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EXECUTIVE SUMMARY

1. Introduction

The quest for indicators on policy implementation.Policy makers need to be able to check if
implementation of policies is ‘on track’ and thetemt to which any given policy is achieving its
objectives. When a policy is not achieving its mited objectives, it is important to know whether
this depends on problems with the policy desigmvitih implementation, including possible weak
administrative capacity. Indicators provide valgabiformation in this regard and Commission
impact assessment practice already envisages amamgs to have core indicators for the main
policy objectives in place. Indicators must servelear purpose, i.e. measuring to what extent a
policy has been properly implemented and its ohjestachieved. Another important factor in
choosing indicators is the ease with which datalbmanollected; collecting data should not be more
costly than the value of the information they pd®vi Finally, indicators should be perceived as
legitimate by all the stakeholders concerned.

In the public health field substantial work has rbemarried out over the last few years at the
European level in reaching consensus about heaitbome and health impact indicators. In
parallel, also structural and process indicatoxehacreasingly been developed as tools to measure
the governance process through which any policybeamplemented and changed over time and
spot reasons for success or problem areas. Whilsome health policy areas these process
indicators have already entered into Commissiorctim@ and been incorporated in the related
impact assessment reports and monitoring systemsystematisation of the indicators variously
proposed from different sources to come to a maigerent framework for broader strategic
internal monitoring purposes has ever been attaimpte

This Study to measure the implementation of EU heallltips at national, regional and local
levels, assessing the utility of existing indicatéor this task and developing new indicators as
necessarnas covered more than twenty different EU heatlicigs implemented in the 2005-2011
period and lying within the framework of the EU HthaStrategy 2008-2013. It was aimed at the
identification of a common analytical framework t@mining homogenous categories of indicators
that could eventually be applicable to other heplthcy areas in the future. This framework was
preliminarily tested and validated by means of casdies in three different policy areas (Health in
All Policies, Cancer Screening and Patient Safietypur Member States (France, Italy, Poland and
Sweden).

The methodology used included a combination of desk&arch and external validation by means of
case studies, as well as interviews with stakemsldad policy specialists. The set of existing EU
Health Policies was first mapped and classifieds Téd to a first long list of indicators and to a
matrix of policy areas to which these indicatorsildobe applied as a product of an internal
validation process based on desk research andteagsassments. The validity and feasibility of the
various possible indicators was then cross-chethkeaigh a selected number of pilot case studies.
The methodology is briefly summarised in the floadtbelow (see Box A).



Box A - Methodology Flowchart
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2. Summary of Main Findings

Policy indicators are valuable but scarceAt present there is no common system of indicators
available for monitoring the uptake of EU HealtHi€les at Member State level. Instead, there are
a number of scattered and fragmented sources psggigmatised and largely conceived quite
independently from one another. These include tgicators already proposed within the
framework of the EU Health Strategy’s Interim E\atlon Report (TEP 2011), and those proposed
by the preparatory studies and the impact assesseorts carried out for the different specific
policies. However, these indicators have not begtematically implemented or followed up.
Some policy initiatives have envisaged their ownnitasing systems and called for related
implementation reports, some on a strictly voluntaasis. Only in relatively few cases indicators
have been explicitly included in the texts of tHe policies. In such cases, the indicators envisaged
are typically outcome or impact indicators, and meant for use only with respect to population
health status, while they are hardly ever concemvéd progress in policy implementation or
uptake. In other cases, indicators have been foeréxgroups or the MS themselves to identify; the
very fact that on occasion these have been actiggiytified has been considerpér seas an
indicator of commitment to the policy.

Policy indicators measuring the degree of policy upke can be defined.A total of twenty
different categories of process indicators havenhéentified as representative of five distinct
stages of the policymaking process. These incladeators describing the policy definition stage
that can be further subdivided into (i) a probledentification phase and (ii) consensus building
phase. The policy implementation process can be dlescribed in both (iii) institutional and (iv)
operational terms. Finally, appropriate indicatepresent the essence of (v) the policy feedback
and learning mechanisms. An outline of these caiegts presented in the box below (see Box B).



Box B - Categories to measure the degree of poliaptake

Policy Definition — Problem Identification

e Agreeing Analysis (ANA): Adopt/transpose/promotdi@p based on a common problem definition, or commo
analytical methodologies and/or guidelines, oriiegbto common principles.

* Setting Objectives (OBJ): Aim to a certain specfjigicy objective irrespective of the concrete nides with
which it has to be achieved.

e Drafting Programmes (PROG): Define strategies, m@mgnes and action plans at all the relevant lewél
Government (national, regional, local) in a givesligy area. A subset of this programming activigncerns the
specific identification of research needs with an #or their eventual coordination at the EU le(ROG.RES).

* Introducing Legislation (LEG): Introduce/modify enfeable legislation/self-regulation. Self-reguatican be
represented by voluntary commitments to changeehiafrom single economic agents (LEG.VOL).
Policy Definition — Consensus Building

e Committing to Principle (PRI): Commit all policymais to a given horizontal health policy principle.

* Involving Partners (PART): Promote participatorylipgmaking by involving stakeholders’ groups andigat
organisations.

