tle@ination and development
of the regional resources for cancer related healéh services (covering everything from
prevention and early diagnosis — including scregninto treatment and follow-up as well as
palliative care) towards providing more equal camage throughout the country. The six RCCs are
now in place and are responsible for the plannimg) monitoring of regional CS programmes as
well as for the regional cancer/tumour registrieisey should also be in charge of the continuous
evaluation of results of applied interventions. dlyy and more generally, the RCCs should be
actively involved in the development of nationaldglines for cancer related areas.

Table 1.1 - Legal, policy and programming framework

Year | Type Authority Title Comment

2006 | Official Ministry of 'Patient data law’ Includes an assessment of whether a special
government| Health and (Patientdatalag, SOU 2006:82 statutory regulation is required for the
inquiry Social regional cancer registries (but not directly

Affairs screening registries).
2008 | Law Government| ‘Patient data law’ A new patient data law, adopted on 28 May
/ Parliament | (Patientdatalag, SFS 2008, which leaves room (perhaps depending
2008:355 on interpretation) for establishing
national/regional screening registries over
healthy people, but the debate is still ongoing.

2007 | Guide-lines| National ‘National guidelines for breast, Include guidelines for breast cancer and

Board of colorectal and prostate cancef’ colorectal screening. A further update of the

Health and (Nationella riktlinjer for brost-,| national guidelines is currently being prepared

Welfare kolorektal- och and a new preliminary version is expected ffor
prostatacancer 2013.

2008 | Policy bill Government| ‘Renewed National Pabli The policy (adopted by Parliament on 5 June
Health Policy’ En fornyad 2008) particularly recognises the challenges
folkhalsopolitik, Prop. of non-communicable diseases, including
2007/08:110 cancer (even if screening is not specifically

addressed — in this regard it refers to the then
ongoing official government inquiry’s
proposal for a national cancer strategy).

2009 | Official Ministry of '‘National cancer strategyEfh | The strategy addresses population-based
govern- Health and nationell cancerstrategi for screening of cervical cancer, breast cancer,
ment Social framtider), SOU 2009:11 colorectal cancer, prostate cancer and
inquiry Affairs hereditary cancers as important tools |in

preventive care. In this regard, the propgsal
especially points to the importance |of
increasing participation in already existing |as
well as forthcoming screening programmes
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Year | Type Authority Title Comment

and highlights the lack of yearly follow
up/monitoring and data of participation leve
on a national level. Finally, it calls fqr
increased investments in preventive care as
well as for improved prevention knowledge
creation and sharing.

S

2011 | Open National 'Open comparisons of the These comparisons address breast [and
compa- Board of quality and effectiveness of | colorectal cancer, but not cervical cancer.
rison Health and | cancer care’@ppna Even if screening related indicatquer seare

Welfare and | jamforelser av not (perhaps yet) included, other indicators
SKL cancersjukvardens kvalitet och (related to diagnosis) can feed back |to
effektivite} preventive care.

2012 | Pro-posal | National ‘Model for the introduction of | Proposal for a recommendation of a model |for
for recom- | Board of national cancer screening the  implementation, assessment and
menda-tion | Health and programmes’ Modell for monitoring of national screening programmes

Welfare inférande av nationella (with regard to breast, cervical and colorectal
screeningprogram pa cancer) developed within the framework |of
canceromradét the national cancer strategy. The propagsal

discusses the possibility of law-binding
regulation of CS in the future, but this calls
for further inquiry and takes time (in the
meantime, the Board opts for |a
recommendation since it can be issued in|the
near future).

2. Governance

Regulation. In general terms, the state is responsible for @bating overall policies and
establishing basic principles. TMinistry of Health and Social Affairsis responsible for drafting
proposals for decreeffordningan or acts kagar), which are both law binding once presented by
the Government and approved by the Parliament.Ndt®nal Board of Health and Welfarean
issue directionsfgreskrifte), which are binding, and recommendationskommendationgror
guidelines, which are not binding.

With specific regard to CS, very little nationagutation currently exists apart from the screening
guidelines for breast and colorectal cancer. Howewea ‘Model for the introduction of national
cancer screening programmesMdadell fér inférande av nationella screeningprograpg
canceromrddéf the National Board of Health and Welfdfe makes a proposal for a
recommendation to county councils and municipalitier a model for the implementation,
assessment and monitoring of national screeningranomes (with regard to breast, cervical and
colorectal cancer). The proposal will be furtheclared through consultation with municipalities,
county councils and other organisations beforenal ftecommendation is formulated. The model
will also be developed further in collaborationl&KL based on more detailed information.

Finally, as foreseen by the 2009 national cancategty, the RCCs will also be actively involved in
the development of national guidelines for canetated areas, including screening.

Strategic planning.While responsibility for actual and practical st@it planning with regard to
CS lies with the county councils (or regions), suped by the RCCs with regard to regional
strategic planning, thélational Board of Health and Welfare provides a namal strategy

%2 Based on consultations with SKL, SBU, relevanfg@ssionals, patient associations, head of the gaumincils, etc.
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framework for CS activities(as presented by the 2012 proposal for a modeiné&tional CS
programmes).

Implementation of programmes/initiatives.Responsibility for the implementation of CS

programmes and related activities lies entirelyhwiite county councils (or regions). The RCCs will
play a central role in supporting the county colsr regions) in the implementation of screening
programmes.

The current national screening guidelines with réga breastcancer recommend the full 40-74
year age range on a nation-wide level. Neverthglesractice, some county councils differ
slightly with regard to both the age of the targeiup and the screening interv&idIn 2011, the
cooperation group of the RCCs established a worgnogip for mammography that will: (i) work
for regional and national coordination; (ii) ou#ibasic definitions; (iii) develop regional action
plans for increasing participation; and (iv) deyesonational quality register.

National cervical CS guidelines are presently being revised (a fireposal for recommendation
was made in 1998) as screening methods have nabegt established. In the meantime, the
cooperation group of the RCCs has set up a worlnogip also for the prevention of cervical
cancer. This group shall: (i) ensure a clear stine¢brganisation for screening efforts; (ii) oudlin
collective basic definitions and quality indicatofsi) develop a national quality register, and)(i
propose a concrete strategy for future measureg. 8K put forward a proposal for a national
randomised screening study to be carried out befeeeommendation is drafted.

The roll-out of nationwide, population-based scregrprogrammes regarding both breast cancer
(for women between 40 and 74 years of age) andozg¢rgancer (for women between 23 and 60
years of age) was complete already in 2897.

While colorectal CS guidelines exist, population-based screeningrammes are currently carried
out (piloted) only by the Stockholm county couramild Gotland. In January 2012, SKL put forward
a proposal (prepared by the national working grimugolorectal CS, as set up by the cooperation
group of the RCCs) for a national randomised séngestudy to be carried out.

SKL provides support to county councils (or regjoimsthe implementation of CS activities. It is
currently (2010-2012) undertaking a project to @ase participation in the national screening
programmes for breast and cervical cancer. Moreifspaly, the project seeks to achieve: (i) a
coverage ratio of at least 85% for cervical scnegmests; (ii) a participation rate of at least 8fafvo
mammography; and (iii) a more equal participationscreening activities (with regard to socio-
economic and ethnic factors).

Promotion and dissemination.County councils (or regions), supported by the RC@s
responsible for promotion and dissemination adésitrelated to CS and targeted at the general
public (or target groups within the general pogalat SKL could also, based on agreements, carry

%3 gee also an account of the Stockholm county ctsrimieast CS program: Lind, Helena, Gunilla Svanevent
Kemetli, and Sven Toérnberg. ‘Breast Cancer Screprifnogram in Stockholm County, Sweden — Aspects of
Organization and Quality AssurancBreast CargBasel). 2010;5(5), 353-357.

24 European Commission, DG for Health and Consumars the International Agency for Research on Cancer.
‘Cancer Screening in the European Union: Reporthenimplementation of the Council Recommendationcancer
screening - First Report’, 2008. Commission Rep@®008)882final on the ‘Implementation of the Codinci
Recommendation of 2 December 2003 on cancer sageR December 2008.
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out such a function towards relevant entities amdessionals (county councils, regions, healthcare
workers, etc.).

Collection of data and statisticsThe National Board of Health and Welfare is currently
responsible for the national cancer registifand possibly the national CS registry, if set tqy)
which data collection and reporting is mandatorypant of county councils (or regions). The six
RCCs will be responsible for the regional cancemndur registries (and possibly the regional CS
registries, if set up) — see also sub-section 8vbel

Monitoring and evaluation of policy implementation/Vhile the National Board of Health and
Welfare plays an important role as a national ‘supervisiie, six RCCs will be responsible for the
monitoring of regional CS programmes. They are &isbe in charge of the continuous evaluation
of results of applied interventions.

The Swedish Organised Service Screening EvalugBooup (SOSSEG), a scientific group of
researcher with the University Hospitédlk@demiska Sjukhugeh Uppsala, carries out evaluations
of CS initiatives.

In 2010, upon request by the government (Ministrfducation), the Swedish Research Council
(Vetenskapsradpt® was assigned the task of evaluating investmentstrategic research areas,

including cancer (even if CS is not specificallyntiened in the evaluation assignment, it is one of
the research areas for which the Council providedihg).

Finally, ‘open comparisons’ can represent an iradliraonitoring mechanism. These comparisons
can in fact assist in the implementation of pokiyce no county council wants to be the “poorest
student of the class”. To encourage enforcemepbbty, disseminating the outcomes of the open
comparison is considered to be very important.

3. Main Difficulties in Implementation

It appears that the primary factors most negatiug#lyencing the adoption and implementation of
EU’s CS policy to be legal and political/culturasues regarding the setting up of CS registries (an
linking these to cancer and/or mortality regisirieSpart from the more concrete legal privacy
issues (even if the new the patient data law sdemdepending on interpretation, open up to the
possibility of screening registries,), there is dahtial political/cultural concern over including
healthy people in registries. The debate is stitiang, even if the general acceptance of keeping
records over healthy people appears to be growegource constraints (both financial and human)
and technical and organisational issues conneaethdé complexity of nationwide screening
programmes were only considered as minor issuestaff implementation. Factors not believed to
influence Sweden’s adoption or implementation of£0S policy include timing issues (i.e. that
results and impacts might materialise only aftenwech longer period) and the potential lack of a
sound efficiency assessment of CS.

25 A government agency that provides funding for basisearch of the highest scientific quality in diiciplinary
domains. Besides research funding, the agency watksstrategy, analysis, and research communicati@ww.vr.se
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Table 3.1 — Assessment of possible factors influegdhe adoption and implementation of EU

policy

Factors Comments
Financial constraints (human and financial) Minor issue
Timeframe, the results and impacts will materiatifer a much longer period Not an issue
Lack of a sound efficiency assessment of CS Not an issue
Technical and organisation issues connected todhwlexity of CS nationwide Minor issue

programmes (issues of capacity, training of statinagement and service delivery et¢.)

Legal issues in setting up registries as requeatat)inking them to mortality databaseMajor issue
(e.g. issues of personal data management)

Cultural and political issues (e.g. political séiwdy of the matter in certain cultural Major issue
environment, political difficulties to maintain arlg-term commitment in this area etc.)

4. Available Indicators

Great need was felt to monitor and follow-up adheeeto CS guidelines and alike. There are
currently no collective, standardised routines fbe monitoring or assessment/evaluation of
national population-based CS programmes. The NatiBoard of Health and Welfare has been
assigned by the Government to develop a model @mtoring routines and presented a proposal in
February 2012 This can be considered a first step in setting ypoper monitoring system. The
proposal specifically calls for the setting up ofnational health data register covering the
individuals to whom the CS programmes will be dieelc Currently there is no national register for
breast CS, but some county councils (or regionsg monitoring systems in place (even if with
different designs, IT-solutions and variables). @gwouncil quality registers for cervical CS exist
throughout the county and, through the cooperaifidhe RCCs, a national quality register is under
development. With regard to evaluation, the Swedsganised Service Screening Evaluation
Group (SOSSEG), a scientific group of researcheh whhe University Hospital Akademiska
Sjukhusétin Uppsala, carries out evaluations of CS inites.

266 ‘Model for the introduction of national nationahrcer screening programs¥i¢dell for inférande av nationella
screeningprogram pa canceromrajjétlational Board of Health and Welfare, Februadg 2.
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Table 4.1 — List of potential policy implementatiomdicators

thy

—J

ally

nal

Code Indicator Notes
Compliance with Data The indicator is deemed:
HAR 2 Comparability Criteria based or] definitely valid;
' Expert Assessment highly feasible (Not yet used as indicator in SE, but currentidemdevelopment. Data/information to be collectg(
the Regional Cancer Centres, RCCs).
Establishment of Special The indicator is deemed:
HAR 3 Registries (centralised data definitely valid;
' systems for the management apbighly feasible (Not yet used as indicator in SE, but currenthidemdevelopment (problem with including heal
assessment of CS data) people in a registry). Data/information to be cciiésl by the RCCs).
Alignment of Data ClassificationThe indicator is deemed:
HAR.4 Systems to Standards defined byairly valid (Considered as relevant, but not so important);
' the European Network of Cancgrhighly feasible (Not yet used as indicator in SE, but currentidemdevelopment. Data/information to be collectgq
Registries the RCCs).
National guidelines for breast, colorectal and faies cancer Nationella riktlinjer for brost-, kolorektal- oc
prostatacancer include guidelines for screening: (i) breast Q8dglines are in line with EU guidelines; and
colorectal CS guidelines are currently not in Wigh EU guidelines (population-based screening @ognes piloted i
Formal Adoption of the EU CS | two counties). National cervical cancer guidelipessently being revised, but current screeningtipeg are in line witl
ANA 1 Guidelines (incl. RE* level) EU guidelines.
‘ Clearly distinguish b/w breast,
cervical and colorectal CS The indicator is deemed:
fairly valid (even if it is more relevant that the national gliides are followed. The national guidelines migbivever
include or use the EU, and other, guidelines apat)
fairly feasible (Not used as indicator in SE, but the RCCs mighable to provide data/information).
2012 report of the Cancer Fund refers to the EWlgliies. Significant current debate in Nordic stifenliterature
Evidence of a Significant Debauedoubting/questioning mammography.
ANA.2 in the Scientific Literature of the The indicator is deemed:
MS about CS methodology anaid - : : . . . .
g s efinitely not valid (This would be particularly hard for smaller coumsér and research is also not really nation
specifically the EU Guidelines ' .
confined anymore);
not feasible(Not used as indicator in SE and data/informasipparently not collected — impossible to monitor).
Effective Outreach Level of the| EU guidelines are available on various web sitéd (®tc.).
EU Guidelines in the MS
(downloads, web pages visited) The indicator is deemed:
ANA.3 in Absolute or Relative Terms (Yof dubious validity (It is believed that it would be more relevantttttze EU guidelines are reflected in the natig
of the target population) guidelines and that they are made available; homyrtines they are downloaded, etc. were not deémpdrtant);
Clearly distinguish b/w breast, | fairly feasible (Not used as indicator in SE, but data/informationld be collected).
cervical and colorectal CS
OUTA Specific Outcome Indicator for | The indicator is deemed:
' the Stated Objective definitely valid;
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nly

be

Code Indicator Notes
highly feasible (Not yet used as an indicator in SE, but curreuatigler development. Data/information to be collédig
the RCCs).
The indicator is deemed:
e . definitely valid (It is important to specify what you wish to reablat perhaps with adaptation; by 20307?);

8 |IMP.1 gfﬁgg%lgggﬁgndmator for the highly feasible (even if not used as an indicator in SE, but d#taimation possibly to be collected by the RC
Furthermore, it might also be hard to assess thasght in the interval between one screening amndhan i.e. wha
does the screening catch and what does it not 2atch

Esanlsnment of 2 CS Sty e e es i |
Programme / Action Plan
9 | PROG.1 covering .th.e Whole Population The indicator is deemed:
Clearly distinguish b/w breast, defini . - _ . .
cervical and colorectal CS e initely V?.|Id (It is definitely important to set nathnal goals). _ _
highly feasible (Apparently to be used as indicator in SE and/oditamation possibly to be collected by the RCCs.
Screening programmes are in place in all countigh wegard to breast and cervical cancer. SKL cocdtiect
Number of RE with CS information on this through the ‘open compariso(i@pna jamforelsgrbetween counties (and municipalities). O
Strategies/Programmes/Action | Stockholm and Uppsala counties currently have jpitogrammes for population-based screening of eotaf cancer.
Plans Implemented at the Sub-
10 | PROG.2 national Level (% of population| The indicator is deemed:
covered) fairly valid (It is important that national goals are follow#dtough on regional and local level, but perhaps su
Clearly distinguish b/w breast, |important (superfluous) an indicator; more intdrestn case to know % of target population reached)
cervical and colorectal CS fairly feasible (Not yet used as an indicator in SE, but maybeeumt®velopment. Data/information possibly to
collected by the RCCs).
Number of RE with a CS Population-based screening programmes for coldreatecer being piloted in Stockholm and Uppsalanties.
Strategy/Programme/Action Plgn
still in its Planning Phase, or | The indicator is deemed as above (PROG.2).
11 [ PROG.3 Implemented on a Local Pilot
Basis only
Clearly distinguish b/w breast,
cervical and colorectal CS
Debate over privacy issues is still ongoing in 8t there is a growing acceptance of including thgapeople ir]
. . registries. New patient data law in 2008.
Adoption of appropriate data

12 [LEG.1 protection legislation The indicator is deemed:
fairly valid (even if not so important; not a key issue);
fairly feasible (even if not used as indicator in SE and posgiblyl to measure in some countries).

Appropriate data protection Same as above (LEG.1).

13 [LEG.2 legislation Discussed but Not Ygt

Adopted
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EU

\174

Code Indicator Notes
Appropriate data protection Same as above (LEG.1 and LEG.2).
14 [LEG.3 legislation Still under Preparatign
and in its Drafting Stage
The indicator is deemed:
of dubious validity (if dissemination of EU GL is included);
Information/Awareness Raising| not feasible(Not used as indicator in SE and data/informatsoourrently not collected; possibly to be collectey the
15 [AWA.1 Campaigns on CS in a Given |RCCs. There so many initiatives and it would balharcount them all).
Year (period)
Proposed chang®erhaps the wording can change from ‘campaign’adtivities’ — not always necessary to launch
scale campaigns, but targeted information leaiietee appropriate places might be enough in scasesc
Level of Awareness about CS The |n_d|cator IS _de.emed.
16 [ AWA.2 issues among the target of dUb'Ol.JS validity; - . : _
‘ Population not feasible (Not used as indicator in SE and data/informatgapparently not collected. Hard to measure — byl
surveys).
Trend in the Level of AwarenessSame as above (AWA.2).
17 |AWA.3 about CS issues among the target
Population
Estimate of Population Reache jThe lnd_|cator IS deemed: . - . :
b . e not valid (National interpretations and guidlines are maspartant, even if they commonly are based upon
y Information Initiatives on EU . .
18 | AWA.4 guidelines in Absolute Terms o recommendations);
. . not feasible(Not used as indicator in SE and data/informagipparently not collected — it would be too time suoming
Relative to the Potential Target
to count them all).
Total Budgeted Funds to assur¢ The indicator is deemed:
appropriate organisation and | of dubious validity (Funds are not considered really important to ssoproved processes);
19 | FUND.1 quality control of CS not feasible (Not used as indicator in SE and data/informat®m@apparently not collected. It would be impossitul¢
' programmes monitor in a decentralised system).
Clearly distinguish b/w breast,
cervical and colorectal CS
Total Public Expenditure to Same as above (FUND.1).
assure appropriate organisatior]
20 | FUND 2 and quality control of CS The in_dicator i_s _deemed:
programmes of dubious validity
Clearly distinguish b/w breast, [ not feasible
cervical and colorectal CS
Total dedicated staff to The indicator is deemed:
implement and assure quality of of dubious validity (Number of staff not considered really importamassure improved processes);
21 | FUND3 CS programmes not feasible (Not used as indicator in SE and data/informat®m@apparently not collected. It would be impossitul¢

Clearly distinguish b/w breast,
cervical and colorectal CS

monitor in a decentralised system).
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Code Indicator Notes
Population Reached by CS The indicator is deemed:
Programmes in the country, in | definitely valid;
22 | DEL.1 Absolute or Relative Terms (out highly feasible (once the RCCs work properly. Not yet used asndicator in SE, but currently under development.
' of the target population) Data/information to be collected by the RCCs).
Clearly distinguish b/w breast,
cervical and colorectal CS
The indicator is deemed:
fairly valid (Indicator considered relevant even if (i) theatatumber of screened individuals is what is regliportant
Compliance with the Relevant [and (ii) the national guidelines are more importdimere might also be modalities that should natdeemmended);
23 | DEL 2 Features of CS Implementation| hardly feasible (Not used as indicator in SE. Difficult to measusven if data/information could possibly be cdkeq
' Modalities Stated in the EU by the RCCs).
Documents (incl. RE level)
Proposed changéNo need to distinguish between types of screeffpogpulation-based or opportunitistic); the tgtal
figure of people screened is what is important i@hof methods depends on what goals you set atldeosituation).
Number of Significant Initiativeq The indicator is deemed:
(i.e. above a certain threshold | of dubious validity (Not considered important. There are plenty ofiatives, but there is no need to map them. And
24 | DEL 3 value) Undertaken, i.e. CS some are effective, while others not. The importauthe general process, not the specific initeg)y
' programmes set up hardly feasible (Not used as indicator in SE even if data/infoioratould possibly be collected by the RCCs).
Clearly distinguish b/w breast,
cervical and colorectal CS
The indicator is deemed:
Compliance with Given of dubious validity (Considered too detailed; there is no need torobtite specifics or technicalities if the procesm
25| CAP.1 Equipment Technical Standardsplace);
and Operational Procedures | hardly feasible (Not used as indicator in SE and data collectiod gerification would be time consuming even if
information could possibly be collected by the RECs
The indicator is deemed:
Introduction of a Given de_finitely \_/alid (It is important for proper scree_ning and for @dares to be comparable); _ _ _
26 | PRO 1 Procedure in CS Routine fairly feasible (Not yet used as an indicator in SE, but currentiger development. Data/information possibly tq be
' . . collected by the RCCs).
Operations (incl. RE level)
Proposed changé&Given’ procedures need to be further specified; vague like this.
Some monitoring is already done through the ‘opempmarisons’ @ppna jamforelsgr between counties (and
municipalities).
Number of Relevant Institutions The indicator is deemed:
27 | PRO.2 Complying with Procedure (incl '

RE level)

fairly valid (Considered relevant, but not so important. Indase of SE, compliance will be resolved by itsetbugh
‘open comparisons'dppna jamforelsgrbetween counties (and municipalities); “no onentsado be the poorest studéent
in the class”);

fairly feasible (Not used as indicator in SE even if data/infoinratould possibly be collected by the RCCs).
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Code

Indicator

Notes

Implementation of Training

The indicator is deemed:
definitely not valid (Not considered eloquent);

CS

and

-

bred

28 | TRAIL Courses on.CS for Healthcare not feasible (Not used as indicator in SE and data/informatipparently not collected — it would be too compkcato

Personnel (incl. RE level) . . ;
monitor and impossible to answer).
Total Number of Trained Same as above (TRAI.1).

29| TRAI.2 Healthcare Workers on CS
Resources Made Available for | Same as above (TRAIL1 and TRAIL2).

30 | TRAIL3 Training on CS in Absolute or
Relative Terms

The indicator is deemed:
31 | EVAL 1 Evaluation of data from tests, de_finitely r_elevant; o _ _ _
' assessments and diagnosis fairly feasible (Not used as indicator in SE, but data collectitmpugh the RCCs, would be feasible once the
registries are all in place).
The indicator is deemed:
. of dubious validity (Evaluation results are considered most importelminges in policy will come spontaneously

32 |EVAL.2 chht?]régaeb%t/gsej;?g%oa: a reSUIthence do not need to be measured).

not feasible (Not used as indicator in SE and data/informatgapparently not collected. Difficult to measurbow
would a change in policy be measured? Surveys?).

Regularly Monitor CS The_ i_ndicator is d?emed:

Implementation and Outcome d_eﬂnltely re_Ievant, o - _

33 | EVAL.3 T highly feasible (once the process, through the RCCs is in placeyblt used as an indicator in SE, but currentigeun
Clearly distinguish b/w breast, devel t. Data/information to be collected by RCCs and some monitoring is already done thrabhgh'open
cervical and colorectal CS evelopmen inrormat ) itoring 1 y gnop

comparisons’ gppna jamforelsérbetween countié®).
Number of Required Items on | The indicator is deemed:
which MS adequately Report to| of dubious validity;

34 |REP.1 the EC about the Progress hardly feasible (Not used as indicator in SE and data/informat®ompparently not collected. It could be considg
Reached in the Implementation| feasible only if the reporting requirements invaanly a basic summary (print-out) of informatidvat can be retrieve
of Their Policies from the regional and national registries).

Availability of Reports or parts | The indicator is deemed:
thereof on the Progress Reachg¢df dubious validity;
35| REP.2 in Implementing CS Containing| hardly feasible (Not used as indicator in SE and data/informaisoapparently not collected. It would be cumbersaor

Information Not Shared with the

collect such reports at various levels/places).

EU

*RE =Relevant Entity

%7:0Open comparisons’ of the quality and effectivenetcancer care)ppna jamférelser av cancersjukvardens kvalitet ektektivite} could possibly include screening related

indicators as well.
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Proposed additional indicators

Indicator

Comments

Existence of some sort of ‘knowledge centre’.

Adidnal measure could be if there is an entitptiyh which best practices are shared (for exanagiere
can RE learn from what others, both at home andaabave done to increase participation in scnegeni
programmes?).
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ANNEX E — CASE STUDY REPORT: POLAND

A — Overall Health Strategy (White Paper)

1. Legal, Policy and Institutional Framework

Table 1.1 - Legal and Policy Framework

Year | Type Authority Title Comment

1997 | Law Parliament Law on universal health Enacts adequate provision of various types$ of
insurance systentstawa o care and public health activities.
powszechnym ubezpieczeniu
zdrowotnym

2004 | Law Parliament | Law on publicly funded Defines obligations of regional and local sglf-

healthcare services financed | governments with respect to healthcare.
(Ustawa aswiadczeniach

zdrowotnych finansowanych ze
srodkéw publicznych

2004 | Decree Ministry of | National Health Plan 2004- | The most important document aimed |to
Health 2013 (Narodowy Plan Zdrowig improve the health of the Polish population.
na lata 2004-20183 The list of strategic objectives concentrates on

prevention and treatment of main diseases
with the goal of decreasing mortality.

2007 | Decree Ministry of | National Health Programme | The main objective of the National Health
Health 2007-2015 arodowy Programme is to decrease social and territgrial
Program Zdrowia na lata differences in the health status of the
2007-201% population.
2011 | Law Parliament Law on medicalactivity Defines rules for medical activity, including
(Ustawa o monitoring and registration as a medical
dziatalngicimedyczné;j professional.

The Policy Background.The healthcare system in its current shape in Eoiara result of the
reform process that took place over the past 1Bsyddne reforms undertaken were shaped by a
number oflaws aimed at creating a health insurance systenith adequate provision of various
types of care as well as public health activitiégblic health in Poland is organised into a quasi-
centralised system, with regulatory and decisiokinga competences at the central level of
administration and decentralisation of policy impentatioi®®. As regards public health, an
important mechanism was created by #@®@)4 Law on publicly funded healthcare services
whereby obligations of regional and local self-gowmeents with respect to healthcare were defined.
The Ministry of Health has been working on a dfai on public healthin recent years. The goal
of the new law would be to create a system of mamegt of public health at the central and local
levels of administration. The project foresees t'sofanagement based on existing public health
programmesNational Health Plansand theNational Health Programme The concept of “soft”
management should respond to the structure ane sifiaresponsibilities as in use within public
administrations, with transfer of responsibilitié¢s regional and local governments for the
implementation of various public health activiteasd programmes. The project has been reportedly
influenced by some foreign models — especially &idl The project proposes new financing
mechanisms by creation of funds dedicated to Spemiblic health policies. The project is stillat

28 Aluttis, C. et al. 2012: Review of Public Healtlafcity in the EU. Supplementary document to thal freport.
Maastricht/The Netherlands, March 2012
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very early stage of preparation; it has not beersgmted to the Parliament yet nor has it been
subjected to so-called ‘social consultations’.

Implementation of some public health activities kagted to regional competence, based on the
above mentionetlaw on publicly funded healthcare servicesd on thdaws regulating actions
and obligations of regions, counties and local gowments Regional administrations in Poland
are divided intgyovernmental administrationsandself-governmental administrations

With respect to public health, their share of reslilities is as follows:

Regional governmentgUrzqd Wojewddzii monitor implementation of health policy in the
region, the core of which is defined by the Natiddealth Programme, and stimulate activities
of regional and local self-governments with respechealth policy. Regional governments
create an annual Action Plan addressing the maatthh@roblems and lines of action to be
undertaken, but they do not translate the proppsédies into a specific health strategy.
Regional self-governments(UrzgdMarszatkowsBi as well as county and local self-
governmentsgowiatandgming bear responsibility for actual implementationhefalth policy
actions. Some public health activities are assigondte regional and local self-governments by
the rule of law (i.e. actions against alcohol conption) with financial resources allocated to
them. While regional governments do not have amgritial resources for specific health policy
actions, regional self-governments and local selfegnments have the power to implement
actions with the financial resources assigned émnthSome regional self-governments create a
complete public health Action Plan in the form akgional strategy, to a large extent based on
the National Health Programme. However, this pcacis uncommon. It is common sense that
actions undertaken at regional and local levelsilshbe responsive to local needs. However,
monitoring of the National Health Programme impletaéion shows that most of the actions
undertaken at local level do not always take theseds into account and focus mostly on
actions related to alcohol consumption. Local atities are also often undertaken in response to
specific temporary needs. In such cases, theyareetved as short-term initiatives, and do not
constitute elements for any long-term public hestthtegy.

The main policy documents in the field of publi@tie and prevention include:

National and Regional Health Plans for 2004-20%8 The National Health Plan is by far the
most important document aimed to improve the heafthhe Polish population. The list of
strategic objectives concentrates on preventionteeatment of main diseases (cardiovascular
system diseases, cancers, etc.) with the goalatdsing mortality. It creates a framework for
Regional Health Plans and requires the monitotegpopulation health status. It is also linked
with health programmes targeting specific diseases,POLKARD (cardiovascular system
diseases prevention and treatment programme), BedNational programme of cancers
prevention. The other mechanism was introductionter-sectoral approach, with supervision
of the Steering Commitee.

National Health Programme for 2007-20%5. The main objective of the National Health
Programme is to decrease social and territori&mihces in the health status of the population.
Specifically, the programme proposes various poéctions to target age cohorts at greater
health risk (i.e. the youth and the elderly), atsido tackle behavioural health risks (smoking,
alcohol consumption), and to increase the accdisgibf prevention and medical services. The
National Health Programme is a guideline for atiggi in the field of prevention for the

289 hitp://lwww.mz.gov.pl/iwwwfiles/ma_struktura/docs/adowy plan zdrowia 30042004.pdf
270 hitp://lwww.mz.gov.pl/wwwfiles/ma_struktura/docs/zatm npz 90 15052007p.pdf
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Regional Public Health Centres, regional governsieneigional and local self-governments and
the local healthcare units. Tipelicy draft was discussed with experts in eachhefproposed
fields of action. These experts were supervisedhieyMinistry of Health and came from a
variety of specialised institutions includingter alia, the Centre of Oncology, the Institute of
Labour Medicine, the National Institute of Publieath and the National Centre for Quality
Assessment in Healthcargfter consulting these institutions for specificlipg goals, all the
elements were combined into a final draft of theglamme.The main challenge was to
persuade the experts from each institution thaPttegyramme would tackle first and foremost
prevention and health promotion issues, and no wchrmedical treatment. Another feature of
the Programme is that it endorsed intersectoriddityintroducing a Steering Committege
facto, however, cross-cutting cooperation is still aeany stage.

Regulation and Strategic PlanningThe Council of Ministers is responsible for overgiiblic
health strategy legislation, while specific acts prepared by the Ministry of Health. The Ministry
can cooperate with the Public Health National Céiasty an additional advisory partner. Proposals
of any new legal act have to be approved by bothapaentary chambers and by the President. The
Parliament is endowed with a Health Commission Wwhian make amendments to the proposed
law, and so can any other MP.

At regional level, both types of regional governme&an be involved in strategic planning.
Typically, the regional governmenirggd wojewodzRiprepares short-term (one year) policies and
points out main directions for actions, while tlegional self-government is responsible for long-
term strategic planning, and is in charge of aliocgfinancial resources.

2. Governance

Various institutions are responsible for impleméntaof concrete public health programmes and
initiatives:

The Ministry of Health is responsible for the overall management of tealthcare sector,
including public health. The main departments respgue for policy are thédealth Policy
Departmentand Public Health Department The former coordinates implementation of the
National Health Plan and sectoral action plansgihge.g., Polkard and National programme on
cancer prevention), while the latter coordinates tmplementation of the National Health
Programme.

The National Health Fund contracts out medical services that are foresede farovided, also
within health plans (i.e. screenings). It has agpdynction, managing financial resources from
the health insurance contributions.

Medical services providerare responsible for provision of services as cotedh with the
National Health Fund.

Regional self-governmentare responsible for implementation of activitieshim the National
Health Plan and the National Health Programme. Tdreyalso owners of medical facilities,
what means that indirectly they are responsiblgfanning managing provision of services (i.e.
by decision on types and number of medical progidera given area, assurance of access to
appropriate medical infrastructure, etc.). Thedat¢ational Health Programme suggested that
the implementation of public health activities sldbbbe highly decentralised; this bottom-up
approach has given a greater margin of manoeuvréha@oregional administrations and
encouraged local initiatives.
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Promotion and dissemination of policy directionsategic plans and actions is the responsibility

of:

3.

The Ministry of Health outlines the strategic plans on public health prmmotes them via
public campaigns by assuring appropriate finaneaburces. The Ministry of Health directly
supervises promotion and information policy in saaneas (e.g. cancer screening).

The Public Health National Consultantcan be involved in the promotion and media
information campaigns; it can also lobby for soméutsons or public health policies in the
Parliament.

The National Public Health Instituteis responsible for producing knowledge-based padic
such as conferences, seminars and internationggisdi.e. EuroHealthNet), and for promoting
relevant research projects.

The regional governments and self-governmendiirectly promote policies with respect to
public health reaching directly target groups. Thaéy organise information campaigns,
activities such as leaflets distribution, sendmgtation letters to target groups, etc.

Data Collection, Evaluation and Monitoring of Policy Implementation

Data Collection.There are various institutions responsible for datd statistics collection; some
are specific registers (i.e. National Cancer Regjisivhile some others are repositories of broader
types of information. These include:

The Ministry of Health that collects data on activities within the heal#ttor, ranging from
pharmaceutical to financial and public health data;

The National Institute of Public Healthcollects and publishes data and reports on thihhea
status of the Polish population, prevention pol{¢g. vaccinations), public health policy
(monitoring the National Health Programme);

The National Health Fund collects and publishes financial data from thelthemsurance
system; and

The Centre for Information Systems in Healthcares responsible for digitalisation of
healthcare system institutions and creates the ommsprehensive databases. This is still in the
process of implementation.

Monitoring and Evaluation.Monitoring of policy implementation is the responsibility of:

TheMinistry of Health, with respect to the overall health policy;

ThePublic Health National Consultantwith respect to public health (this is an adwsoody,
consulted also in cases of medical malpractice);

The National Institute of Public Healthmonitors the implementation of the National Health
Programme on an annual basis; and

Theregional governmentsnonitor actions undertaken in the framework of keional Health
Programme in their respective regions.

The process of baseline assessment started in &@f3asted for approximately one year. The
previous edition of the National Health Prograrifhevas monitored with respect to health

outcomes and health status of the population. Allves assessment included an overview of the
health status of the Polish population and progmesde over the Programme years.

Also a separate survey was conducted by the P&8atiety of Hygiene among public health
experts. The survey asked what priorities in pubalth and risk factors should be addressed by
the new policy given the current socio-economiaatibn in the country. The survey showed that

2’1 The previous edition of the National Health Prognze was established for the period 1995-2005 \ighstrategic
goal of improvement of health and quality of lifesthe society.
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there was a concern with health inequalities, tylesrelated health determinants (smoking, alcohol
consumption) and the need was shown to addreskethliéh risks of the most sensitive groups,
namely the youth, the elderly and the disabled.

Based on the above assessment the priorities @2@07-2015 Programme were drafted. These
priorities were then discussed in focus groups isting of representatives of medical institutes
supervised by the Ministry of Health, including ®Beacology Centre, the Centre for Psychiatry and
Neurology, the TBC and Lung Diseases Institute, Ittstitute of Cardiology and the Institute of
Mother and Child. Thevaluationof policy outcomes and impact assessment is gporsibility of

the Ministry of Health, but with respect to pultiealth no evaluation has been conducted.

4. Overall EU Health Policy Adoption/Implementation

Although EU recommendations in public health haeerbwell received in Poland, the level of
uptake could be much greater. The country is ptséaced with a number of bottlenecks that
slow down policy adoption. Such bottlenecks rangmenf gaps in human resources, to financial
constraints to a patchy level of awareness of seldalic health issues across the country.

Table 4.1 — Assessment of possible factors affertime adoption and implementation of EU
policy

Obstacles/drivers Comments

b€his is deemed a considerable barrier due to diffier
sensitivities in the regions.

Institutional architecture (since uptake might
more difficult in more decentralised systems)

The different nature of the soft law instrumerihere is not an issue as long as the Ministry ddlthds open in
chosen by the EU, i.e. whether Recommendatiptiae of principle to ideas promoted at the EU lewetspective
Council Conclusions, or Commissigrof the nature of the soft-law instrument. These éwxav are
Communications (since MS may attribute a differepborly circulated. Recommendations maybe are howelee
level of priority or deal with them in a differemay) | factoslightly better known.

Prior adequate discussion / consultation periétblicy implementation has never been hindered by
before the adoption of a EU Policy (since this magsufficient previous consultation process. The teys of
facilitate adoption) consultation and consensus building on specifinesss well
organised by the EC.

an

Other aspects of legislative techniques adoptgulito This is considered a problem, caused mainly by nfire

pressure on recipients (such as the inclusion én
text of deadlines for compliance or explicit rejrogt
requirements)

ttonstraints that strained the policy making prodasBoland.
So any instrument to further strengthen the Elcpahessage
is welcome including scoreboards.

Issues of national ownership (since policy items

forward in the European agenda by individual M@yareness of public health problems greatly vakesveen

may encounter resistance in other MS due to ndti
experiences, cultural factors, traditions or techh
obstacles to transposition)

PHhere are no issues of ownership at the nationadl.leBut

PBBunties, which might cause some problems and giivgr
sensitivities; however, this difficulty can defiely be overcome
over time.

Adequate maturity, i.e. existence of sufficig
evidence (‘pilot’ experiences, evaluations, sciant
studies) supporting the inclusion of a given pol
approach in the European agenda

Mhere is often a lack of sufficient domestic supiverevidence,

to judge on the degree of maturity for the naticmgénda. The
GYystem of public health registers is highly instiéfint in Poland
and it is not consistent with the Eurostat stanslasshd
recommendations. This area needs further attentoo
substantial strengthening.

Programming capacity (since some MS could fin
difficult to cope with the total number
programmes, action plans, strategies requesteleb
EU in a given period. Not only for internal capgc
constraints, but also for the duration of the pedit
approval process)

o far the institutional capacity of the Polish govment to
fdeal with and integrate EC programmes has beeirffirisat
Ydue to lack of resources and staff. Many hope it the
Itintroduction of the new law on public health it Mile possible
to overcome this barrier.
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Obstacles/drivers

Comments

Clear prioritisation of actions (since the inclusiof

too many European items in the policy mak
agenda might be ultimately detrimental for m

urgent priorities, particularly in times of finaat
crisis)

Prioritisation of public health as such in Polisiigy making is
N8 huge problem. In result financial resources dedd public
D$fealth are insufficient, and also human capitathiis field in
insufficient. In these conditions there is room @mly a very
few real priorities where resources can be conatedr

Existence of relevant OMC / JA mechanisms on
subject at the European level and the
participation therein (since
adoption)

this may facilita

the Polish presidency proposed networking with 08 as a
vI|§)Iicy tool to overcome gaps; there is supportffis idea as af
@ffective way to develop a national public heattategy.

Pressure from stakeholders’ groups or lack the

(since this may ultimately influence uptake)

refhis does not seem to be a major issue. The infief NGOs
is limited

N
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B — Health in All Policies

1. Legal, Policy and Institutional Framework

Table 1.1 — Legal and Policy Framework

Year | Type Authority Title Comment
2007 | Decree Council of | National Health Programme | The main HIAP-inclusive public health
Ministers for 2007-2015 larodowy document. It is the only policy document that
Program Zdrowia na lata targets health inequalities due to sogial
2007-201% differences. With the institution of the
Steering Committee it attempts to introdyce
intersectoral policy analysis and management.

The Policy Background.Looking for evidence of a HIAP policy making prgsewould be far-
fetched, as there is no dedicated policy in tresdfi However, steps taken to introduce the HIAP
concept in Poland can be summarised as follows.rnbst important document on Health in All
Policies in Poland is thRome Declarationsigned by the Representative of the Polish goventm
on 18 December 2007 and promoted by the EU FinRigisidency/. With the exception of the
National Health Programme there are no laws or policy documents directigonporating the
HIAP concept. The Programme is the main publictheddcument, implemented in approximately
20% of territorial local self-governmentgnfing. At the central level of administration, the
Programme is managed by Steering Committeechaired by the Prime Minister, typically
represented by the Ministry of Health, and it alsdudes high officials from all Ministries, and
representatives of other institutions (such asAgency for the Prevention of Alcohol Abuse, the
Chamber of Physicians and various NGOs). The Pnograis therefore the main HIAP instrument
in Poland. The idea of establishing the Steeringn@dtee is inspired to the Rome Declaration,
although the Declaration is not mentioned anywhertne Programme document. Typically, as it
meets the Steering Committee discusses future @moging and the contents of the National
Health Programme implementation reports. While mgestshould stimulate intersectoral activity,
this is hardly the case, in actual practice, so ithia rare that any health-related initiativeta&en
by Ministries other than the Health Ministry.

Another initiative promoting the HIAP approach —midpe a new law on public health, currently
under preparation. HIAP should be promoted by tee taw not only at national, but also at
regional level and at the administrative level efritorial self-governments. The new law should
incorporate the Health Impact Assessment (HIA) rma@m. This information was confirmed by
the National Consultant on Public Health, who betgawork on the draft of this policy together
with the Parliamentary Health Commission and theiddry of Health. Still, the preparation of the
new law is at an early stage.

While at the national level the impact of the HIAPproach is limited, some initiatives are
undertaken at the regional or even at the levébadlised territorial administration. For instance,
the National Institute of Public Health is ofterfarmed of cooperation between regional self-
government Health departments and Educational aaasport departments.

272 Stahl T., Wismar M., Ollila E., Lahtinen E., Leppo, (2006), Heath in All Policies, Prospects armteRtials,
Ministry of Social Affairs and Health, Finland
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Examples of HIAP-related initiatives undertakemMazowieckie region are:

» Establishment of a committee working on HIV/AIDS areness and prevention involving the
regional government and self-government administnabNGOs and social services authorities;

* Inclusion of educational and social policy insibas in the implementation of the National
Health Programme;

* A Working Group on mental health problems consgstif representatives from the Ministry of
Health, regional government and self-governmentiatnation and social services authorities;

A programme on the promotion of organ transplaotatbased on common agreements
between,nter alia, healthcare service providers, the Ministry of leahe National Chamber
of Physicians, churches and schools;

e Support for the programme of “Schools promoting lthéadesigned by the Ministry of
Education. The programme includes, among othemngtion and information activities on
healthy nutrition, prevention of obesity, dentahlle projects.

Regulation and Strategic PlanningSince HIAP implementation is erratic, it is difficdo point

out to a HIAP governance structure and to a HIARcp@rocess as such. However, based on the
evidence at hand (specifically, the Programme)cah be said that HIAP regulation is the
responsibility of the Council of Ministers and thenistry of Health. They are in the process of
drafting and presenting a proposal of the aforeroeatl new public health law to the Parliament.
Also, a Public Health National Consultant partitggin the process and should closely cooperate
in this field with all parties involved (the Couhaf Ministers, the Ministry of Health and the
Parliament).

At the same time, planning of specific activitibattincorporate HIAP would the competence of the
National Health Programme Steering Committee, alghothis rarely happens in actual practice.
Typically, the Steering Committee accepts repontshe National Health Plan monitoring, but does
not usually propose new initiatives.

2. Implementation and Promotion

While policy coordination at the central level ist reffective, it often takes place at the regiooral
even local levels of administratioRegional governmentsand regional, county and locaélf-
governments participate in intersectoral initiatives combiningublic heath activities with
educational and social policy institutions. It waded that at the regional levg{zOshave proven
important partners in the implementation of pulblealth policy. In theMlazowieckie Regionfor
instance, representatives of the regional govertaehemd self-governmental administrations, the
central administration and NGOs are brought togethea Health Forum This successfully
promotes and implements programmes on a varigbylblic health themes: prevention of smoking,
organ transplantation, and so forth.

The National Institute of Public Health organisesib HIAP promotional activities and organises
the meetings of the National Health Programme Btg&ommittee. The Institute is also involved
in research on HIAP in other countries and is anearin EuroHealthNét® an European initiative
of networking policy makers, experts and professi®nfrom various fields, to promote and
implement knowledge-based, intersectoral activities public health. At regional level,
governmental and self-governmental administratipr@mote their own public health activities,
including those that are intersectoral and/or iavg third sector organisations (NGOS).

273 Marinetti C., Stegeman I., Kuipers I., Crossiniglbes. Developing methodologies and building cayaoi advance
the implementation of HIAP and achieve health @guitProject overview. EuroHealthNet, 2011
http://ec.europa.eu/health/social_determinants/éec20110405_co08_en.pdf
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3. Data Collection, Evaluation and Monitoring of policy implementation

No activities on data collection or overall poligyaluation with respect to HIAP have been
identified. Similarly,there is no direct monitoring of HIAP implementatiovith the exception of
National Health Programme monitoring, which is umgleen on an annual basis, and for which
regional level administration often meet. Such nmgstcan be considered inter-sectoral in as far as
representatives of regional departments other Ehablic Health participate. To sum up, there has
been no evaluation or monitoring of HIAP uptake /andnplementation. The main reason is that
the policy is hardly implemented, although somenelets are planned to be implemented in the
future. Also, there is currently no relevant proimotof HIAP implementation and monitoring from

the EC (i.e. no proposal of specific policy measwemonitoring indicators).

4, Policy Implementation and Indicators

Table 4.1 — Assessment of possible factors influrgdhe adoption and implementation of EU

policy

Factors

Comment

Lack of a clear legal framework for HIA use in the
public administration

This factor is thought to have had a moderate/qeigvant
impact on policy implementation.

Availability of sufficient epidemiological
information as a precondition / privacy issues

This factor is thought to have had a moderate impagolicy
implementation.

Availability of a sufficient number of professiosal
trained in the subject matter

There is disagreement on the impact this factohas Some
consider it a major issue, others not an issue.

Lack of a centre of expertise

There is disagreemeaithe impact this factor has had. Som
consider it a major issue, others not an issue.

Political resistances in principle (e.g. to consiultg
income distribution also a health equity issue)

This factor is thought to have had a major impacpolicy
implementation.

Lack of a technical secretariat responsible for
coordinating intersectoral cooperation / HIA

This factor is thought to have had a major impacpolicy
implementation. Such a secretariat would be neadddshould
be established by the Ministry of Health.

Lack of active dissemination of HIAP principles at
all Government levels

This factor is thought to have had a major impaxcpolicy
implementation.

Resource constraints

This factor is thought to Heda major impact on policy
implementation.

Lack of convincing evidence coming from other
Countries’ experiences

This factor is thought to have had a moderate/majpact on
policy implementation.
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Table 4.2 — List of potential policy implementatiandicators

Code Indicator Notes
This indicator would be relevant but it is not @ntly in use. Information could be made availabbarf the National
Formal Adoption of EU HIAP Institute of Public Health.
1 | ANA1 definition and HIA methodology The indicator is deemed:
(incl. RE* level) highly feasible '
fairly valid
Same as above.
Evidence of a Significant
2 | ANA.2 Debate in the Scientific The indicator is deemed:
Literature about HIAP highly feasible '
fairly valid
. , This indicator would be relevant but it is not @my in use. Information could be made availabterf the National
Existence of Health Policy Institute of Public Health
Documents Including a '
3 | PRIL1 : o
Commitment to HIAP Principle The indicator is deemed:
(incl. RE level) highly feasible
fairly valid
Reporting to International Same as above
Organisations of Commitment '
4 | PRI2 to HIAP Principle (for instance — . .
in the WHO Healthy Cities ;igily(fjg;ﬁ%:els deemed:
programme) fairly valid
This indicator would be relevant but it is not @ntly in use. Information could be made availabbarf the National
. . Institute of Public Health, as it coordinates thatibinal Health Programme.
Strategies/Programmes/Action
5 | PRL3 Plans Specifically focusing on - .
; The indicator is deemed:
HIAP (incl. RE level) highly feasible
fairly valid
Identifying NGO activities would be very difficulAccording to information from the Mazowieckie regi NGOs are
very active, but it is hard to collect actual inf@tion on cooperation with them.
Existence of Advocacy NGOs
6 | PART.1 Active in the HIAP Field The indicator is deemed:
not feasible
of dubious validity
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Code

Indicator

Notes

Involving of Advocacy NGOs in

Same as above.

7 | PART.2 the Policymaking Process (incl] The indicator is deemed:
RE level) not feasible
of dubious validity
Resources Made Available by This is not considered a relevant or a feasiblecaidr, given that there is no HIAP strategy indpal.
MS to Research Programmes in I .
8 |RES2 HIAP Field in Either %\bsolute The |nd|_cator is deemed:
or Relative Terms not fea_15|ble -
of dubious validity
This indicator would be relevant but it is not @mtly available. Information could be made avaiaibbm the
Identification of a Body Ministry of Health.
9 | ORG.1 Responsible for HIAP = The indicator is deemed:
Coordination / a Focal Point . .
highly feasible
definitely valid
Existence of a Centre of This_, indicator would _bg relevant but it is not camly in use. Informat_ion on HIAP confer_ences cdoddmade
: . available from the Ministry of Health and the Natib Institute of Hygiene. This information may stiar be collected
Expertise Entrusted with in the future
10 | ORG.3 Disseminating Best Practices gn '
:IQEO%ETL%?;Q HIA The indicgtor is deemed:
fairly feasible
definitely valid
This indicator would be relevant but it is not @mtly in use. Information could possibly be madailable from the
Introduction of HIA in Routine National Institute of Public Health.
11| PRO.1 policy-making process (incl. RE The indicator is deemed:
level) .
not feasible
fairly valid
Same as above.
Number of Relevant Institutions
12| PRO.2 Complying with the above The indicator is deemed:
Procedures (incl. RE level) not feasible
fairly valid
This indicator would be relevant but it is not @mtly in use, nor is related information available.
Implementation of Evaluations
13| EVAL.1 Cost Effectiveness Assessmentdshe indicator is deemed:

of their Policies (incl. RE level)

not feasible
definitely valid
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Code Indicator Notes

Streamlining / modification of | Same as above.
Policy as a Result of an

14 | EVAL.2 Evaluation Exercise / Cost The indicator is deemed:
Effectiveness Assessment (inc|. not feasible
RE level) definitely valid

This indicator would be relevant but it is not @mtly in use. Information could possibly be madailable from the

Setting up of a System of National Institute of Public Health.

15| EVAL 3 Indicators to Monitor HIAP

uptake / Implementation (incl.
RE level)

The indicator is deemed:
highly feasible
definitely valid

*RE =Relevant Entity
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C - Patient safety

1. Legal, Policy and Institutional Framework

Patient safety as such is not prioritised in thisRgublic health agenda. Poland is one of theethr
EU countrieswithout a national patient safety strategy or evenpolicy document(European
Commission 2012). There is also not even an offjuaient safety definition agreed on that could
serve as the basis for national policy formulatian

However, there are various institutions involvedsgsuring quality of care, sanitary conditions and
safety of citizens. Their activities are anchonedainumber of legal acts, which are referred to in
Table 1.1 below. Some of the laws refer to goal€hmibroader than patient safety (e.g. citizen
safety), introduce laws that have an impact onityuaf services in healthcare (i.e. law on food and
feeding safety, law on Chief Sanitary Inspectoral&de most relevant piece of legislation in terms
of patient safety and quality assurance in healétheae theLaw on Accreditation in Healthcare
and theLaw on Patients’ Rights and Patients’ Ombudsmenhe former defines standards for
accreditation of medical facilities (mainly hospsja taking into account quality of services
provided and patients’ safety. Accreditation is edea to a medical facility by the Ministry of
Health, based on the opinion of the accreditatiostitute — theNational Centre for Quality
Assessment in HealthcareThe patients’ rights law defines patients’ rightsles for access to
medical documentation, obligations of medical fde# towards patients’ right, competencies of
Patients’ Rights Ombudsmen and procedures to bertaken if patients’ rights are not respected.

Table 1.1 - Legal, Policy and Programming Framework

Year | Type Authority Title Comment

1985 | Law Parliament Law on Chief Sanitary Amended in 1985, 1998, 2006.
InspectoratelYstawa o
Paiistwowej Inspekciji
Sanitarnef- unified document)

2006 | Law Parliament Law on food and nutrition | Amended in 2010.
safety Ustawa o
bezpieczéstwiezywnaoici i
Zywienia;- unified document)

2008 | Law Parliament Law on prevention and
treatment of infectious diseases
(Ustawa o zapobieganiu oraz
zwalczaniu zakai i choréb
zakanych u lud3i

2008 | Law Parliament Law on accreditation in Amended in 2009 (Dz.U.09.76.641)
healthcare{stawa o
akredytacji w ochronie
zdrowig

2008 | Law Parliament Law on Patients’ Rights and Amended in 2011
Patients’ Ombudsment
(Ustawa o prawach pacjenta i
rzeczniku praw pacjentg,

27 somekh, D., Working package 2: Mapping exercisaativities related to patient safety in EU cowgriondon:
ESQH Office for Patient Safety, 2007
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Responsibility for patient safety is shared by @asi institutions, including the Ministry of Health,
healthcare providers and further institutions imedl in public health activities that address some
aspects of patient safety and patients’ rights.riBgeoverall responsibility for patient safety, the
Ministry of Health, however, does not have a speciépartment dealing with patient safety issues.
This responsibility hasde facto shifted to theNational Centre for Quality Assessment in
Healthcare(Centum Monitorowania Jakoi w Ochronie Zdrowia

Institutions otherwise involved in monitoring saféiut with no implementation role also include (i)
the Association of Patients’ Rights Ombudsmemwhich intervenes whenever patients’ rights are
encroached on, (ii) th€hief Sanitary Inspectoratevhich is responsible for monitoring sanitary
conditions in medical facilitiesdRegional authorities(wojewodd bear some responsibilities with
respect to monitoring conditions for registeringdmsal facilities that can provide services to the
public. While there has beam national incident reporting systefft, patients can assert their
rights via various mechanisms, some of them inttedwnly as late as in 2012. Patients can report
incidents related to medical malpractice to theidaéd’ Rights Ombudsmen, but they can also
report the case to the judicial authorities orhe Chamber of Physicians. Either way, the case is
analysed and the hospital is fined accordinglyvilence shows that the physician has made a
mistaké’®. Procedurally speaking, action has been takend®ase reporting on adverse events by
healthcare workers. For instance, Poland has aitepand reporting system which is differentiated
from disciplinary systems and procedures for healtd workers, in order to ensure non-punitive
context of reporting. In practice, however, no mnfiation is available as to the reporting of adverse
events by health professionals.

The former system to process incident reports vadsddand often ineffective, especially due to the
length of the compensation process. It has bedaasg with an institution processing claims for
financial compensationin case of malpractice. This reform was adopted tlhy regional
governments and enacted in 2011 with an amendmé¢heLaw on Patient’s Rights and Patients’
Ombudsmen The new institutions areegional commissions for judging medical incidents
(wojewodzka komisja do spraw orzekania o zdarzenmetltycznygh These commissions consist
of 16 members; 14 of them are legal representatives judges, advocates) and medical
practitioners appointed by the regional governmemntgd wojewddzRi joined by a Ministry of
Health official and one member of the Patient'sH&gOmbudsmen Association. Since this body
has only been recently activated, it has only h@enessing incidents reported in 2012. Once again
due to its recent inception, it is not yet posstblepine on its scope and effectiveness.

Overall, institutions’ involvement in patient safethas led to practical actions to prevent
complications and adverse events in the followimgas: (i) Medication related events; (ii)

Complications during or after surgical intervensgpiiii) Complication and adverse events during
and after blood/blood components transfusion; G@mplication and adverse events during and
after tissue transplantation; (v) Complication aadverse event during and after organ
transplantation; and (vi) Complication and advergent during and after organ living donation.

Finally, a number of NGOs have been involved ingratsafety. By far the most activierimum
non Nocereassists individuals in (i) protecting their righ(s) bringing the patient safety cases to
court (or other judicial body), and (iii) lobbyinfpr the establishment of the Patient’'s Safety

27> somekh, D., Working package 2: Mapping exercisaativities related to patient safety in EU cowgriondon:
ESQH Office for Patient Safety, 2007

27® 5owa A. (2002), Upodmiotowienie pacjenta (Pateethpowerment) in: Ochrona zdrowotna w Polsce foymee
(Health care in Poland following the reform), Golvska S., Czepulis-Rutkjowska Z., Sitek M., SowaZowada Ch.,
Wiodarczyk C., CASE Report no 52/2002, Warsaw
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Ombudsmen Associati6ff (the 2008 Law enacting the Association was ameiml@d11 because
the 2008 provisions were too narrow). While madselly other organisations in the field of patient
safety exist, it is difficult to collect informatnoon their activities. They are often perceivedaas
informal to become official partners to the goveemtal institutions and their messages are often
uncomfortable to the public officid€. In terms ofpatients’ involvementPoland healthcare
institutions report having in place mechanisms &biver information to the patient; they also
provide patients with the list of accredited headite institutions.

2. Governance

Regulation and strategic planningThe central government is responsible for estaioigs new
regulations and strategic planning in the fielgafient safety. In practice, such responsibilities
shared between the Council of Ministers and theidity of Health.

Implementation of concrete programmes and initiagis. Several institutions responsible for
implementation of specific programmes that havddbave an intended or unintended impact on
patient safety can be identified. There are nolaperbetween them and their responsibilities are
streamlined as follows:

* National Centre for Quality Assessment in Healthcag - responsible for the implementation
of quality measures in hospital care (via accréidiamechanism);

* Chief Sanitary Inspectorate - responsible for inspecting sanitary conditionswiorkplaces,
including facilities providing medical care;

* National Medicines Institute - responsible for inspecting the impact of medmalducts and
pharmaceuticals on patients’ health. Moreover, itlBpectorate is responsible for public health
in terms of monitoring hygiene in various settingseventing infections and infectious
diseasesassuring environmental hygiene, as well as watdrfood safety;

* National Food and Nutrition Institute - responsible for assessing the health quality and
hygiene of food supplied by mass catering instiugj including hospitals. Activities of the
institute target the whole population, but haveimpact particularly on the health status of
patients and their food safety. The Institute isoatesponsible for the dissemination of
knowledge of hygienic and nutritional standards,wadl as for health promotion through
nutrition.

The above institutions are supervised by the Minisf Health and are called on to advise on

prevention questions, although they are not diyentiolved in programme implementation

The institutions in charge of upholding patienights in case of maltreatment aretfig Patients’

Rights Ombudsmenand (ii) the regional commissions evaluating medical malpractice

(Wojewodzka Komisja ds. Orzekania o Zdarzeniach blagh).

Promotion and disseminationThere is no single institution strictly responsibde the promotion
of patient safety. However, each of the abovetimsbins is active in areas of expertise with adire
or indirect impact on patient safety as a by-proddi¢heir activity.

Conversely, thdolish Society for Quality in Healthcarstands out for it is closely implicated in
patient safety issues. This is an associationdimae the early 1990s promotes patient safety and
advocates for turning it into a stand-alone polciprity. The association is very active in raising
awareness of patient safety and quality of careess Through trainings, workshops and

2" Sowa, A., Upodmiotowienie pacjenta (Patient’s em@anent) in: Ochrona zdrowotna w Polsce po reforfHiealth
care in Poland following the reform), Golinowska &zepulis-Rutkjowska Z., Sitek M., Sowa A., Sowadh.,
Wiodarczyk C., CASE Report no 52/2002, Warsaw, 2002

278 somekh, D., Working package 2: Mapping exercisaativities related to patient safety in EU cowgriondon:
ESQH Office for Patient Safety, 2007
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conferences, it addresses medical practitionersiagers of healthcare units, policy makers and
other relevant stakeholders. The association aBdicypates in international patient safety
discussion panels. Furthermore, the associatiomadyg collaborates with the National Centre for
Quality Assessment in Healthcare. The Centre adgsek with the European Commission, OECD
and WHO on the subject of patient safety, thoughk itot involved in the national policy making
process. The Centre, together with the Polish $8pcier Quality in Healthcare organises
conferences, often involving international audienard speakers, where participants can exchange
experiences, on occasion also on intersectoral amesms bringing together various institutions on
patient safety.

Finally, there is hardly any activity in threonitoring and evaluation of policy implementatemd
policy outcomesSince there is no policy on the subject, no momgpand evaluation activity has
ever taken place, nor is there an established mesrhao report on policy implementation by way
of supplying data sets or statistics.

Healthcare-associated infections (HAIYhere is no national or regional strategy forghevention
and control of healthcare associated infectionspha is reportedly under preparation. Similark/, a
other Member States have adopted HAI Action Plascdbing what actions are needed and what
institutions should take the lead to achieve tle/@ntion and control objectives, Poland has set out
to prepare its own. Simultaneously, the countrinithe process of developing indicators to assess
implementation of its future HAI strategy and Actid’lan. At the time of writing, the main
document regulating hygiene requirements and proesdwith respect to HAIs is the law on
prevention and treatment of infectious diseases.

Hand hygiene campaigns and updated guidelines rderupreparation; meanwhile, healthcare
workers’ compliance with the existing guidelines l@ready been assessed. Hygiene in healthcare
units, including hand hygiene, is supervised angulegly monitored by the Chief Sanitary
Inspectorate.

A ratio for the number oinfection control nurses(full time equivalent) according to healthcare
institution activity had been agreed in Poland, rehidere are legal requirements for this (the ratio
should be greater than one infection control nyrse 250 beds). The same ratio is in use for
nursing homes managed by hospitals. Similarly, itblzas set a legal ratio also for the number of
infection control doctorqfull time equivalent) according to healthcardiingion activity.

3. Difficulties in Implementation

Once adopted, patient safety policy is very likelyface a number of easily imaginable problems
ranging from financial constraints to difficult aaination with the education system. However, for

the time being the major bottleneck is the laclawareness among politicians of the importance of
the subject; also, insufficient resources are abé#l to the professional societies and NGOs that
could effectively work towards raising the rank dtient safety. The country cannot bypass

formulating policy on quality of care before fubigsimilating the importance of patient safety.
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Table 3.1 — Assessment of possible factors influegahe adoption and implementation of EU
policy

Factors Comment

Financial constraints

Shortage of qualified staff

Legal issues (e.g. regarding the blame-free rempgrti

Relevant entities capacity (especially non-hosfitailities)

Inadequate enforcement system (e.g. name-blamensgst | Until now all these factors have worked against the
which disincentive open reporting of adverse events adoption and implementation of patient safety poiic

Complex coordination with education authorities tfoe Poland.

inclusion of PS in curricula

Unaware politicians and decision makers with restmec All factors above represent major obstacles, hatith
problems of public health and the need to haveharemt arguably the most serious of all.
policy in the field

4. Available Indicators

Patient safety policy in Poland is still at a semhstage, lacking an overarching strategy or aaw pl
to introduce it. Therefore, little use is made mdicators for monitoring purposes in this fielde th
only monitoring activities undertaken have been femd highly dispersed, with no common
objective. To end with, patient safety is not expddo climb up the agenda of national priorities
any time soon.

There has been no evaluation of patient safetgyoli Poland. The only review was undertaken to
reply to the EC questionnaire on the developmegesbf patient safety policy. A quasi-evaluation
can be found in the revision of the hospital acta¢idn standards after 10 years from their
implementation. As a result of this revision, ardaied list of accreditation standards and quality
requirements was introduced; importantly, thisimsgiuded the introduction for the first time okth
term “adverse effect”. The indicators’ review wamducted by the National Centre for Quality
Assessment in Healthcare at healthcare servicedaolevel.

The concept of patient safety is poorly understéBdtient safety” as such was introduced in Polish
policy making only in 2002/2003. One-time reseairclthis field was conducted in those years by
the Polish Society for Quality in Healthcare in pemtion with the Danish Patient Safety Society.
The research surveyed levels of awareness of medadaractice among healthcare professionals.
That was the first and one of the few researchethainsubject. Besides, there are various indirect
monitoring activities in specific fields related patient safety; sanitation, prevention of infegto
diseases, specific standards for providing mediealices etc. In each of these fields standards are
set, monitored and regularly updated. These pategafety standards, however, are only
recommended, not mandatory. The National HealthdFdar instance, sets standards for all
medical procedures; it then monitors and updatemtlon an annual basis during the contract
procedure as fulfilling them is a prerequisite $ggning a contract with the National Health Fund.
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Table 4.1 — List of potential policy implementatiandicators

Code Indicator Notes
This indicator would be feasible and relevant. Datald be drawn from the National Medicines InsétuHowever
Alignment of Data Classificatio 1this indicator is not currently in use.
1 |HAR.4 Systems to Standardised Give The indicator is deemed:
Procedures . .
highly feasible
definitely valid
. This indicator would be feasible and relevant. O=atald be drawn from the National Medicines Ingétu
Adoption of a
2 |ANA.l Met_hpdolo_gy_/Prob_lem The indicator is deemed:
Definition in line with . .
. . highly feasible
international standard ; ;
fairly valid
No data are systematically collected through outedmdicators, although they would be relevant. Sadicators are
not in use and doubts exist on their feasibility.
s+ | outa Specific Outhme_ Indicator for Poland has reported being involved in the EC carfoed project on healthcare quality indicators bigthe OECD.
the Stated Objective The indicator is deemed:
not feasible
fairly valid
This is not considered a relevant nor a feasibdiéicator, given that there is no PS strategy in Rahldowever, if one
such indicator existed it could put a spotlighttbe absence of a PS strategy, and could there®e firopeller fof
Establishment of a PS Strategy fetting up a national PS policy.
4 | PROG.1 Programme / Action Plan
covering the Whole Population| The indicator is deemed:
not feasible
definitely not valid
Number of RE with The ilr_ldi_ca(tjor ishno_t adequatelly form;JIated consiethat sub-national organisations in Poland alg entrusted with
Strategies/Programmes/Action very limited authority over patient safety.
5 | PROG.2 Plans Implemented at the Sub- o . )
X | The indicator is deemed:
national Level (% of population not feasible
covered) of dubious validity
Number of RE with a Same as above.
Strategy/Programme/Action Plan
PROG.3 still in its Planning Phase, or | The indicator is deemed:
Implemented on a Local Pilot | not feasible
Basis only of dubious validity
PROG.RES Preparation of a Specific This would be a relevant indicator but it is notremtly in use. As of now it is not considered fbles and existing
: Programmes, such as (but not | information is only collected on occasion, mosty PhD research.
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Code Indicator Notes
only) Research Projects, on PS-
related Subject The indicator is deemed:
hardly feasible
fairly valid
This would be a relevant indicator but it is notremtly in use. It would be feasible consideringttthe Polish Society
Involvement of Advocacy NGOSfor Quality in Healthcare keeps track on NGO inwrhent and could easily provide this information.
8 | PART.2 in the Policymaking Process The indicator is deemed:
(incl. RE level) : .
fairly feasible
fairly valid
This seems pretty irrelevant as an indicator andoiscurrently in use. Not feasible as no orgargsatollects any
Provision of Support to related data.
Advocacy NGOs active in the
9 |PART3 Given Policy Field (incl. RE The indicator is deemed:
level) not feasible
of dubious validity
Same as above.
Existence of Research I .
10 | RES.1 Programmes in the PS Field The |nd|pator is deemed:
not feasible
fairly valid
This indicator is not adequately formulated for Baish context, given that the offer of researobgpammes in this
Resources Made Available by | field is limited.
11 | RES 2 MS to Re_sea_rch _Programmes in o _
' the PS Field in Either Absolute| The indicator is deemed:
or Relative Terms fairly feasible
of dubious validity
This would be a relevant indicator but it is notremtly in use. Not feasible as no organisatioecté any related data.
Number of Studies/ Publications
12 | RES.3 Produced by Research The indicator is deemed:
Programmes in PS Policy Field not feasible
definitely valid
Number of Citations of the Same as above.
13 | RES.4 Studies Financed u_nder the The indicator is deemed:
Programme Above in the )
Scientific Literature not_fe_a5|ble .
definitely valid
Information/Awareness Raising This would be a relevant indicator but it is notremtly in use. Some information would be availdaipten the National
14 | AWA.1 Campaigns on PSissues in a | Centre for Quality Assessment in Healthcare and Rbish Society for Quality in Healthcare, but ifgmt be

Given Year (period)

incomplete. More data would require some imporédfurt.
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Code

Indicator

Notes

The indicator is deemed:
hardly feasible
definitely valid

Level of Awareness about PS

This would be a relevant indicator but it is notreatly in use. It could be measured among healthpeofessionals, a
the National Centre for Quality Assessment in Healte collects information through surveys on (imier of
accreditation visits, (i) number of participantsgatient safety trainings.

15 | AWA.2 issues among the Population | The indicator is deemed:
highly feasible
definitely valid
Same as above.
Trend in the Level of - . )
16 | AWA3 Awareness about PS issues Iigily?g;asti%:;s deemed:
among the Population definitely valid
See AWA.1
Estimate of_Popu_Igtpn Rgache dThe indicator is deemed:
by Information Initiatives in . :
17| AWA.4 . fairly feasible
Absolute Terms or Relative to fairlv valid
the Potential Target y
This would be a relevant indicator but it is notreatly in use. Information would be available fraarious sources
Total Budgeted Funds to such as the national budget and the National H&alttd, so in principle the indicator is feasible.
Specifically Implement PS
18 | FUND.1 Policy in Absolute or Relative | The indicator is deemed:
Terms fairly feasible
fairly valid
Total Public Expenditure to Same as above.
19 | FUND.2 Spe_:cm_cally Implement PS The indicator is deemed:
Policy in Absolute or Relative . :
T fairly feasible
erms . )
fairly valid
Total dedicated infection This would be a relevant indicator but it is notremtly in use. Information would be available frahre National
20 | FUND 3 control staff (absolute terms or Medicines Institute and the Chief Sanitary Inspeat so in principle the indicator is feasible.

per 1000 beds)

AS

The indicator is deemed:
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Code Indicator Notes
fairly feasible
fairly valid
This would be a relevant indicator but it is notremtly in use. Information would be available fralre National
Identification of a Body Centre for Quality Assessment in Healthcare, guriimciple the indicator is feasible.
21| ORG.1 Respo_n3|t_)le for Policy . The indicator is deemed:
Coordination / a Focal Point . .
highly feasible
definitely valid
Routine Interaction with Same as above.
22 | ORG.2 European Instltut_|0ns on PS byThe indicator is deemed:
Means of a Well-identified . .
Instituti highly feasible
nstitution o :
definitely valid
Existence of a Centre of Same as above.
23| ORG.3 Expertise E_ntrusted with : | The indicator is deemed:
Disseminating Best Practices in, . .
highly feasible
PS Area . )
definitely valid
This would be a relevant indicator but it is notreatly in use. Information could be obtained (wilifficulty, due to
scarce cooperation between the few relevant baodresh (i) an existing network of accredited hoafsitand (ii) the
. Association of Hospitals with Accreditation in Stehowice.
Creation of a Network of
24 | NET.1 Inst_ltutlons to Implement the PSThe indicator is deemed:
Policy . i
fairly feasible
fairly valid
Number of RE Complying with Iv?t(l?] \I/r(]atilcﬁ:r?irtéz ggtthi(rji(tqu\e};erly;g;r:tulsztfee? consimpthat sub-national organisations in Poland ary entrusted
the Several Possible Relevant y y P 4
25| DEL.2 Features of I_Dollcy " The indicator is deemed:
Implementation Modalities not feasible
Stated in the EU Documents I .
definitely not valid
Number of Significant This is not considered a relevant or feasible iagi given that there is no PS strategy in Poland.
Initiatives (i.e. above a certain - . .
26 | DEL.3 threshold value) Undertaken tc The |nd|_cator is deemed:
Specifically Deliver Policy not_f§a5|ble .
definitely not valid
27 | TRAL1L Implementation of Training This would be a relevant indicator but it is notremtly in use. Information would be available frahre National

Courses on PS-related Subjec

t Centre for Quality Assessment in Healthcare andRblksh Society for Quality in Healthcare, so innpiple the
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Code Indicator Notes
for Healthcare Personnel (incl.| indicator is feasible.
RE level)
The indicator is deemed:
fairly feasible
definitely valid
Same as above.
Total Number of Trained
28 | TRAIL2 Healthcare Workers on PS- The indicator is deemed:
related Subject fairly feasible
definitely valid
Same as above. Non-sponsored continuing specidfiaaing was mandatory for infection control dast@nd for
Resources Made Available for Infection Control Nurses.
29 | TRAL3 Training in PS-reIated subject Mhe indicator is deemed:
Absolute or Relative Terms . .
fairly feasible
definitely valid
This would be a relevant indicator but it is notremtly in use. The only information currently dehle is that
obtained from thematic conferences and that a psoé® under way to develop a curriculum inclusifecore
| : . competencies in PS. None is available otherwisghisandicator is not feasible for the time being.
30| TRAL4 ntro_duct|0_n of PS in Relevant
Curricula (incl. RE level) The indicator is deemed:
not feasible
definitely valid
This would be a relevant indicator but it is notremtly in use. Not feasible given that in the afzgeof a Polish P$
. L strategy, no evaluation has been conducted.
PS policy evaluation (i.e.
31| EVAL.1 regular review of practices and The indicator is deemed:
standards ) )
hardly feasible
definitely valid
Same as above.
32| EVAL.2 Change of PS PO“Cy. asa reSUItThe indicator is deemed:
of the above evaluation .
hardly feasible
definitely valid
This would be a relevant indicator but it is notreatly in use nor feasible, since there is notolisR PS policy.
Establishment of a System of | Doubts exist as to what such indicators should orea@umber of PS initiatives, quality of suchiatives, other).
33| EVAL.3 Indicators to Monitor Policy

Implementation

The indicator is deemed:

hardly feasible
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Code Indicator Notes

definitely valid

It is not clear what the usefulness of this indicand would be. Related information could be foifrahe wanted to)
Contribution by the MS of its | but not currently in use.

Policy Experiences to thHeS
34| EXC.1 and Quality of Care Working | The indicator is deemed:
Group fairly feasible

of dubious validity

. This would be a relevant indicator but it is notremtly in use nor feasible, since there is nobksR PS policy.
Number of Required Items on

which MS adequately Report t
35| REP.1 the EC about the Progress

Reached in the Implementation
of Their Policies

)The indicator is deemed:
hardly feasible
fairly valid

*RE =Relevant Entity
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D — Cancer Screening

1. Governance, Legal and Policy Framework

The Policy Background.The main legal document on cancer screening wablesied in 2005
when the National Programme on Cancer Preventiomvas constituted. The programme is
multiannual; the planning of the various activitiasluded in the Programme has to be agreed by
the Council of Ministers. Financial resources gprapriated out of the central government budget.
The law establishing the Programme was introduse&005 and amended in 2008, establishing that
no less than 10% of the annual resources avaifablthe Programme is to be devoted to cancer
screening, including breast, cervical and colotexziacer screening (Art. 3, pt. 2 of the fal.

The Law states out the main goals of the Programvhigh are as follows:

* reduction of cancer morbidity;

« alignment with average European indicator levelsawicer early detection;

» alignment with average European indicators levetsaacer treatment;

» establishment of the conditions for the use of aded knowledge of cancer prevention and
treatment techniques; and

» creation of a system of regular nationwide andmegji monitoring of cancer prevention.

The Programme operates since 1 January 2006. ladhasted the population-based approach to
programme implementation recommended by the Cowifcthe European Union. In 2007 the
Programme shifted from a non-population-based twopulation-based approach with personal
invitation. It concentrates on various activiti@ssluding (i) prevention of cancers attributable to
lifestyles (i.e. smoking), (ii) prevention of bréaservical and colorectal cancers, (iii) incregsihe
quality of treatment and public awareness of candee last Programme was approved in February
2012 and it lasts from 2012 through 2014. The platludes:

* prevention and screening programmes, with speti@htton given to (i) educational activities
and promotion of the European Code Against Cangennotion of healthy life-style; (ii)
prevention and screening of cervical cancer; iigvention and screening of breast cancer; (iv)
prevention and screening of colorectal cancer; (@hdare for families with higher cancer risk
rates;

e prescription of investment in the purchase of dasfic equipment and cutting-edge
radiotherapy equipment;

* improvement in diagnosis and cancer treatment, spetifically: (i) improvement in lung
cancer treatment; (i) improvement in diagnositeakaemia among adults, incorporation of EC
recommendations in this field and cooperation thopean Leukaemia net; (iii) improvement
in diagnosis and treatment of cancers among chijd(er) quality control of leukaemia
treatment among children; (v) preventing disabiéityong children with bone cancers; and (vi)
quality control in treatment of solid cancers amahgdren.

* educational programmes, especially medical staiffitngs; and

» other programmes, including improvement of canegrstries.

219 pctivities of the Programme include specificalfy:), 2. Implementation of cancer screening fawical, brast and
colorectal cancer and specific cancers among &mldr
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Table 1.1 - Legal, Policy and Programming Framework

Year | Type Authority Title Comment
2005 | Law Ministry of | Law of 1 July 2005 The law was amended on 7 February 2008
Health establishing the multiannual | (Ustawa z dnia 7 lutego o zmianie ustawy g
“National programme on ustanowieniu programu wieloletniego

cancer preventionstawa z | “Narodowy program zwalczania chordb
dnia 1 lipca o ustanowieniu | nowotworowych}. The amendment stated

programu wieloletniego that the annual budget devoted to cancer
.Narodowy program screening cannot be lower than 10% of the
zwalczania chorob total budget of the Programme.
nowotworowych”)

Regulations and Strategic plannindg?egulations with respect to cancer screening p@reymade

on an annual basis by tluncil of Ministerswhich establishes afxction Plan every year, based
on the financial resources that are availablet purpose in the annual national budget. Strategi
planning is a responsibility shared amongMigistry of Health, theCouncil of the Ministersand

the Council of Cancer PreventionThe latter was enacted by the 2005 Law and isposed of
experts in oncology, representatives of the Migigsif Health and the National Health Fund.
Problems that should be tackled by the annual AckBtan and concrete actions that should be
undertaken can be proposed to the Council of CaRo®rention by any group of interest in that
field, including the Ministry of Health itself. The when appropriate, the Council can recommend
specific action items to the Council of the Minrste

2. Implementation

Policy implementation.Policy coordination and implementatiasf concrete programmes within
the work plan approved by the Council of Ministéssprimarily a responsibility of thélealth
Policy Departmenbf the Ministry of Health. The Department coordasactions undertaken in the
framework of different sectordlealth plans (i.e. cardiovascular diseases prevemtealth plan),
among which cancer prevention is a priority. Thaitdal Cancer Programme is the only health
plan for which specific pieces of legislation hden created and resources are granted out of the
central budget. The Department is responsible fanaging the overall National Cancer
Programme, while the implementation of concretegmammes and initiatives lies within the
regional/local governments and healthcare serviogigers who bid with their own programmes
for screenings contracts with the National Healtimd= Financial resources for specific healthcare
services are allocated by the National Health Fund.

Coordinationof cancer screening programmes is the resporigilofithe National Coordination
Centre All types of cancer screening are supervised ley Director; additionally, there are
coordinators of site-specific screening programngbeeast, cervical and colorectal cancer
screening), supported by the Regional Coordinattmmtres that operate through the regional
branches of the National Health Fund.

Cancer screeningromotion and information disseminati@ne coordinated by thidealth Policy
Department together with theNational and Regional Coordination CentresThe Department
approves promotional leaflets and information amearing distributed to various target groups.

Data collection.Two systems are used for the collection of dataacer prevalence and
screenings:

A. National Cancer RegistefKrajowy Rejestr Nowotwordwsupervised by the Centre of
Oncology Centrum Onkolog)iin Warsaw.
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B. Information System of Prevention Monitoring(System Informatyczny Monitorowania
ProfilaktykiSIMP), supervised by the National Health Fund togetién its branches of National
and Regional Coordination Centres.

There are no registers pfimary preventiondata (i.e. vaccinations preventing cervical cancer
SIMP covers secondary preventioncollecting nationwide information on prevention of
cardiovascular system diseases, prevention of@@reancer and prevention of breast cancer. SIMP
was established in 2006 and has been operating 2d@7. Being integrated with other National
Health Fund registers and allowing for personahidieation, it allows for time trend analysis.
SIMP data are collected on a regular basis by thalthl Policy Department of the Ministry of
Health.Tertiary preventior(treatment) is registered by thational Cancer Registerwhere all the
cases of diagnosed cancer are included. Data Heeted at the regional level and then transferred
to the Centre of Oncology in Warsaw. Yet, thersame evidence that the registers are not fully
compliant with the EC Guidelines on prevention infation systenfs".

3. Monitoring of policy implementation

Monitoring of activities undertaken as part of the NationalgPamme, including cancer screening,
is again a responsibility of thdealth Policy Departmenbf the Ministry of Health. Information
from the National Coordination Centre is collectedthe Department every month. Monitoring
concentrates not only on outputs (hnumber of scngeprogrammes or individuals covered with
screenings), but also controls quality of screemimond trainings are organised, if needed.
Monitoring of cancer screening is based on colbecof statistical data from the SIMP database
including information on the number of screening ppygpe of screening. According to the
information released by the Department of HealtticRoresponsible for the supervision and
overall evaluatiorof screenings, the main concern is low turnowtdreening rounds. Turnout for
cervical cancer screening in 2010 was 27% and 4@9%breast cancer screenffily Comparable
turnout figures are reported in the case of breaster screening in a 2011 analysis of screening in
the Lower Silesia Regi6ff.

Information on the various steps of the policy msxis presented in Table 3.1 below.

280 ‘Rekomendacje kompleksowych zmian w obszarze Ipidfiki raka szyjki macicy w Polsce”, Polska Kogdina
Rzecz Walki z Rakiem Szyjki Macicy, Warsaw 2012.

21 Ministry of Health, Sprawozdanie z realizacji Néowego Programu Zwalczania Choréb NowotworowychO&®
(Report on implentation of the National Programmen o Cancer Prevention in 2010)
http://www.mz.gov.pl/wwwfiles/ma_struktura/docs/apozdanie npzchn 12122011.pdf

282 Matkowski R, Szynglarewicz B., First report ofrimducing population-based breast cancer screenitipiand:
experience of the 3-million population region ofvker Silesia, Cancer Epidemiol. 2011 Dec;35(6):e%12011
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Table 3.1 - The policy-making process

Step Description

Baseline Assessment Poland has a long track record of statistical daed to monitoring
cancer prevalence. Starting in 1960, informatiorc@mcer incidence
has been collected by the Centre of Oncology inSalsff> .
Indicators used in these studies were compliarit imternational
guidelines, and indicators collected in recent yeae compliant with
the Lisbon guidelines on cancer monitoring. Thuséhare various
and long-standing studies on cancer incidence iarfelo

A broad cancer screening programme was introdutedveral areas
as part of a World Bank project in the early 2000s.

A 2003-2004 studiy* documented national and regional colorectal
cancer screening programmes in Poland and liseethtitutions
involved in this field at the time (Centre of Onagy, National Public
Health Institute and Ministry of Health).

Development and discussion of draft policy The current cancer prevention programme was degdlopresponse
to the WHO Recommendations (Strategies to ImproaeStirengthen
Cancer Control Programmes in Europe) by the MipisfrHealth in
cooperation with experts in oncology. Cancer prégerpolicy was

Adoption of the policy created in order (i) to streamline and coordinatember of disparate
activities in the field of cancer prevention und&gn by different
stakeholders (National Health Fund, regional govemmnts, healthcare
service providers) and (ii) to secure appropriasources for them in
the long run.

4. Policy Implementation and Indicators

Evaluationof cancer prevention and cancer screening progesmsiperformed on an annual basis
by the Health Policy Departmentof the Ministry of Health which prepares annugbads on
implementation of the National Programme on Carfeevention. The report is subsequently
presented to the Parliament and published on thgr&nme’s website. However, the report covers
only financial information (i.e. resources investadrarious programmes during a given year) and
includes only basic indicators. The data and infatram included in the report do not follow up on
patients’ health status over time, their treatmecbrds nor does it provide any information on
health the health impact of treatment.

These annual reports are the single nationwide tmamg mechanism for cancer screening
implementation in Poland. They are based on thePSdlsita, collected by the National Health Fund
and the Central and National Cooperation Centree SIMP databasecovers information on
prevention of cardiovascular system diseases, dsaw@n cervical and breast cancer prevention.
The database covers the whole country and integgbateidNational Health Fund data composed

of (i) the central register of health insurance &rijda database of medical services provided. The
database is set up on the basis of individual d=scaorf the those participating in the screening
rounds. The database is available to medical dectbe National Health Fund and the Ministry of
Health. SIMP data are continuously collected, iy a select series of summary statistics are
published once a year in the annual report mentiaheve.

83 One of the first publication on this subject af@ancer in Poland, City of Warsaw and Selected Réraas 1963-
1972", Koszarowski T., Gadomska H., Wronkowski Romejko M., Polish Medical Publishers, Warsaw 1977,
“Nowotwory zitosliwe w Polsce w latach 1952-1982, Koszarowski Tad@mska H., Wronkowski Z., Romejko M.,
Centre of Oncology, Warsaw 1987.

284 Benson VS, Patnick J, Davies AK, Nadel MR, Smith, RAtkin WS, on behalf of the International Colotaic
Cancer Screening Network (2008) Colorectal cancezeming: A comparison of 35 initiatives in 17 cties Int J
Canc 122: 1357-1367
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Another type of register is tidational Cancer Registerlt does not include information of cancer
screening, but provides detailed information onesasf diagnosed cancer. The database includes
the following information: type of disease, sexeamnd residence. Summary statistics of these data
are published on an annual basis. The databasénalsdes detailed information on treatment and
date of death; the latter, however, is not publakgilable. The database is operated by the Centre
of Oncology in Warsaw, while the reports are praalfor the use of the Ministry of Health within
the National Programme on Cancer Prevention.

To conclude with, both databases include statidtica large extent available the public, with
summaries published every year. The registers’rinébion is subsequently fed to Eurostat and
WHO.

Fieldwork data gathering produced a rather gersss¢ssment of the factors that may have had an
impact on implementation of EU policy. By and largmwever, they did not attribute utmost
importance to any of the issues in the list bubhdficial resources could always be higher”. In
general, with respect to cancer screening all otbsmes listed were found of none or minor
importance.

Table 4.1 — Assessment of possible factors influegahe adoption and implementation of EU

policy
Factors Comments
Financial constraints (human and financial) Theseavidentified as an obstacle; financial resoucoesd

be greater.

Timeframe, the results and impacts will materialise Not perceived as an issue.
after a much longer period

Lack of a sound efficiency assessment of CS Natgdeed as an issue.

Technical and organisation issues connected to theNot perceived as an issue.
complexity of CS nationwide programmes (issues|of

capacity, training of staff, management and service
delivery etc.)

Legal issues in setting up registries as requeata,| Not perceived as an issue.
linking them to mortality databases (e.g. issues of
personal data management)

Cultural and political issues (e.g. political s¢iwdy | Not perceived as an issue.
of the matter in certain cultural environment,
political difficulties to maintain a long-term
commitment in this area etc.)
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5. Policy Implementation and Indicators

Table 5.1 — List of potential policy implementatiandicators

Code Indicator Notes
The indicator would be relevant but it is not cathgin use in the country. Information could beaaibed from the
Compliance with Data National Institute of Public Health Data.
HAR.2 Comparability Criteria based orj
' Expert Assessment The indicator is deemed:
highly feasible
definitely valid
The indicator would be relevant but it is not cathgin use in the country. Information could beabed from the
Establishment of Special National Health Fund. It is believed that the iraddr could already be collected but there is néftcgent political will
HAR.3 Registries (centralised data to do so.
' systems for the management and
assessment of CS data) The indicator is deemed:
highly feasible
definitely valid
This information is relevant and already colledigugh the existing databases (notably the NatiGaacer Register
. .. _.. land SIMP), which were aligned with existing claissifions at the time of their design.
Alignment of Data Classification
HAR.4 Systems to Standards defined b;f.he indicator is deemed:
the . .
highly feasible
definitely valid
The indicator would be relevant but it is not cathgin use in the country. Related informatiom@t available
Formal Adoption of the EU CS anywhere.
1 i i *
ANA.1 Guidelines (incl. RE* level) The indicator is deemed:
not feasible
fairly valid
Evidence of a Significant DebaneThe indicator would be relevant but it is not cathgin use in the country. Related informatiovésy dispersed.
in the Scientific Literature of the i .
ANA.2 MS about CS methodology andThe |nd|cat_or is deemed:
o S hardly feasible
specifically the EU Guidelines . i
fairly valid
Effective Outreach Level of the| The indicator would be relevant but it is not cathgin use in the country. Possible source of infation may be
EU Guidelines in the MS interviews and ad hoc research projects. Only soaneof the Guidelines are available in Polish,chtis a major
ANA.3 (downloads, webpages visited) iobstacle to their dissemination to wider audiences.
Absolute or Relative Terms (%
of the target population) The indicator is deemed:
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Code

Indicator

Notes

fairly feasible
fairly valid

Specific Outcome Indicator for

This indicator is used by the Ministry of Healthpieepare annual screening reports. Informatiomliected from
National Health Fund and the Ministry of HealthN®1).

70Ut the Stated Objective The indicator is deemed:
fairly feasible
fairly valid
The Ministry of Health plans to collect this infoation from five-year datasets on mortality rateshef screened
population. These datasets will be provided shdxylyhe National Health Fund and the Ministry ofaltk (SIMP)
Specif ; combined with National Cancer Register.
8 |IMP1 pecific Impapt Indicator for the
Stated Objective The indicator is deemed:
hardly feasible
fairly valid
A strategy is in place, so information for thisiator could be collected. Full text of the relevAnts are available
Establishment of a CS Strategy ;rom the Ministry of Health Internet site.
9 | PROG.1 Programme / Action Plan . . )
; .| The indicator is deemed:
covering the Whole Population fai .
airly feasible
fairly valid
The National Health Fund monitors screening cotérdnformation is collected by the National Hedfimd from the
Number of RE with CS SIMP database, and published by the Ministry oflthéa annual reports.
Strategies/Programmes/Action
10 | PROG.2 Plans Implemented at the Sub-| The indicator is deemed:
national Level (% of population| highly feasible
covered) fairly valid
Number of RE with a CS Not relevant because a strategy is already in place
Strategy/Programme/Action
11 | PROG.3 Plan still in its Planning Phase,| The indicator is deemed:
or Implemented on a Local Pilgt definitely not valid
Basis only
Data protection legislation is adopted and allbath screening registries and cancer registries
12 | LEG.1 Adopthn of appropriate data The indicator is deemed:
protection legislation . i
fairly feasible
fairly valid
13 | LEG.2 Appropriate data protection See above.

legislation Discussed but Not Y

(0]

t
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Code Indicator Notes
Adopted The indicator is deemed:
fairly feasible
fairly valid
See above.

Appropriate data protection

14 | LEG.3 legislation Still under Preparatioi he indicator is deemed:
and in its Drafting Stage fairly feasible
fairly valid
This indicator would be relevant but it is not @mtly in use. Related information is available frtira Ministry of
. .. | Health and National Coordination Centre, Polishdormf Oncology.
Information/Awareness Raising
15 | AWA1 Campalgns on CS in a Given The indicator is deemed:
Year (period) . .
fairly feasible
definitely valid
It would be relevant but it is not currently in u3&e only information available is dated (the mesient dates back to
Level of Awareness about CS 1990).
16 | AWA.2 Issues among the target The indicator is deemed:
Population .
not feasible
definitely valid
Same as above.
Trend in the Level of Awareness
17 | AWA.3 about CS issues among the targ&he indicator is deemed:
Population not feasible
definitely valid
Estimate of Population ReachedThis indicator would be relevant but it is not @mily in use, nor is there any information avaiabl
by Information Initiatives on EU
18 | AWA4 guidelines in Absolute Terms of The indicator is deemed:
Relative to the Potential Target| not feasible
fairly valid
It would be relevant but it is not currently in u3dée only information available is on public fundiavailable.
Total Budgeted Funds to assure¢The indicator is deemed:
appropriate organisation and | not feasible
19 | FUND.1 quality control of CS fairly valid
programmes
20 | FUND.2 Total Public Expenditure to Information on the National Programme can be driranm the National Health Fund, the sub-nationalegaments and

assure appropriate organisatior

the annual national budget.
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Code Indicator Notes
and quality control of CS The indicator is deemed:
programmes fairly feasible

of dubious validity

Total dedicated staff to

This indicator would be relevant but it is not @ntly in use. Information would be difficult to ¢ett (the National
Health Fund has information on medical units, mttan employees).

21 | FUND3 implement and assure quality of The indicator is deemed:
CS programmes not feasible
fairly valid
Population Reached by CS ;his indicator is currently used; information igaibed from the annual reports of the Ministry afdith based on
) . IMP database.
Programmes in the country, in
22 | DEL.1 Absolute or Relative Terms (out - . )
of the target population) T_he |nd|cat.or is deemed:
highly feasible
definitely valid
This indicator would be relevant but it is not @ntly in use, although information could be easdllected by a study
Compliance with the Relevant | designed for that purpose.
23| DEL.2 Featur_e_s of CS Im_plementatior o _
' Modalities Stated in the EU The indicator is deemed:
Documents (incl. RE level) highly feasible
definitely valid
This indicator is currently used; information igabed from the annual reports of the Ministry afdith based on SIM
Number of Significant Initiatives database.
24 | DEL.3 (i.e. above a certain_threshold o _
' value) Undertaken, i.e. CS The indicator is deemed:
programmes set up highly feasible
definitely valid
This indicator seems not fully relevant and is cuntrently in use, although information could bevpded by the
c . . . Ministry of Health.
ompliance with Given
25| CAP.1 Equipment Techn|cal Standards.l.he indicator is deemed:
and Operational Procedures fai i
airly feasible
of dubious validity
This indicator would be relevant but it is not @mtly in use, although information could be proddi part, by the
Introduction of a Given Ministry of Health based on the SIMP databasehdfEC Guidelines were fully adopted, this aspeaildibe regularly
26 | PRO.1 Procedure in CS Routine monitored.

Operations (incl. RE level)

The indicator is deemed:
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Code

Indicator

Notes

hardly feasible
fairly valid

Number of Relevant Institutions

This indicator is not currently in use, althougformation could be provided by the Ministry of Higal

D

27 | PRO.2 Complying with Procedure The indicator is deemed:
(incl. RE level) fairly feasible
of dubious validity
This indicator is currently used; information igabed from the annual reports of the Ministry afaith.
Implementation of Training
28 | TRAI.1 Courses on CS for Healthcare | The indicator is deemed:
Personnel (incl. RE level) highly feasible
fairly valid
Same as above.
Total Number of Trained - .
29 | TRAI.2 Healthcare Workers on CS T_he |nd|cat.or is deemed:
highly feasible
fairly valid
Same as above.
Resources Made Available for
30 | TRAL3 Training on CS in Absolute or | The indicator is deemed:
Relative Terms highly feasible
fairly valid
This indicator is currently used; information igabed from the National Health Fund and the Miyistf Health
based on the SIMP database and the National CRacgster. However, it is noted that there is norimfation on the
a1 | EvaLL Evaluation of data from tests, population that refused to participate in the suirgg programmes.
assessments and diagnosis The indicator is deemed:
highly feasible
definitely valid
This indicator would be relevant but it is not @ntly in use. Partial information could be madeilatze from the
Ministry of Health.
Change of CS Policy as a result
32| BVAL2 of the above evaluation The indicator is deemed:
fairly feasible
definitely valid
This indicator is currently used; information igabed from the annual reports of the Ministry afdith.
Regularly Monitor CS
33| EVAL.3 Implementation and Outcome | The indicator is deemed:

highly feasible

definitely valid
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Code Indicator Notes
. . ... | This indicator would be relevant but it is not @mtly in use, nor is there any information avaiabl
Full or Partial Compliance with
34 | REP.1 the Reporting Requwements " The indicator is deemed:
the Progress Reached in the .
Implementation of the EU Polic y?qt feaS|_bIe
airly valid
Availability of Reports or parts | This indicator would be relevant but it is not @mly in use, nor is there any information avaiabl
thereof on the Progress Reached
35 | REP.2 in Implementing CS Containing| The indicator is deemed:
Information Not Shared with the not feasible
EU fairly valid
*RE =Relevant Entity
Proposed additional indicators
Indicator Comments

s0, why?)

People’s perception of cancer screening; esp. dagar | It is believed that this indicator would be verygfal in planning cancer screening programmes and i
the accountability of these programmes (does public| increasing their cost effectiveness.

financing increase transparency/accountability®) an
people’s attitude (do people fear being screenadjfa
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ANNEX F - INDICATIVE SHORT-LIST OF POSSIBLE INDICAT ORS PER
POLICY AREA

This table provides an indicative example of how thddatbr selection mechanism identified in table df ¥olume |
can translate into a concrete shortlist of sixdatbrs for concise reporting purposes. The numb#revindicators has
been chosen as a compromise between different ngégds have a limited set of indicators for stgatereporting
purposes; 2) to report indicators as homogeneopsssble across the various policy areas; 3)d¢de both primary
and secondary indicators. This framework of indicaitcan be tailored to specific information needd shortened or
lengthened accordingly. The emphasis on the vargspgcts to be highlighted may also vary dependimgdifferent
internal validation. Whenever it is unclear whetharagreement has been reached on how to measuaetievement
of the relevant objective a question mark has laeleled to the OBJ indicator.

Policy area Indicators
Shared Number of M | Expert opinion | Total Number of Number of| Number of MS
Health S whose health on degree of | structural fund | studies accesses  to that have
Values?®® policy harmonisation | financing published on | the EU health contributed
documents reached in the | committed to | health inequalities their relevant
recognise the | provision of reduce health | inequalities by | portal by MS| policy
common indicators on inequalities MS (ANA.2) (ANA.3) experiences to
principles health (STR.FUND) the EU data
(PRL1) inequalities base (EXC.2)
(HAR.2)
Health is the | Cumulated Number of MS| Number of MS
Greatest savings from| that have| that have
Wealth investing  in| carried out| contributed the
health cost- results of their
prevention effectiveness | cost-
policies and| studies in theg effectiveness
implementing | areas studies to the
the EU health encompassed | relevant EU
strategy by the strategy policy
(0BJ?) (EVAL.1) exchange
mechanism
(EXC.1)
Health in All | Number of| Number of MS| Number of MS| Number of| Number  of| Number  of
Policies MS whose| that Have| that have| MS/RE  with| MS/RE That| MS that have
health policy| Identified a| ldentified a| strategies, have adopted evaluated their
documents Technical Centre of| programmes. | HIA HIAP policies
recognise Secretariat fonl Expertise  to| action plans Guidelines (EVAL.1)
HiAP (PRI.1) | Intersectoral Disseminate specifically (ANA.1)
Coordination Best Practice dealing  with
(ORG.1) (ORG.3) HIAP (PRI.3)
Global Heath | Number of| Number of| Number of| Number of MS| Number of M§ Number of MY
MS that Have| Policy Areas| health that evaluatg that have| that have
Appointed  a| where a| professionals | their global| committed to| contributed
Global Health| common drawn out from| health the WHO| their
Coordinator position developing programmes global code| programs and
(ORG.2) between MS ig countries (EVAL.1) on health| evaluations to
routinely (0OBJ?) personnel the relevant
reached in recruitment EU exchangeg
international (PRIL.2) platform
fora (OBJ?) (EXC1)
Health of | Number of| Number of MS| Number of MS| Total funding| Number of MS
Older People | MS that have that have| that have| made available that have
drafted a| developed and evaluated their through the| contributed
strategy, contributed Alzheimer Public Health| their

2°0BJ is also a possible primary indicator here vourtk is still in progress on how to measure thduagion in health

inequalities.
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)

programme orf comparable strategies Programme programs and
Alzheimer indicators  on| (EVAL.1) (PHP.FUND) | evaluations to
(PROG.1) Alzheimer the relevant
(HAR.1) EU exchange

platform

(EXC1)

Tobacco Number of| Number of MS| Number of MS| Number of MS| Number  of| Number of
MS that have that have| that Have| that Have| MS that have MS that Have
managed  tqg introduced developed Established g developed & evaluated theif
reduce theg comprehensive| comprehensive| Focal Point on coherent and smoking
number of| smoke-free control Tobacco comparable | cessation ang
smokers in the laws (LEG.1) | strategies tq Policies framework of| tobacco
population reduce (ORG.2) indicators on| prevention
(0OBJ?) secondary tobacco programmes

exposure from consumption | (EVAL.1)
tobacco (HAR.2)
(PROG.1)

Nutrition Number of| Number of| Number of| Number of MS| Number  of| Number of MS
MS that have| voluntary initiatives that contribute| MS that have that have
managed tg commitments | implemented in| harmonised put in place| made
reverse thg made in the MS the various| data to the an indicator| available their
increasing (LEG.VOL) policy areas. | WHO database and pledges in 4
obesity trend E.g share of the (HAR) monitoring website
(0BJ?) target system on (EXC.2)
Number of population who nutrition and
MS that have| have received obesity
managed  tg free of (EVAL.3)
decrease their subsidised
salt meals or share
consumtpino of the
by 16% population who
(0BJ?) has access t

attractive
structures  for
physical
activities
(DEL)

Alcohol™ Number  of| Number of MS| Number of MS| Number of MS| Number  of| Number  of
MS that have that Have| that have| that can providg MS that| items that MY
introduced developed identified on harmonised evaluate thein have Reported
regulation comprehensive| centres of| data on harmful alcohol harm-| on their Policy
self-regulation | control expertise  on alcohol reduction Results to the
on selling| strategies tg how to inform| consumption in| polices Commission
alcohol to| reduce harmful and educate the age group (EVAL.1) (REP.1)
minors or| and hazardous consumers on over 60
adevertising or alcohol alcohol (HAR.1)

BAC levels for| (PROG.1) (ORG.3)
drivers
(LEG.1)

Mental Number of| Total Number of MS| Number of MS| Number of MY

Health MS that have Structural that have| that have| that have
developed Funds introduced or| evaluated their contributed
strategies financing improved their| Mental Health| their
programmes | committed for| monitoring policies programs and
on Mental| mental healthl systems on (EVAL.1) evaluations to
Health purposes mental health the relevant
(PROG.1) (STR.FUND) | (EVAL.3) EU exchange

platform

26 OBJ indicators have not been included here beaafysesliminary evidence of possible disagreementsiow the
health strategy priority themes should be measured.
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(EXC1)

[llicit Drugs Number of| Number of M Share of drug Number of MS| Number  of| Number of MS
MS that have that have| offenders who that  monitor| MS that Have| that
developed developed have access tptheir alternative| Improved communicate
strategies information alternatives tg treatment Compliance | their best
programmes | strategies prison (DEL) | programs with the Five| practice to the
on illicit drugs | (PROG.AWA) (EVAL.3) Harmonised | EU database
(PROG.1) Indicators (EXC.2)

(HAR.2)

Cancer Number of| Number of MS| Share of the Structural Number of| Number of
MS that have that Have| Population Funds Cancer downloads of
developed Reduced Receiving financing Registries in| the EU
comprehensive Cancer Cancer committed for| Operation Cancer
cancer Mortality Screening cancer policy| (HAR.3) Screening
strategies by Inequalities (DEL) purposes Guidelines
2013 (0OBJ?) (STR.FUND) (ANA.3)
(PROG.1)

Rare Number of| Proportion of| Number of| Number ofl Number  of| Number of

Disease®’ MS that have Rare Diseasespeople laboratories Registries or Health
developed an identified in the| identified  as| certified for | Databases for Technology
action plan on ICD (ANA.1) affected by rarg genetic testing Rare Diseases Assessments
rare diseases diseases (CAP/NET) Established at carried out to
(PROG.1) (DEL) the MS level| measure the

(HAR.3) efficacy of
treatments for
rare disease]
(EVAL.1)

Organ Number of| Number of MS| Number of| Number ofl Number  of| Number  of

Donation MS that have that have| transplant Transplant MS that have MS that Have
put in place or increased their coordinators Procurement | established established a
revised al national per million | Hospitals registers  of| system of
National donation rateg inhabitant (NET.1) living donors| indicators to
action plan| (OBJ?) (DEL) and organ| monitor their
(PROG.1) recipients organ

(HAR.3) donation and
transplantation
activities
(EVAL.3)

Injuries Number of| Number of MS| Degree of| Number of MS| Number  of| Number of MS
MS that have that have| comparability | that have put in MS that have that have
set up national established & of the | place a| evaluated the contributed
plans on| technical indicators  on| monitoring effects of their| their
injuries secretariat injuries system on| prevention evaluations to
(PROG.1) responsible for (HAR.2) injuries measures angdthe relevant

intersectoral (EVAL.3) modified their| EU exchange
coordination polices platform
(ORG.1) accordingly (EXC1)

(EVAL.2)

HIV-AIDS Number of| Structural Share of thg Number of MS| Number  of| Number of
MS that havel funds financing patient that can providg MS that Have| items MS
established committed for| population who| harmonised Developed a Reportto
mid-term HIV-AIDS has access tpepidemiological| System of| ECDC on
planning (STR.FUND) | ARV indicators Indicators to| Progress On
(PROG.1) treatments (HAR.1) Monitor their | Dublin,

(DEL) Actions Vilnius and

(EVAL. 3) Bremen

Declarations

287 OBJ indicators have not been including here bexaegorted in the impact assessment but it is lear ¢0 what
extent there is consensus on their being linkatdeaontents of the Recommendation.
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(REP.1)

Vaccination Number of| Number of MS| Share of oldef Number of MS| Number of MS
MS that Have| that have| age groups and that have| that Regularly
adopted action harmonised risk groups| evaluated the Report to the
plans/policies | their policies to| vaccinated causes for poof Commission
on vaccination ECDC (DEL) uptake and on their
(PROG.1) definitions  of modified their| Vaccination
older age policies Programs
groups and risk accordingly (REP.1)
groups (EVAL.2)
(ANA.1)
Preparedness | Number of| Number of MS| Number of MS | Number of M§
Programs MS that Have| that have| that have that Have
Prepared established a appointed a introduced or
Generic body body for Improved
Preparedness | responsible for liaising with Communication
Plans coordinating European Procedures
(PROG.1) preparedness | institutions on | with
programmes preparedness | Professionals
(ORG.1) programmes | and the Public
(ORG.2) (PRO.1)
CRBN Number of| Number of MS| Number of MS| Number of Number  of| Number of MS
MS that Have| complying with | that have| laboratories exercises that Have
Prepared minimum established a included in carried by MS| Developed
CRBN Plans | requirements | body networks (DEL.3) Guidelines on
(PROG.1) on sampling,| responsible for specialised in Suspicious
detection, etq liaising on | high risk Transactions
(ANA.1) CRBN matters| biological (PRO)
(ORG.2) networks and
toxins (NET)
Antimicrobial | Number of| Number of MS| Share of| Number of MS| Number of MS Number of
Resistance MS that have that Have| health that can provide that have MS that have
developed Established a establishments| harmonised developed put in place
national Technical with infection | data on| guidelines on | monitoring
programs for| Secretariat tq control antimicrobial prevention systems of
hospital Ensure committees resistence and control of | their
hygiene and Intersectoral and infection| (HAR.1) antimicrobial | antimicrobial
infection Cooperation nurses (DEL) resistance resistance
control (ORG.1) (PRO) programmes
(PROG.1) (EVAL.3)
Patient Safety | Number of| Number of MS| Number of MS| Share of the Number  of| Number of MS
Member States that have| that have| Population whol MS that can| that contribute
that make| established Designated have access tpprovide their  policy
recourse tg programmes or Competent blame-free harmonised | experiences tq
harmonised action plans on Authorities reporting OECD patient| the relevant
terminology Patient Safety (ORG.1) systems (DEL) | safety EU platform
(ANA.1) (PROG.1) indicators (EXC.1)
(HAR.1)
Telemedicine | Number of| Number of MS
MS that Have| that have
submitted thein contributed
action plang their best
(PROG.1) practices to the
relevant
platform
(EXC.2)
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ANNEX G — DRAFT OUTLINE FOR CASE STUDY REPORTS

A — Overall Health Strategy (White Paper)
1. Legal, Policy and Institutional Framework

* Indicate the main legal/policy documents defining the overall public health strategy in your country
(including examples of sub-national acts, e.g. regional action plan etc., as needed). Where appropriate,
describe how these documents fit into the overall policy-making process of the public health strategy in
your country.

Table 1.1 - Legal and Policy and Framework

Year | Type Authority (3) | Title (4) Comment (5)
(1) (2)
Notes:

(1) Year — For policy/strategy documents focus on items published after 2000.
For legal documents also items published before 2000 should be mentioned if strictly relevant.
(2) Type — Indicate the nature of the act, e.g. Law, Decree, Action Plan, etc.

(3) Authority — Indicate not only the authority formally adopting the act, but — when relevant — also the body that developed its content
(e.g. some Ministerial acts may simply ratify agreements undertaken by joint committees involving different authorities).

(4) Title — provide the title of the act both in national language and the translation in English.

(5) Comment — Use this field to clarify the salient points of the act when these are not clearly understandable from the title (e.g. to
specify the key provisions included in more general acts). Use this field also to provide information on subsequent amendments of the
original act.

* Briefly illustrate the institutional and the policy governance framework for public health policy in your
country. Please describe how roles and responsibilities are distributed among the various levels
(national, regional, local), particularly in terms of strategic planning, implementation of
programmes/initiatives, collection of data and statistics and monitoring and evaluation of policy
implementation and outcome. While it is not necessary that all these areas are equally covered, the
overview should be as comprehensive as possible.

2. EU added-value

» Briefly discuss to what extent the EU policy (especially the White Paper: Together for Health) was
conducive to the establishment and/or improvement of public health strategy/plan in your country. Two
types of evidence should be used:

0] possible references to the White Paper in relevant national/sub-national acts (i.e. those listed in
Table 1.1)
(i) the interviewees’ responses.

* Summarise respondents’ views on specific policy areas of possible EU added value with respect to the
overall public health strategy/action plan, referring to the policy areas listed in Table 2.1.

Table 2.1 - EU added value

Policy area Comments

Political ‘pressure’ contributing to the
adoption of certain principles and the

229



Policy area Comments

prioritisation of certain objectives (as
indicated in the White Paper)

Advisory/technical support through
instruments such as the Joint Actions and
the OMC mechanisms

Support to convergence of strategic
approaches adopted by MS / ‘gap’
reduction among MS

Other (specify)

3. Overall EU Health Policy Adoption/Implementation

» Discuss in detail the potential obstacles/drivers that possibly had an influence in the adoption and/or the
overall implementation of the EU health policy (i.e. not only the “White paper” but the entire body of EU
‘soft laws’ on public health). Reference can be made to the items listed below.

Table 3.1 — Assessment of possible factors affectin

g the adoption and implementation of EU policy

Obstacles/drivers

Comments

Institutional architecture (since uptake might be more
difficult in more decentralised systems)

The different nature of the soft law instrument chosen
by the EU, i.e. whether Recommendations, Council
Conclusions, or Commission Communications (since
MS may attribute a different level of priority or deal
with them in a different way)

Prior adequate discussion / consultation period
before the adoption of a EU Policy (since this may
facilitate adoption)

Other aspects of legislative techniques adopted to
put pressure on recipients (such as the inclusion in
the text of deadlines for compliance or explicit
reporting requirements)

Issues of national ownership (since policy items put
forward in the European agenda by individual MS
may encounter resistance in other MS due to national
experiences, cultural factors, traditions or technical
obstacles to transposition)

Adequate maturity, i.e. existence of sufficient
evidence (‘pilot’ experiences, evaluations, scientific
studies) supporting the inclusion of a given policy
approach in the European agenda

Programming capacity (since some MS could find it
difficult to cope with the total number of programmes,
action plans, strategies requested by the EU in a
given period. Not only for internal capacity
constraints, but also for the duration of the political
approval process)

Clear prioritisation of actions (since the inclusion of
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Obstacles/drivers

Comments

too many European items in the policy making
agenda might be ultimately detrimental for most
urgent priorities, particularly in times of financial
crisis)

Existence of relevant OMC / JA mechanisms on the
subject at the European level and the MS
participation therein (since this may facilitate
adoption)

Pressure from stakeholders’ groups or lack thereof
(since this may ultimately influence uptake)
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B - Patient safety (PS)

1. Legal, Policy and Institutional Framework

* Indicate the main legal/strategic documents on patient safety (including HCAI prevention and control) as
well as the main specific programmes/initiatives implementing PS policy in your country (including
examples of sub-national acts, e.g. regional action plan etc., as needed). Where appropriate, describe
how these documents fit into the PS policy making process in your country.

Table 1.1 - Legal, Policy and Programming Framework

Year | Type Authority (3) | Title (4) Comment (5)
) @
Notes:

(1) Year — For policy/strategy documents focus on items published after 2000.

For legal documents also items published before 2000 should be mentioned if strictly relevant.

For programmes/initiatives focus on items published after 2005.

(2) Type — Indicate the nature of the act, e.g. Law, Decree, Action Plan, Programming document etc.

(3) Authority — Indicate not only the authority formally adopting the act, but — when relevant — also the body that developed its content
(e.g. some Ministerial acts may simply ratify agreements undertaken by joint committees involving different authorities).

(4) Title — provide the title of the act both in national language and the translation in English.

(5) Comment — Use this field to clarify the salient points of the act when these are not clearly understandable from the title (e.g. to
specify the key PS-related provisions included in more general acts). Use this field also to provide information on subsequent
amendments of the original act.

e Briefly illustrate the institutional and the policy governance framework for PS in your country. Please
describe how roles and responsibilities are distributed among the various levels (national, regional,
local), particularly in terms of strategic planning, implementation of programmes/initiatives, collection of
data and statistics and monitoring and evaluation of policy implementation and outcome. While it is not
necessary that all these areas are equally covered, the overview should be as comprehensive as
possible.

2. EU added-value

e Briefly discuss to what extent the EU policy (especially the Recommendation but also the previous EC
Communication and the Public Consultation on HIA) was conducive to the establishment and/or
improvement of a PS strategy in your country. Two types of evidence should be used:

0] possible references to EU policy in relevant national/sub-national acts (i.e. those listed in Table
1.1)
(i) the interviewees’ responses.

e Summarise respondents’ views on specific areas of possible EU added value with respect to PS policy,
referring to the policy areas listed in Table 2.1.

Table 2.1 - EU added value

Policy area Comments

Political ‘pressure’ contributing to the
prioritisation of PS issues
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Policy area

Comments

Support to the dissemination of strategies
and approaches that were already a priority
in your country

Advisory/technical support through
instruments such as the Joint Action
(PASQ) and the Patient Safety and Quality
of Care Working Group

Support to convergence of strategic
approaches adopted by MS / ‘gap’
reduction among MS

Other (specify)

3. Policy Implementation and Indicators

e Indicate whether an evaluation of PS policy implementation has ever been conducted in your country

and by whom (public authority, academic institute, NGO...). If not, clarify whether it is planned for the
near future.

Indicate whether your country has established a structured monitoring system for PS policy
implementation. If so, specify: (i) the bodies responsible for the design, implementation, analysis and
reporting of data, (ii) the types of data being collected, collection method and frequency, and (iii) the
usage of data (internal discussion, reporting to international organisation, e.g. WHO, etc.).

If not, explain possible reasons for this (as reported by interviewees).

Briefly summarise the level of adoption and implementation of the EU PS policy in your country and
provide an overview of the possible factors that might have affected it. Reference can be made to the

items listed below.

Table 3.1 — Assessment of possible factors influenc

ing the adoption and implementation of EU policy

Factors

Comments

Financial constraints

Shortage of qualified staff

Legal issues (e.g. regarding the blame-free
reporting)

Relevant entities capacity (especially non-hospital
facilities)

Inadequate enforcement system (e.g. name-blame
systems, which disincentive open reporting of
adverse events)

Complex coordination with education authorities for
the inclusion of PS in curricula

Finally, summarise the evidence collected (through desk research and interviews) on the proposed
indicators. Indicators shall be assessed, when possible, by reference to the criteria of
validity/relevance, availability (i.e. the corresponding data are or may be collected) and feasibility (i.e.
the corresponding data may be collected at reasonable costs and within a relatively short timeframe).
Please duly report all proposals for revision of the proposed indicators voiced by the interviewees.
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Table 3.2 — List of potential policy implementation

indicators

Code

Indicator

Notes

1 HAR.4

Alignment of Data Classification Systems
Standardised Given Procedures

Ref to — the ECDC indicators

to

2 ANA.1

Adoption of a Methodology/Problem
Definition in line with international standar

Ref to — e.g. the WHO taxonomy and EC
work on HCAI

3 OuUT.1

Specific Outcome Indicator for the Stated
Objective

Ref to — No EU outcome indicators. Test
OECD ones:

Catheter-related bloodstream infectio
Postoperative pulmonary embolism
(PE) or deep vein thrombosis (DVT)
Postoperative sepsis

Accidental puncture or laceration
Foreign body left in during procedure
Obstetric trauma — vaginal delivery
with instrument

Obstetric trauma — vaginal delivery
without instrument

N

ookow

N

he

PROG.

Establishment of a PS Strategy / Program
/ Action Plan covering the Whole Populati

me
DN

PROG.

Number of RE with
Strategies/Programmes/Action Plans
Implemented at the Sub-national Level (%
population covered)

of

PROG.

Number of RE with a
Strategy/Programme/Action Plan still in itg
Planning Phase, or Implemented on a Log
Pilot Basis only

al
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Code

Indicator

Notes

PROG.
RES

Preparation of a Research Programme on
PS-related Subject

PART.2

Involvement of Advocacy NGOs in the
Policymaking Process (incl. RE level)

PART.3

Provision of Support to Advocacy NGOs
active in the Given Policy Field (incl. RE
level)

10

RES.1

Existence of Research Programs in the P
Field

11

RES.2

Resources Made Available by MS to
Research Programmes in the PS Field in
Either Absolute or Relative Terms

12

RES.3

Number of Studies/ Publications Produced

by Research Programs in PS Policy Field

13

RES:4

Number of Citations of the Studies Financed

under the Programme Above in the
Scientific Literature

14

AWA.1

Information/Awareness Raising Campaigr
on PS issues in a Given Year (period)

Ref to citizens/wider public

- incl. a specific focus on hand-hygiene
campaign (as per ECDC indicator)

]

15

AWA.2

Level of Awareness about PS issues amo
the Population

See above (e.g. by means of surveys)

ng

16

AWA.3

Trend in the Level of Awareness about PS
issues among the Population

See above (e.g. by means of surveys)
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Code

Indicator

Notes

17

FUND.

Total Budgeted Funds to Specifically
Implement PS Policy in Absolute or Relati
Terms

ve

18

FUND.

Total Public Expenditure to Specifically
Implement PS Policy in Absolute or Relati
Terms

ve

19

FUND.

Total dedicated infection control staff
(absolute terms or per 1000 beds)

Ref

- as per ECDC indicator

20

ORG.1

Identification of a Body Responsible for
Policy Coordination / a Focal Point

21

ORG.2

Routine Interaction with European
Institutions on PS by Means of a Well-
identified Institution

22

ORG.3

Existence of a Centre of Expertise Entrust
with Disseminating Best Practices in PS
Area

23

NET.1

Creation of a Network of Institutions to
Implement the PS Policy

Ref to — the establishment of intersectoral
mechanism collaborating with or integrate

into the existing mechanism on the prudent

use of antimicrobial agent

d

24

DEL.2

Number of RE Complying with the Severa
Possible Relevant Features of Policy
Implementation Modalities Stated in the E
Documents

Ref to:

1. Development of tools/systems (incl. t
use of ICT)

2. blame-free reporting and learning

ne

system on adverse events
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Code

Indicator

Notes

3. active surveillance system for HCAI

4. increase of number of single rooms (per

beds or per rooms) as per ECDC
indicator

5. increase in the use of alcohol handru
products (as per ECDC indicator)

Number of Initiatives Undertaken to
Specifically Deliver Policy

25 DEL.3
See above
Implementation of Training Courses on P[S-
26 TRAI1 | related Subject for Healthcare Personnel
(incl. RE level)
Total Number of Trained Healthcare
21 TRAI2 Workers on PS-related Subject
Resources Made Available for Training in
28 TRAIL3 | PS-related subject in Absolute or Relative
Terms
29 TRAI4 Introductlon of PS in Relevant Curricula
(incl. RE level)
Number of dissemination initiatives on PS
30 DISS.1 | policy (to HC organisations, professional
bodies and educational institutions)
Estimate of Population Reached by
Information Initiatives in Absolute Terms ar
31 DISS 2 Relative to the Potential Target
Ref — not the general public (already
covered by AWA)
EVAL. | PS policy evaluation (i.e. regular review o
32 ;
1 practices and standards )
33 EVAL. | Change of PS Policy as a result of the above
2 evaluation
EVAL. | Establishment of a System of Indicators ta
34 . - h
3 Monitor Policy Implementation
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Code

Indicator

Notes

35

EXC.1

Contribution by the MS of its Policy
Experiences to theS and Quality of Care
Working Group

Not mere participation but presentation of
national / regional policy

36

REP.1

Full or Partial Compliance with the
Reporting Requirements on the Progress
Reached in the Implementation of the EU
Policy

Ref to

—  reporting to the EC under the RE
annual (internal) reporting on the
implementation of infection control
programme (as per ECDC indicator)

C

*RE=Relevant Entity

Proposed Additional indicators

Indicator

Comments

238




C — Cancer Screening (CS)
1. Legal, Policy and Institutional Framework

* Indicate the main legal/strategic documents on cancer secondary prevention (in particular breast,
cervical and colorectal screening), as well as the main specific programmes/initiatives implementing CS
policy in your country (including examples of sub-national acts, e.g. regional programmes etc., as
needed). Where appropriate, describe how these documents fit into the CS policy making process in
your country.

Table 1.1 - Legal, Policy and Programming Framework

Year | Type Authority (3) | Title (4) Comment (5)
) @
Notes:

(1) Year — For policy/strategy documents focus on items published after 2000.

For legal documents also items published before 2000 should be mentioned if strictly relevant.

For programmes/initiatives focus on items published after 2005.

(2) Type — Indicate the nature of the act, e.g. Law, Decree, Action Plan, Programming document etc.

(3) Authority — Indicate not only the authority formally adopting the act, but — when relevant — also the body that developed its content
(e.g. some Ministerial acts may simply ratify agreements undertaken by joint committees involving different authorities).

(4) Title — provide the title of the act both in national language and the translation in English.

(5) Comment — Use this field to clarify the salient points of the act when these are not clearly understandable from the title (e.g. to
specify the key CS-related provisions included in more general acts). Use this field also to provide information on subsequent
amendments of the original act.

e Briefly illustrate the institutional and the policy governance framework for CS in your country. Please
describe how roles and responsibilities are distributed among the various levels (national, regional,
local), particularly in terms of strategic planning, implementation of programmes/initiatives, collection of
data and statistics and monitoring and evaluation of policy implementation and outcome. While it is not
necessary that all these areas are equally covered, the overview should be as comprehensive as
possible.

2. EU added-value

» Briefly discuss to what extent the EU policy (especially the Guidelines but also Recommendation 878)
was conducive to the establishment and/or improvement of a CS strategy in your country. Two types of
evidence should be used:

0] possible references to EU policy in relevant national/sub-national acts (i.e. those listed in Table
1.1)
(i) the interviewees’ responses.

* Summarise respondents’ views on specific areas of possible EU added value with respect to CS policy,
referring to the policy areas listed in Table 2.1.

Table 2.1 - EU added value

Policy area Comments

Political ‘pressure’ contributing to the
prioritisation of CS issues
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Policy area

Comments

Support to the dissemination of strategies
and approaches that were already a priority
in your country

Advisory/technical support through
instruments such as the Guidelines and / or
the Joint Action (AAC Partnership)

Support to convergence of strategic
approaches adopted by MS / ‘gap’ reduction
among MS

Other (specify)

3. Policy Implementation and Indicators

e Indicate whether an evaluation of CS policy implementation has ever been conducted in your country
(further to the EC periodical evaluation of Recommendation 878) and by whom (public authority,
academic institute, NGO...). If not, clarify whether it is planned for the near future.

e Indicate whether your country has established a structured monitoring system for CS policy
implementation. If so, specify: (i) the bodies responsible for the design, implementation, analysis and
reporting of data, (ii) the types of data being collected, collection method and frequency, and (iii) the
usage of data (internal discussion, reporting to international organisation, e.g. WHO, etc.)

If not, explain the possible reasons for this (as reported by interviewees).

e Briefly summarise the level of adoption and implementation of the EU CS policy in your country and
provide an overview of the possible factors that might have affected it. Reference can be made to the

items listed below.

Table 3.1 — Assessment of possible factors influenc

ing the adoption and implementation of EU policy

Factors

Comments

Financial constraints (human and financial)

Timeframe, the results and impacts will materialise
after a much longer period

Lack of a sound efficiency assessment of CS

Technical and organisation issues connected to the

complexity of CS nationwide programmes (issues of
capacity, training of staff, management and service

delivery etc.)

Legal issues in setting up registries as requested,
and linking them to mortality databases (e.g. issues
of personal data management)

Cultural and political issues (e.g. political sensitivity
of the matter in certain cultural environment, political
difficulties to maintain a long-term commitment in
this area etc.)

» Finally, summarise the evidence collected (through desk research and interviews) on the proposed

indicators. Indicators shall be assessed, when possible,

by

reference

to

the criteria of
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validity/relevance, availability (i.e. the corresponding data are or may be collected) and feasibility (i.e.
the corresponding data may be collected at reasonable costs and within a relatively short timeframe).
Please duly report all proposals for revision of the proposed indicators voiced by the interviewees.
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Table 3.2 — List of potential policy implementation

indicators

Code

Indicator

Notes

1 |HAR.2

Compliance with Data Comparabili
Criteria based on Expert Assessmé

Ref to — screening data which are
required to be processed through
centralised data systems

Ly
bnt

2 | HAR.3

Establishment of Special Registrie
(centralised data systems for the
management and assessment of
data)

S

3 |HARA4

Alignment of Data Classification
Systems to Standards defined by t
European Network of Cancer
Registries

ne

4 | ANA1

Formal Adoption of the EU CS
Guidelines (incl. RE* level)

Clearly distinguish b/w breast,
cervical and colorectal CS

5 | ANA2

Evidence of a Significant Debate ir]
the Scientific Literature of the MS
about CS methodology and
specifically the EU Guidelines

6 | ANA3

Effective Outreach Level of the EU
Guidelines in the MS (downloads,
webpages visited) in Absolute or
Relative Terms (% of the target
population)

Ref to — possible publication of the
EU Guidelines on MS websites at
national / regional level

Clearly distinguish b/w breast,
cervical and colorectal CS
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Code

Indicator

Notes

OuUT.1

Specific Outcome Indicator for the
Stated Objective

Ref to -

100% population

coverage of screening for breast,
cervical and colorectal cancer by
2013; (125 million examinations pe
year).

[As per AAC obijectives]

IMP.1

Specific Impact Indicator for the
Stated Objective

Ref to -

15% reduction
by 2020 (510 000 new cases)

[As per AAC obijectives]

PROG.1

Establishment of a CS Strategy /
Programme / Action Plan covering
the Whole Population

Clearly distinguish b/w breast,
cervical and colorectal CS

10

PROG.2

Number of RE with CS
Strategies/Programmes/Action Pla
Implemented at the Sub-national
Level (% of population covered)

Clearly distinguish b/w breast,
cervical and colorectal CS

11

PROG.3

Number of RE with a CS
Strategy/Programme/Action Plan
still in its Planning Phase, or
Implemented on a Local Pilot Basig
only
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Code

Indicator

Notes

Clearly distinguish b/w breast,
cervical and colorectal CS

12

LEG.1

Adoption of appropriate data
protection legislation

Ref to — screening registries and
possible link to mortality registries

13

LEG.2

Appropriate data protection
legislation Discussed but Not Yet
Adopted

14

LEG.3

Appropriate data protection
legislation Still under Preparation
and in its Drafting Stage

15

AWA.1

Information/Awareness Raising
Campaigns on CS in a Given Year
(period)

Ref to — info actions to inform
participating pop about benefits an
risks, and actions to promote
participation

16

AWA.2

Level of Awareness about CS issu
among the target Population

17

AWA.3

Trend in the Level of Awareness
about CS issues among the target
Population

18

FUND.1

Total Budgeted Funds to assure
appropriate organisation and qualit
control of CS programmes

Clearly distinguish b/w breast,
cervical and colorectal CS

19

FUND.2

Total Public Expenditure to assure
appropriate organisation and qualit
control of CS programmes

244




Code

Indicator

Notes

Clearly distinguish b/w breast,
cervical and colorectal CS

20

FUND3

Total dedicated staff to implement
and assure quality of CS programn

Clearly distinguish b/w breast,
cervical and colorectal CS

nes

21

DEL.1

Population Reached by CS
Programmes in the country, in
Absolute or Relative Terms (out of
the target population)

Clearly distinguish b/w breast,
cervical and colorectal CS

22

DEL.2

Compliance with the Relevant
Features of CS Implementation
Modalities Stated in the EU
Documents (incl. RE level)

Ref to:

-population-based vs. ‘opportunisti
screenings

-compliance with best practices
included in the EU guidelines

)

23

DEL.3

Number of Initiatives Undertaken,
i.e. CS programmes set up

Clearly distinguish b/w breast,
cervical and colorectal CS

24

CAP.1

Compliance with Given Equipment

Technical Standards and Operational

Procedures
Ref to:
-set up of a call/recall system &

centralised data system
-standard defined by the European|

Network of Cancer Registries
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Code

Indicator

Notes

25

PRO.1

Introduction of a Given Procedure
CS Routine Operations (incl. RE
level)

Ref to:

-introduction of quality assurance
procedures

- provision of adequate follow-up tg
positive cases

- introduce new tests only when
scientific evidence is available

- assess the cost-effectiveness of
tests before their introduction
-manage and evaluate data on test
assessment and final diagnosis

=]

ew

26

PRO.2

Number of Relevant Institutions

Complying with Procedure (incl. RE

level)

27

TRAIL1

Implementation of Training Course
on CS for Healthcare Personnel (in
RE level)

UJ

28

TRAL2

Total Number of Trained Healthcar
Workers on CS

29

TRAL3

Resources Made Available for
Training on CS in Absolute or
Relative Terms

30

DISS.1

Number of
Information/Communication
Initiatives to disseminate the EU
guidelines

Clearly distinguish b/w breast,
cervical and colorectal CS
guidelines

31

DISS.2

Estimate of Population Reached by
Information Initiatives on EU

guidelines in Absolute Terms or
Relative to the Potential Target
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Code

Indicator Notes

Clearly distinguish b/w breast,
cervical and colorectal CS
guidelines

32 | EVAL.1

Evaluation of data from tests,
assessments and diagnosis

33 | EVAL.2

Change of CS Policy as a result of
the above evaluation

34 | EVAL.3

Regularly Monitor CS
Implementation and Outcome

Clearly distinguish b/w breast,
cervical and colorectal CS

35 | REP.1

Compliance with the EC reporting
requirement

36 | REP.2

Availability of Reports or parts
thereof on the Progress Reached ip
Implementing CS Containing
Information Not Shared with the EU

*RE=Relevant Entity

Proposed Additional indicators

Indicator

Comments
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D — Health in All Policies (HIAP)

1. Legal, Policy and Institutional Framework

e Indicate the main legal/strategic documents on HiAP in your country. In particular, indicate the main
policy items related to the adoption of Health Impact Assessment (HIA) methodologies, as well as to
mechanism for the intersectoral coordination. Where appropriate, describe how these documents fit into
the HiAP policy making process in your country.

Table 1.1 — Legal and Policy Framework

Year | Type Authority (3) | Title (4) Comment (5)
@ @)
Notes:

(1) Year — For policy/strategy documents focus on items published after 2000.
For legal documents also items published before 2000 should be mentioned if strictly relevant.
(2) Type — Indicate the nature of the act, e.g. Law, Decree, Action Plan, etc.

(3) Authority — Indicate not only the authority formally adopting the act, but — when relevant — also the body that developed its content
(e.g. some Ministerial acts may simply ratify agreements undertaken by joint committees involving different authorities).

(4) Title — provide the title of the act both in national language and the translation in English.

(5) Comment — Use this field to clarify the salient points of the act when these are not clearly understandable from the title (e.g. to
specify the key HiAP-related provisions included in more general acts). Use this field also to provide information on subsequent
amendments of the original act.

e Briefly illustrate the institutional and the policy governance framework for HiAP in your country. Please
describe how roles and responsibilities are distributed among the various levels (national, regional,
local), particularly in terms of strategic planning, implementation of programmes/initiatives, collection of
data and statistics and monitoring and evaluation of policy implementation and outcome. While it is not
necessary that all these areas are equally covered, the overview should be as comprehensive as
possible.

2. EU added-value

» Briefly discuss to what extent the EU policy conducive to the uptake of HIAP principles and to the
establishment and/or improvement of specific HIAP approaches and methodologies in your country. Two
types of evidence should be used:

0] possible references to EU policy in relevant national / sub-national acts (i.e. those listed in Table
1.1)
(i) the interviewees’ responses.

e Summarise respondents’ views on specific areas of possible EU added value with respect to HiAP
policy, referring to the policy areas listed in Table 2.1.

Table 2.1 - EU added value

Policy area Comments

Political ‘pressure’ contributing to the
prioritisation of HiAP in the health agenda

Adoption of methodologies developed at the
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Policy area Comments

EU level by PHP projects

Support to the dissemination of HIAP
approaches and methods that were already a
priority in your country

Advisory/technical support

Support to convergence of strategic
approaches on HIiAP adopted by MS / ‘gap’
reduction among MS

Other (specify)

3. Policy Implementation and Indicators

» Briefly summarise the level of uptake/implementation of Council Conclusions on HiAP in your country,
with reference to the different priorities indicated in table 3.1.

Table 3.1 — Uptake and implementation of HIAP priori  ties

Priorities

Uptake/implementation

Develop the knowledge base on health and its
determinants, associated trends, and trends in health
inequalities;

In national policy formulation and implementation, take
into account the added value offered by cooperation
between government sectors, social partners, the private
sector and the non-governmental organisations for public
health;

Undertake, where appropriate, health impact assessments
of major policy initiatives with a potential bearing on
health;

Pay special attention to the impact which major
government policies have on equity in health, including
mental health, and guarantee necessary efforts to tackle
health inequalities;

Focus on capacity building in policy analysis and
development for improved intersectoral policies.

* In connection with the above indicate specific programmes / initiatives possibly demonstrating the
uptake/implementation of HiAP in your country. Please make explicit reference to the development and
use of HIA and intersectoral coordination mechanism.

Table 3.2 — HIAP programmes and initiatives

Year | Type (2) Entities involved Title (4)
@ ©)

Description (5)
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Notes:

(1) Year —Start and end year. Focus on initiatives implemented after 2005 (or earlier in case of particularly important initiatives).
(2) Type — Indicate the nature of the action (pilot project, comprehensive programme, info&comm. initiative etc.)

(3) Authority — Indicate the implementing body, the financing authority, and other entities directly involved.

(4) Title — provide the title of the act both in national language and the translation in English.

(5) Description— Use this field to provide a succinct description of the salient features of the initiative. Geographical coverage, concrete
actions, outcomes. In particular, specify whether HIA and/or intersectoral coordination mechanism were envisaged, and if so provide
implementation details.

Indicate whether an evaluation of HIAP uptake/implementation has ever been conducted in your country
and by whom (public authority, academic institute, NGO...). If not, clarify whether it is planned for the
near future.

Indicate whether your country has established a structured monitoring system for HIAP. If so, specify: (i)
the bodies responsible for the design, implementation, analysis and reporting of data, (ii) the types of
data being collected, collection method and frequency, and (iii) the usage of data (internal discussion,

reporting to international organisation, e.g. WHO, etc.)
If not, explain the possible reasons for this (as reported by interviewees).

» Briefly report stakeholders’ view (and other evidence) on the following factors having possibly affected
the uptake/implementation of HiAP in your country. Reference can be made to the items listed below.

Table 3.3 — Assessment of possible factors influenc  ing the adoption and implementation of EU policy

Factors Comments

Lack of a clear legal framework for HIA use in the
public administration

Availability of sufficient epidemiological information
as a precondition / privacy issues

Availability of a sufficient number of professionals
trained in the subject matter

Lack of a centre of expertise

Political resistances in principle (e.g. to considering
income distribution also a health equity issue)

Lack of a technical secretariat responsible for
coordinating intersectoral cooperation / HIA

Lack of active dissemination of HIAP principles at all
Government levels

Resource constraints

Lack of convincing evidence coming from other
Countries’ experiences

* Finally, summarise the evidence collected (through desk research and interviews) on the proposed

indicators. Indicators shall be assessed, when possible, by reference to the criteria of
validity/relevance, availability (i.e. the corresponding data are or may be collected) and feasibility (i.e.
the corresponding data may be collected at reasonable costs and within a relatively short timeframe).
Please duly report all proposals for revision of the proposed indicators voiced by the interviewees.
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Table 3.4 — List of potential policy implementation indicators

Code

Indicator

Notes

ANA.1

Formal Adoption of EU HIAP definition and HIA
methodology (incl. RE* level)

ANA.2

Evidence of a Significant Debate in the Scientific
Literature about HiAP

PRI.1

Existence of Health Policy Documents Including a
Commitment to HiAP Principle (incl. RE level)

PRI.2

Reporting to International Organisations of
Commitment to HIAP Principle (for instance in the
WHO Healthy Cities programme)

To become members of the Healthy Cities Europeatr]
network municipalities must declare commitment to
HIiAP principles. (Watch out National and European
networks are different entities subject to difféneres

PRI.3

Strategies/Programmes/Action Plans Specifically
focusing on HiAP (incl. RE level)

PART.1

Existence of Advocacy NGOs Active in théPi Field

PART.2

Involving of Advocacy NGOs in the Policymaking
Process (incl. RE level)

RES.2

Resources Made Available by MS to Research
Programmes in HiIAP Field in Either Absolute or
Relative Terms

ORG.1

Identification of a Body Responsible for HIAP
Coordination / a Focal Point

10

ORG.3

Existence of a Centre of Expertise Entrusted with
Disseminating Best Practices on HiAP (including HIA
methodology)

11

PRO.1

Introduction of HIA in Routine policy-making proces
(incl. RE level)




Code

Indicator

Notes

Number of Relevant Institutions Complying with the

12 PRO.2 above Procedures (incl. RE level)
13 EVAL 1 Implementation of Evaluations / Cost Effectiveness
’ Assessments of their Policies (incl. RE level)
Streamlining / modification of Policy as a Resaflan
14 EVAL.2 Evaluation Exercise / Cost Effectiveness Assessment
(incl. RE level)
15 EVAL.3 Setting up of a System of Indicators to Monitor RIA

uptake / Implementation (incl. RE level)

*RE=Relevant Entity

Proposed Additional indicators

Indicator

Comments
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ANNEX H — LIST OF INTERVIEWEES

ITALY

Name and position of interviewee within the

Policy area Institution S Interview status
institution
Giovanni Nicoletti — Director of Office Il for Quidy
Assurance and Evaluation Systems, Prevention and
Communication Department
Roberta Merlotti, Prevention and Communication
Department
cougt\:err?galth '\SA;Tl:?g)y of Health (Ministero della Stefania Masselli, Directorate for Prevention and CONDUCTED ON
Strgtegy Coordination 27/04/2012

Silvia Arca, Director of Office Il for Health Plamy,
DG Health Planning

Dott.ssa Milazzo, DG European and International
Relations

Patient Safety

Ministry of Health (Ministero della
Salute)

Alessandro Ghirardini, Director of Office Il for@lity
of Service, DG Health Planning

CONDUCTED ON
27/04/2012

Maria Grazia Pompa, Office V for Infectious Disesse
Prevention Department

CONDUCTED ON
21/05/2012

National Agency for Regional
Health Services(Age.Na.S. —
Agenzia nazionale per i servizi
sanitari regionali)

Giovanni Caracci

« Director of Quality and Accreditation Unit

« Member of the Regional Technical Committee on
Patient Safety

Barbara Labella, Good Clinical Practice Unit

CONDUCTED ON
10/05/2012

Cancer
Screening

Ministry of Health (Ministero della
Salute)

Antonio Federici, Scientific officer at nationalrtee for
disease prevention and control (CCM), Preventiah an
Communication Department

CONDUCTED ON
10/05/2012




Name and position of interviewee within the

Policy area Institution S Interview status
institution
Veneto Region Cancer Institute Manuel Zorzi, Member of Italian Working Group on
(lov - Istitugtlo Oncologico Vlel:1eto) Colorectal Cancer Screening (GISCoR)g P CONDUCTED ON
19/04/2012
Piemonte Region Centre for Livia Giordano, Member of Italian Working Group on
Epidemiology and Cancer Breast Cancer Screening (GISMa)
Prevention (CPO - Centro per CONDUCTED ON
I'epidemiologia e la prevenzione 26/04/2012
oncologica)
D e o o Toer ™" | conpuCTED ON
P 27/04/2012
Ministry of Health (Ministero della '\P"raer\'g;zﬁsg; g”ggzrﬁ‘mn%fgt‘fg;';‘;r Z:f‘;g':tg' CONDUCTED ON
Salute) P 27/04/2012
Liliana La Sala — Director of Office IV for
X . X .| CONDUCTED ON
Environmental Security and Prevention, DG Preventio 10/05/2012
Piemonte Region Centre for Giuseppe Costa — Team leader of project “Salufieutte
Epidemiology (Servizio di le Politiche” (Health in All Policies) CONDUCTED ON
Epidemiologia Piemonte) 26/04/2012
Health in Al Emilia-Romagna Regional Marinella Natali, Department of Health — point perof
Policies Government (Regione Emilia- two HIA projects CONDUCTED ON

Romagna)

17/04/2012

University of Parma (Universita
degli studi di Parma)

Carlo Signorelli, Department of Public Health, Hse
Unit - Author of ‘The role of Health Impact Assessmt
(HIA) in the decision-making’

CONDUCTED ON
18/04/2012

Istituto Superiore di Sanita (leading
technical and scientific public body
of the Italian National Health
Service)

Giovanni Marsili, Senior Researcher

CONDUCTED ON
09/05/2012

WHO Italian Healthy Cities
Network (Rete Italiana Citta Sane
OMS)

Simona Arletti, National President of the Network

CONDUCTED ON
15/05/2012
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FRANCE

Name and position of interviewee within the

Policy area Institution C Interview status
institution

Ministry of Health/General Alexandre De la Volpiliere, Head of European and
Directorate of Health (DGS - International Affairs CONDUCTED ON
Direction générale de la santé) 25/04/2012

Overall High Council of Public Health Catherine Le Galés

country health | (HCSP - Haut conseil de la santé |« Head of HCSP International Relations CONDUCTED ON
strategy publique) +  Former DGS Scientific Advisor 26/05/2012

Tle-de-France Regional Health
Agency (ARS - Agence Régionale d
Santé)

Laurent Chambaud, Directeur de la Santé Publique

D

CONDUCTED ON
10/05/2012

Patient Safety

Ministry of Health/General
Directorate of Health Care Supply
(DGOS - Direction générale de
I'offre de soins)

Valérie Salomon

< Programme officer of quality and security of care
e Former performance indicators project officer (HA
* Former HCAI policy officer (MoH)

ONDUCTED ON

S35/04/2012

High Council of Public Health
(HCSP - Haut conseil de la santé

Bruno Grandbastien, President of the HCSP Patient
Safety Committee

CONDUCTED ON
24/04/2012

publique)

Philippe Michel, Vice-president of the HCSP Patient
Safety Committee

CONDUCTED ON
10/05/2012

Cancer
Screening

Ministry of Health/General Health
Directorate (DGS - Direction

Rosemary Ancelle-Park, Directorate for Health
Promotion and Chronic Disease Prevention

CONDUCTED ON
25/04/2012

générale de la santé)

Alexandre De la Volpiliere, Head of European and
International Affairs

CONDUCTED ON
25/04/2012

French National Cancer Institute
(INCa - Institut National du Cancer

Jérbme Viguier, Head of Screening Department

CONDUCTED ON
09/05/2012

International Agency for Research
on Cancer(IARC)

Lawrence Von Karsa, Lead author of the first report
“Cancer screening in the European Union. Repothen
implementation of the Council Recommendation on
cancer screening”

CONDUCTED ON
11/05/2012
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Name and position of interviewee within the

Policy area Institution S Interview status
institution
School of Higher Education in Antoine Flahault, Professor in Epidemiology and De&
Public Health (EHESP - Ecole des | EHESP CONDUCTED ON
hautes études en santé publique) 11/05/2012
WHO French Healthy CItI.eS . Zoé Heritage, Network Project Officer CONDUCTED ON
. Network (Réseau Francais Villes
Health in All . 16/05/2012
Policies Sante OMS)

National Institute for Public
Health Surveillance (InVS — Institut
de veille sanitaire)

George Salines, Director of Department Environnaerat
Health

CONDUCTED ON
26/05/2012

Ellen Imbernon, Director of Department Occupational
Health

CONDUCTED ON
24/05/2012
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SWEDEN

Name and position of interviewee within the

Policy area Institution S Interview status
institution
Ministry of Health and Social Lovisa Stromberg, Advisor, Unit for public healthca
Affairs (Socialdepartementet) healthcare CONDUCTED ON
16/05/2012
\I)lvaet;%r;glégiirgl ;)tf Ir—é?glet:)and Bosse Pettersson, Senior Public Health Advisor CONDUCTED ON
Y 03/05/2012
gnvaﬁésneliﬁﬂcigﬂll?sstgteengf Ann-Cristine Jonsson, Public health planning office CONDUCTED ON
Overall O 14/05/2012
country health folkhélsoinstitut)
strategy

Swedish Agency for Health and
Care Services Analysis
(Myndigheten for vardanalys)

Fredrik Lennartsson, Director and Head (former Hefad
the Unit for EU and international coordination witte
Ministry of Health and Social Affairs)

CONDUCTED ON
04/05/2012

Swedish Association of Local
Authorities and Regions(SKL -
Sveriges Kommuner och Landsting

Erik Svanfeldt, International coordinator, Healtida
social care division

CONDUCTED ON
02/05/2012

Patient Safety

National Board of Health and
Welfare (Socialstyrelsen)

Michael Soop, Advisor, Department of supervision

CONDUCTED ON
03/05/2012

Swedish Association of Local
Authorities and Regions(SKL -
Sveriges Kommuner och Landsting

Eva Estling, Patient safety project manager

Agneta Andersson, Officer, Patient safety/patient
involvement officer

Petra Hasselqvist, Patient safety officer

CONDUCTED ON
04/05/2012

National Board of Health and
Welfare (Socialstyrelsen)

Arvid Widenlou Nordmark, Cancer national guidelines
coordinator

CONDUCTED ON
03/05/2012

S(égécnei; Swedish Association of Local Maria Prigorowsky, Cancer screening project manager
9 Authorities and Regions(SKL - CONDUCTED ON
Sveriges Kommuner och Landsting 03/05/2012
Health in All | National Board of Health and Bosse Pettersson, Senior Public Health Advisor CONDUCTED ON
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Policy area

Institution

Name and position of interviewee within the

Interview status

institution
Welfare (Socialstyrelsen)
Maria Danielsson, Assistant project manager 03/05/2012
Policies Swedish National Institute of Anita Linell, Director, Department of society anetth CONDUCTED ON

Public Health (FHI - Statens
folkhéalsoinstitut)

(HIA)

09/05/2012

Ann-Cristine Jonsson, Public health planning office

CONDUCTED ON
14/05/2012
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POLAND

Name and position of interviewee within the

Policy area Institution S Interview status
institution
Department of Public Health, Piotr Dabrowski, Department Director
Zcouia Publcznego, Ministorstuo CONDUCTED ON
: 9o 27/04/2012
Zdrowia)
Ministry of Health (Ministerstwo Bolestaw Samoifiski - National Consultant on Public
Zdrowia) Health - expert position appointed by the Ministfy
Health (Krajowy Konsultant Zdrowia Publicznego, CONDUCTED ON
C : 26/04/2012
Ministerstwo Zdrowia)
Department of Public Health, Rafat Halik, Project Coordinator — National Health
Overall . ) :
National Institute of Public Programme
country health |\~ ith/National Institute of
strategy ea ational Institute o

Hygiene (Departament Zdrowia
Publicznego, Narodowy Instytut
Zdrowia/Pastwowy Instytut
Higieny)

CONDUCTED ON
27/04/2012

Department of Public Health at the
regional administration in
Mazowieckie voivodship
(Departament Zdrowia Publicznego
Mazowiecki Urad Wojewddzki)

Elzbieta Nawrocka, Department Director

CONDUCTED ON
14/05/2012

Patient Safety

Center for Monitoring Quality in
Health Care (Centrum
Monitorowania Jakéci w Ochronie
Zdrowia)

Barbara Kutryba, Audit Officer, Expert of the Mitrig
of Health

CONDUCTED ON
08/05/2012

Cancer
Screening

Department of Health Policy,
Ministry of Health

Agnieszka Strzemieczna, Department Deputy Directo

" CONDUCTED ON
09/05/2012

Department of Public Health at the
regional administration in
Mazowieckie voivodship
(Departament Zdrowia Publicznego

Elzbieta Nawrocka, Department Director

CONDUCTED ON
14/04/2012
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Policy area

Institution

Name and position of interviewee within the
institution

Interview status

Mazowiecki Urad Wojewddzki)

Departament of Prevention of
Civilization Diseases, National
Institute of Public Health /National
Institute of Hygiene (Departament
Prewencji Chorob Cywilizacyjnych,
Narodowy Instytut Zdrowia
Publicznego/Pastwowy Instytut
Higieny)

Magdalena Bielska-Lasota, Project Coordinator, Expe

CONDUCTED ON
20/04/2012

Health in All
Policies

National Institute of Public
Health/National Institute of
Hygiene (Narodowy Instytut
Zdrowia Publicznego/Ratwowy
Zakfad Higieny)

Mirostaw Wysocki, Director of the Institute

CONDUCTED ON
02/05/2012

Department of Public Health,
Ministry of Health (Departament
Zdrowia Publicznego, Ministerstwo
Zdrowia)

Piotr Dabrowski, Department Director

CONDUCTED ON
27/04/2012
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Commission des affaires sociales, Mission d’évanmatt de contrble des lois de financement de la
sécurité sociale, Jeudi 24 novembre 2011, Compttura® 06

HAS, Evaluation des programmes de santé et priodiéésanté publique : concurrence ou
complémentarité ?, TABLE RONDE 20, Rencontres HARS&

Haut Conseil de la Santé Publique, ‘Objectifs daéaublique : Evaluation des objectifs de la loi
du 9 aolt 2004 et propositions’, Annexes, Collectvis et Rapports, avril 2010

Haut Conseil de la Santé Publique, Les inégalémbes de santé : sortir de la fatalité, Décembre
2009

Haut Comité de la santé publique, ‘La Santé enderar2002’, 2002

Inspection générale des affaires sociales, Lesalitég sociales de santé : déterminants sociaux et
modéles d’action, Mai 2011

InVS — AFSSET, Estimation De L'impact Sanitaire B&Pollution Environnementale Et
Evaluation Quantitative Des Risques Sanitaires,a@ddwe 2007

Mouans-Sartoux municipality, Action plar:Bien manger, bien bouger, c’est bon pour la santé
2006

Saint-Quentin en Yvelines municipality, Health Immpassessment, 2008

Sénat de la République, La révision constitutiolengli 23 juillet 2008,
http://www.senat.fr/role/fiche/reforme_constit_20@@n|

Strasbourg municipality, Health plan for the urlcammunity, 2011

Patient Safety
Laws, decrees and other strategic documents

HCSP, « For a general, integrated patient safdigype Opinion« Pour une politique globale et
intégrée de sécurité des patients » A(11

lle-de-France Regional Health Agency, Decisiontanregional strategic plan on health for the lle-
de-France Regio(Arrété N° DGA2011/207 Relatif au plan stratégigégional de sante de la
région lle-de-Francg 2011

Law on patient’s right and the quality of healtlstgyn {oi 2002-303 du 4 mars 2002 relative aux
droits des malades et a la qualité du systeme d&s2002
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Law on public health policyLi n° 2004-806 du 9 ao(t 2004 relative a la pglite de santé
publiqug, 2004

Law on health insurancé&di n° 2004-810 du 13 ao(t 2004 relative a I'assuwamaladig 2004

Ministry of Health, Ministerial Circular accompamg recommendations for the establishment of
risk management plan within health faciliti@rculaire DHOS/E2/E4 N° 176 du 29 mars 2004
relative aux recommandations pour la mise en ptioa programme de gestion des risques dans
les établissements de sant&004

Law on the reform of hospitals with respect to @atis, health and territorielsdi n° 2009-879 du
21 juillet 2009 portant réforme de I'hdpital etaéilve aux patients, a la santé et aux territojres
2009

Ministry of Health; Ministry of Labour, Inter-minigrial Circular on the establishment of a national
strategic plan 2009-2013 for the prevention of thealre associated infectio(@irculaire
Interministerielle N° DGS/DHOS/DGAS/2009/264 du ©8t2009 relative a la mise en oeuvre du
plan stratégique national 2009-2013 de préventies mhfections associees aux syi2909

Ministry of Health, Ministerial Circular on the eslishment of the national programme 2009-2013
for the prevention of nosocomial healthcare assedimfectionqCirculaire
N°DHOS/E2/DGS/RI/2009/272 du 26 aot 2009 reladiva@ mise en oeuvre du programme
national de prévention des infections nosocomiagf9/2013, 2009

Ministry of Health, Decree on fight against headtfesrelated adverse events within healthcare
facilities and relate€irculaire N. DGOS/PF2/2011/418/inisterial Circular) Décret no 2010-

1408 du 12 novembre 2010 relatif & la lutte comdeévénements indésirables associés aux soins
dans les établissements de san2@10

Ministry of Health, Decision on quality managemehtreatments and drugs within healthcare
facilities and relate€irculaire N. DGOS/PF2/2012/7Ministerial Circular)Arrété du 6 avril
2011 relatif au management de la qualité de lagoea charge médicamenteuse et aux
médicaments dans les établissements de ,s2bitd

Ministry of Health, Arrété du 6 janvier 2012 fixant les conditions désjuelles I'établissement de
santé met a la disposition du public les résultptdliés chaque année, des indicateurs de qualité
et de sécurité des soirz012

Public Health CodéCode de la Santé Publigye 953

Other

Astagneau P, L'Hériteau F, Daniel F, Parneix P, ige®G, Malavaud S, et al. ISO-RAISIN
Steering Group. Reducing surgical site infectionidence through a network: results from the
French ISO-RAISIN surveillance system. J Hosp hf2609;72(2):127-34

Cabinet DEDALE, bilan de la mise en oeuvre du pmogne de gestion des risques dans les
établissements de santé (ES), 2009

Cabinet DEDALE, Analyse bibliographique portant g expériences nationales et internationales
pour promouvoir ou améliorer la sécurité des pé&ignin 2010

Farge Broyart A., Lecoq J.-C., Rolland C., etRecommandations pour I'élaboration et la mise en
ceuvre d’'un programme de gestion des risques dardblissement de santé

Haut Conseil de la Santé Publique, ‘Objectifs daéaublique : Evaluation des objectifs de la loi
du 9 aolt 2004 et propositions’, Annexes, Collectvis et Rapports, avril 2010
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Michel P, Lathelize M, Quenon JL., Bru-Sonnet R,nigeq S, Kret M., Comparaison des deux
Enquétes Nationales sur les Evénements Indésirgldess associés aux Soins menées en 2004 et
2009. Rapport final a la DREES (Ministére de lat8at des Sports) — Mars 2011, Bordeaux

Michel P, Quintard B, Quenon JL, Roberts T, Nitardret M. Etude Nationale sur I'acceptabilité
des principaux types d’événements indésirablesegragsociés aux soins en population générale et
chez les médecins. Rapport final, Bordeaux, CCECZRAD

Nacu A, Benamouzig D, Michel P. Analyse sociologi@les politiques publiques de réduction des
eévénements indésirables graves (EIG) a travergkaeption par les acteurs sanitaires ; Etude
EvolEneis-Socio. Rapport final a la DREES (Ministélu travail, de 'emploi et de la Santé), Paris,
March 2012

The RAISIN Working Group. “RAISIN” — a national pgoamme for early warning, investigation
and surveillance of healthcare-associated infectidfrance. Euro Surveill. 2009;14(46):pii=19408

Roger |., Evenements indésirables associés ang sdtxpérimentation d'un dispositif de
déclaration a I'lnVS — point d'avancement, 2010.

Cancer Screening
Laws, decrees and other strategic documents

Ministry of Labour, Decision 24.09.2001 on the b$torganised screening programmes for
avoidable mortal diseas@srété du 24 septembre 2001 fixant la liste degm@mmes de dépistage
organisé des maladies aux conséquences mortelteblég 2001

Ministry of Health,Circulaire DGS n° 2002-21 du 11 janvier 2002 relatia la généralisation du
dépistage organisé des cancers du $angular 11.01.2002 providing for the generalisatod
breast CS programme, 2002

Ministry of Health, Decision 29.09.2006 on canaaesning programmesrrété du 29 septembre
2006 relatif aux programmes de dépistage des can2é06

Ministry of Health and Ministry of LabouBecision 24.01.2008 on the introduction of digital
mammography in the breast CS progranAne€té du 24 janvier 2008 portant introduction lde
mammographie numérique dans le programme de d@gistaganisé du cancer du se008

President of the Republic, Cancer Plan 2009-R618an cancer 2009-2012009
Public Health Cod€ode de la Sante Publiqui953

Other

Duport N., Haguenoer K., Ancelle-Park R., BlochQEpistage organisé du cancer du col de
l'utérus. Evaluation épidémiologique des quatreadéments “pilotes”, Juin 2007

Goulard H, Jezewski-Serra D, Duport N, Salines &)Zdn A. Evaluation épidémiologique du
dépistage organisé du cancer colorectal en FraR&sudltats des programmes pilotes au-dela de la
premiere campagne. Saint-Maurice: Institut de @eiinitaire; décembre 2010

Goulard H., Boussac-Zarebska M., Ancelle-Park RagB J., French colorectal cancer screening
pilot programme : results of the first round, Jalmof Medical Screening 2008, Vol.15, No. 13.

HAS, Place de la mammographie numérique dans listdgp organisé du cancer du sein, Oct.
2007

268



HAS, Etat des lieux et recommandations pour lestége du cancer du col de I'utérus en France,
Juillet 2012

HCSP, Evaluation & mi-parcours du plan cancer 2%\, Mars 2012

INCa, Programmes nationaux de dépistage organisariter du sein et du cancer colorectal -
Guide juridique a destination des acteurs du dégéstBoulogne-Billancourt, septembre 2011

INCa, Dépistage organisé du cancer du sein, hWipw/.e-cancer.fr/depistage/depistage-du-cancer-
du-sein

INCa, Bilan de la campagne d’information Mars BRi1 pour le dépistage organisé du cancer
colorectal, janvier 2012

INCa, Médecins généralistes et dépistage des ¢asyehese des résultats de I'enquéte
barométrique INCa/BVA septembre 2010, juin 2011

INCa, Les Francais face au dépistage des cancehese des résultats de la 2eme vague de
'enquéte barométrique INCa/BVA jan/fév 2009, s@®09.

InVS, Dépistage organise du cancer colorectal andg, Bulletin épidémiologique hebdomadaire —
numéro thematique, 13 janvier 2009, no. 2-3.

Lastier D., Salines E., Danzone A., Programme gbéstige du cancer du sein en France : résultats
2007-2008, évolutions depuis 2004. Saint-Maurigstitut de veille sanitaire; 2011.
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SWEDEN

Overall Country Strategy

Healthcare LawHalso- och Sjukvardslage®FS 1982:763 up until the most recent
modification/addition 2011:1576

Public Health and Health-in-All-Policies
Government billsregeringspropositiongr
‘Public health objectives’Mal for folkhalsar, Prop. 2002/03:35, 19 december 2002

‘Renewed National Public Health Policy BIlE( fornyad folkhalsopolitikProp. 2007/08:110, 13
March 2008

'Collective strategy (action plan) on alcohol,ditidrugs, doping and tobacc®&r§ samlad strategi
for alkohol-, narkotika-, dopnings- och tobakspkét), Prop. 2010/11:47, 22 December 2010:

'National Medical Products Strategyétionell lakemedelsstrategi2z011:

Official government inquirie¢Statens offentliga utredningar, SQU

‘Health on equal terms — national objectives fablfuhealth’ Halsa pa lika villkor — nationella
mal for folkhalsajp SOU 2000:91

‘Make it simpler! Final report of the healthcaredazare government inquiryG@r det enklare!
Slutbetéankande av Statens vard- och omsorgsutrgdr#i®U 2012:33, 15 May 2012:

Other

‘Chapter 1: Background to the new Swedish publaithepolicy’, Scandinavian Journal of Public
Health, 2004 32 (Suppl 64), 6-17

Edin-Westman, Birgitta. 'Evaluation of health impdescriptions before municipal council
decisions’ Utvardering av Halsokonsekvensbeskrivningar (HKBj1 beslut i kommunala
namnde), Public health unit, Municipality of Ornskéldsyik8 October 2004:
www.fhi.se/Documents/Metoder/HKB/Utvardering-haleakekvensbeskrivningar0508.pdf

Equity Action — Joint Action of Health Inequalitieblealth Impact Assesment: Pre-meeting
guestionnaire summary report’, 2011:

Finer, David, Per Tillgren, Karin Berensson, Ka@nldbrandsson, and Bo J. A. Haglund.
‘Implementation of a Health Impact Assessment (Hi#9! in a regional health organization in
Sweden—a feasibility studyHealth Promotion Internation&2005;20, 277-284:

Forsberg B., Hansson H. C., Johansson C., Areskougersson K., and Jarvholm B. 'Comparative
health impact assessment of local and regionalkpéate air pollutants in Scandinavi&mbio
2005;34, 11-19

Glenngard, Anna H. (European Observatory on He&yt#tems and Policies). ‘Health Systems in
Transition: Sweden’, 2005.

Knutsson, Ida, Anita Linell and Henry Stegmayr (8ish National Institute of Public Health).
‘Health impact assessment in physical planningQ&06
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Knutsson, Ida and Anita Linell. ‘Review Article: High impact assessment developments in
Sweden’,Scandinavian Journal of Public HeaJtharch 2010 38, 115-120

Lager A, Guldbrandsson K, and Fossum B. ‘The chaf&weden's public health targets making a
difference’,Health Policy2007;80(3), 413-21

Lundgren B. ‘Experiences from the Swedish determisidased public health policyht J Health
Serv 2009;39(3), 491-507

Nilunger L., Diderichsen F., Burstrom B., and Os#fi. ‘Using risk analysis in Health Impact
Assessment: the impact of different relative riksmen and women in different socio-economic
groups’,Health Policy2004;67, 215-224

Nilunger Mannheimer, Louise, Juhani Lehto, and $keoOstlin. ‘Window of opportunity for
intersectoral health policy in Sweden—open, hakopr half-shut?Health Promotion
International2007;22(4), 307-315

Schigtz, Michaela and Sherry Merkur. ‘Health Quadlitformation in Sweden’ ifcuro Observer
vol. 9, no. 3. Autumn 2007.

Schéfer Elinder, Liselotte (Swedish National Inggtof Public Health). ‘Public health aspects of
the EU Common Agricultural Policy’, 2003Swedish #ssition of Local Authorities and Regions,
National Board of Health and Welfare, and Swedisltidthal Institute of Public Health. ‘Open
comparisons 2009 — public healt®gpna jamforelser 2009 - Folkhals2009

Swedish National Institute of Public Health. ‘20@8blic Health Policy ReportHolkhalsopolitisk
rapport 2003, 2005

Swedish National Institute of Public Health. ‘EWgalth Program 2008-2013: How can it
contribute to the implementation of Swedish pubkalth policy; identification, analysis and
proposals for priority areasE(J:s Halsoprogram 2008-2013: Hur kan det bidra g¢gnomforandet
av den svenska folkhalsopolitiken; kartlaggningalsa och forslag till prioriterade omradgn
2009

Swedish National Institute of Public Health. ‘20R0blic Health Policy ReportHolkhalsopolitisk
rapport 2010: Framtidens folkhélsa — allas ansy&010

Swedish National Institute of Public Health. ‘Fic#al calculations and estimates: A knowledge
base for the 2010 Public Health Policy Repdekgnomiska berakningar och bedémningar:
Kunskapsunderlag for Folkhalsopolitisk rapport 2p12011:20

Swedish National Institute of Public Health. ‘PeldHealth Priorities in Sweden’, 2011

Swedish National Institute of Public Health. ‘Fimaport Method Bank — public health initiatives’,
(Slutrapport Metodbanken -insatser for folkhglsza4 March 2011

von Kappelgaard, LM. ‘News on health policy and lpubealth: The Swedish National Institute of
Public Health’,Scandinavian Journal of Public Health011;39, 106-111:

Patient Safety

Laws and decrees

'Patient Safety Law’RatientsakerhetslggSFS 2010:659, 16 June 2010:

'Patient Safety RegulationP@atientsékerhetsforordningSFS 2010:1369, 18 November 2010:
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Government bill{regeringspropositiongr

'Improved patient safety in the pharmaceutical @e¢Okad patientsakerhet pa
lakemedelsomradgetProp. 2004/05:70, 14 February 2005:

'Strategy for coordinated activities against amtilu resistance and healthcare related illnesses’
(Strategi for ett samordnat arbete mot antibiotiksstens och vardrelaterade sjukdorar
2005/06:50, 1 December 2005

‘Patient data law, etc.Ratientdatalag m.m. Prop. 2007/08:126, 25 March 2008
'Patient safety and supervisioPdtientsékerhet och tillsynProp. 2009/10:210, 16 April 2010

Official government inquirie§Statens offentliga utredningar, SQU

'Improved patient safety in the pharmaceutical @e¢Okad patientsékerhet pa
lakemedelsomradgtSOU 2003:52, May 2003

'Patient data law’ RPatientdatalag, SOU 2006:82, 18 October 2006:

'Patient safety. What has been done? What nedas tone?’ Ratientsékerhet. Vad har gjorts?
Vad behdver gorag?SOU 2008:117, 17 December 2008

Other

Paris, V., M. Devaux and L. Wei. ‘Health Systemstituitional Characteristics: A Survey of 29
OECD Countries’OECD Health Working Pape¥o. 50. 2010

National Board of Health and Welfare, ‘Swedish ptémction against antibiotic resistance’, June
2000

‘Report from the ECDC Visit in Sweden to DiscusgiAmncrobial Resistance, 25-29 January 2010’

Soop, Michael, Ulla Fryksmark, Max Koster, and BeiHgglund. 'The incidence of adverse events
in Swedish hospitals: a retrospective medical mceview study’Int J Qual Health Car€009;
21(4), 285-291

Swedish Association of Local Authorities and RegidRatient safety activity report for 2011
(Patientsakerhet, Verksamhetsberattelse for 208arch 2012 (not available online).

Swedish Association of Local Authorities and Regiddational Board of Health and Welfare.
'Open comparisons 2010: Healthcare and socialfoarthe elderly’ Oppna jamfoérelser 2010:
Vard och omsorg om &ldye2010

Wessel, Maja, Niels Lynge, Niklas Juth, and Gelgklgson. ‘The tip of an iceberg? A cross-
sectional study of the general public's experierndéesporting healthcare complaints in Stockholm,
Sweden’ BMJ Open2012;2(1); 1-5

Cancer Screening
Laws
‘Patient data law’ Ratientdatalag, SFS 2008:355, 28 May 2008
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Official government inquirie¢Statens offentliga utredningar, SQU
'Patient data law’ Ratientdatalag, SOU 2006:82, 18 October 2006

‘A national cancer strategy for the futur&n( nationell cancerstrategi for framtidgrsOU
2009:11, 20 February 2009

Other

‘Assignment to the Swedish Research Council foretheduation of investments in strategic
research areasUppdrag till Vetenskapsradet om utvardering av siagen pa strategiska
forskningsomradein U2010/5685/F, 28 October 2010

European Commission, DG for Health and Consumetglaninternational Agency for Research
on Cancer. ‘Cancer Screening in the European Umeport on the implementation of the Council
Recommendation on cancer screening - First Re[2008

European Commission Report (2008)882final on thglementation of the Council
Recommendation of 2 December 2003 on cancer sageAP December 2008:

Lind, Helena, Gunilla Svane, Levent Kemetli, an@&®Wornberg. ‘Breast Cancer Screening
Program in Stockholm County, Sweden — Aspects gh@ration and Quality AssurancB8reast
Care(Basel). 2010;5(5), 353-357

National Board of Health and Welfare. ‘National dglines for breast, colorectal and prostate
cancer’ (Nationella riktlinjer for brost-, kolorektal- ochrpstatacancey, 2007

National Board of Health and Welfare. ‘Model foetimtroduction of national cancer screening
programs’ Modell for inférande av nationella screeningprograd canceromradgt February
2012

Swedish Association of Local Authorities and Regiddational Board of Health and Welfare.
'Open comparisons of the quality and effectiver@dssancer care’@ppna jamforelser av
cancersjukvardens kvalitet och effektiyit@011

Swedish Association of Local Authorities and RegidReport — screening study for colorectal
cancer’ Rapport — Screeningstudie kolorektal cancgfl12
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POLAND

Overall Country Strategy
Laws, decrees and other strategic documents

Law on universal health insurance systémtawa o powszechnym ubezpieczeniu zdrowdtnym
1997

Law on publicly funded healthcare services finangé¢stawa aswiadczeniach zdrowotnych
finansowanych z&odkdéw publicznych 2004

Ministry of Health, National Health Plan 2004-20N8arodowy Plan Zdrowia na lata 2004-2013
2004

Ministry of Health, National Health Programme 2QTt5 Narodowy Program Zdrowia na lata
2007-2015%, 2007

Law on medicalactivityystawa o dziatalnécimedyczngj 2011

Other

Aluttis, C. et al. 2012: Review of Public Healthgaaity in the EU. Supplementary document to the
final report. Maastricht/The Netherlands, March 201

Health in All Policies
Laws, decrees and other strategic documents

National Health Programme for 2007-20Nafodowy Program Zdrowia na lata 2007-2015
2007

Other

Stahl T., Wismar M., Ollila E., Lahtinen E., Leplq (2006), Heath in All Policies, Prospects and
Potentials, Ministry of Social Affairs and Heal#inland

Marinetti C., Stegeman I., Kuipers I., Crossinglgas. Developing methodologies and building
capacity to advance the implementation of HiAP adldieve health equity. Project overview.
EuroHealthNet, 2011

Patient Safety
Laws, decrees and other strategic documents

Law on Chief Sanitary Inspectoratdstawa o Pastwowej Inspekcji Sanitarnej, Dz. U. 2006 r. Nr
122 poz. 85% unified document), 1985

Law on food and nutrition safetiJétawa o bezpiec#stwiezywnaici i Zywienia, Dz. U. 2010 r. Nr
136 poz. 914 unified document), 2006

Law on prevention and treatment of infectious disesdJstawa o0 zapobieganiu oraz zwalczaniu
zakaeni i chordb zakanych u ludzi, 2008
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Law on accreditation in healthcatdstawa o akredytacji w ochronie zdrowia, Dz.U.09493),
2008

Law on Patients’ Rights and Patients’ Ombudsméstgwa o prawach pacjenta i rzeczniku praw
pacjenta, Dz.U.09.52.4},72008

Other
Health Consumer Powerhouse AB (2012), Euro HeatthsGmer Index 2012

Somekh, D., Working package 2: Mapping exercisaatilvities related to patient safety in EU
countries London: ESQH Office for Patient Safe§02

Sowa A. (2002), Upodmiotowienie pacjenta (Patieatigpowerment) in: Ochrona zdrowotna w
Polsce po reformie (Health care in Poland followting reform), Golinowska S., Czepulis-
Rutkjowska Z., Sitek M., Sowa A., Sowada Ch., Wiadgk C., CASE Report no 52/2002,
Warsaw

Cancer Screening
Laws, decrees and other strategic documents

Ministry of Health, Law of 1 July 2005 establishitige multiannual “National programme on
cancer prevention'Ystawa z dnia 1 lipca o ustanowieniu programu wetliego ,Narodowy
program zwalczania chorob nowotworowych”Dz.U.05.143.1200), 2005

Other

Benson VS, Patnick J, Davies AK, Nadel MR, Smith, R&in WS, on behalf of the International

Colorectal Cancer Screening Network (2008) Col@alecancer screening: A comparison of 35
initiatives in 17 countries Int J Canc 122: 13561

Koszarowski T., Gadomska H., Wronkowski Z., Romejkg ,Cancer in Poland, City of Warsaw

and Selected Rural Areas 1963-1972", KoszarowskiGRdomska H., Wronkowski Z., Romejko
M., Polish Medical Publishers, Warsaw 1977; “Nowotwztosliwe w Polsce w latach 1952-1982,

Center of Ocology, Warsaw 1987.

Matkowski R, Szynglarewicz B., First report of mdiucing population-based breast cancer
screening in Poland: experience of the 3-milliorpydation region of Lower Silesia, Cancer
Epidemiol. 2011 Dec;35(6):e111-5, 2011

Ministry of Health, Sprawozdanie z realizacji Naowggo Programu Zwalczania Choréb
Nowotworowych w 2010 (Report on implentation of tiational Programme on Cancer Prevention
in 2010)

‘Rekomendacje kompleksowych zmian w obszarze p@kifyki raka szyjki macicy w Polsce”,
Polska Koalicja na Rzecz Walki z Rakiem Szyjki Mg¢iWarsaw 2012.
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