* Investing in Research (RES): Fund research toisperest in the subject in the scientific commynit

e Raising Awareness (AWA): Raise awareness throufgitrimational/educational campaigns
Policy Implementation — Institutional Aspects

* Funding Policies (FUND): Make adequate resourcedlae to implement policies/programmes. A sulodehis
may include specific suggestions to use the EUc8itral Funds and the Health Programme as a sourge o
financing.

¢ Establishing Organisations (ORG): Establish a bddgrly responsible for policy coordination andédiocal point

entrusted with data collection and policy reportaighe EU level. Establish a lead agency/centrexpkrtise to
disseminate policy.

* Building Networks (NET). Build networks of instifahs and ensure the necessary communication arheng t

* Introducing Procedures (PRO): Introduce given pdoces.
Policy Implementation — Operational Aspects

* Policing /Enforcement (POL): Policing compliancetiwiegulation/self-regulation by means of admisiste or
judicial controls.

¢ Delivering Actions (DEL): Deliver concrete actias in compliance with a given set of implementativodalities
or for certain population targets (this can behatriational, regional and local level).

¢ Ensuring Technical Capacity (CAP): Ensure the atmlity of the necessary technical means or equitme

* Training (TRAI): Train personnel.
Feedback on Policy and Learning Mechanisms

* Harmonising Data (HAR): Establish a harmonisedddeindicators concrete to the policy area and thgonal
framework to describe the policy problem to alloatadcomparisons at the European level. Adopt a camset of
definitions and modify national data recording adaugly.

e Evaluating Results (EVAL): Monitor and evaluate #féectiveness/cost-effectiveness of policies.
¢ Exchanging Information (EXC): Exchange best pradiand policy results at European level.
* Reporting on Implementation (REP): Report to then@assion on implementation and results achieved.

O

Source: Consultant's own elaboration.

The matrix below (see Table I) is the result of apping of policy actions recommended to the
Member States by various EU health policy initieivand analysis of the indicators proposed,
based on a review of the relevant Commission palogyuments and an internal expert validation
process. Table | shows that the system present&dxnB is robust and internally consistent; the
categories identified can measure the process lafyponplementation in all the cases reviewed.
Moreover, the list of categories is structuredtoatule out the possibility of adding new policias
the future, should this be needed. Therefore thteryis satisfactorily scalable.

! This category results from the merging of threevipusly identified categories on 1) the awarersssut the policy
problems; 2) dissemination and communication cagmsiabout the policy content; and 3) educationatpzagns
specifically targeting schools.
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Table | - Matrix of EU Policy Areas and Categoriesg Applicable Indicators

ANA

OBJ

PROG

LEG

PRI

PART

RES

AWA

FUND

ORG

NET

PRO

POL

DEL

CAP

TRAI

HAR

EVAL

EXC

REP

Shared Health
Values

(e]

Health is the
Greatest Wealth

Health in All
Policies

Global Health

Health of Older
People

Tobacco

Nutrition

Alcohol

Mental Health

OO |e

Illicit Drugs

Cancer

Rare Diseases

Organ Donation
& Transplantation

Injuries

HIV/Aids

Vaccination

Preparedness
Planning

CBRN

Antimicrobial
Resistance

Patient Safety

Telemedicine

RELEVANCE

9/2

9/1

14/1

6/2

7/5

9/4

8/

B

12

P

11

7

38

4/1

10/2

3/0

9/0

3/1

8/0]

14/3

3

15/2

14

/19

Legend: See box B above for the classification of indicat@ases of relevance are highlighted with thelsyim. Cases of possibly limited relevance are higtted with the
symbolo. The ratio in the last row should be understoodhestotal number of policy areas in which the gary would have relevance (limited or not) (humergtover the
cases of possibly limited relevance (denominaten}.further details on the rationale behind seewnk II, Annex A.



During the internal validation process, not all ttedegories of indicators have appeared in the
expert's opinion as equally relevant in all cagedact, there were several categories for which a
number of indicators, while feasible on paper, pobof limited interest to EU policymakers. This
was often the case of indicators that were indeetlded in the relevant policy documents, but
were far from the core of the related policy messagr concerning secondary aspects. These
indicators were classified as of possibly limitetevance in Table I, based on informed assessment.
This leaves room for simplification and streamlmiof this framework in a manner tailored to the
specific information needs of the DG SANCO servicescerned.

The concrete feasibility of the analytical framelwvan Box B was then tested by means of pilot
case studies in view of its implementation in cetey real-world conditions. The table below (see
Table 1) summarises the results of the case stuil®st categories of indicators have appeared as
both valid and feasible, while others have gendratene validity and feasibility issues. A thorough
inspection of their characteristics eventually keda final reclassification of the indicators as
‘primary’, ‘secondary’ and ‘not retained for theng being but to be reconsidered in the future’.

Table Il — Summary Feedback from Case Studies oritfity and Feasibility of Indicators

HIAP Cancer Screening

Indicator

Patient Safety

Validity

Feasibility

Validity

Feasibility

Validity

Feasibility

ANA

++

+

++

0

+

OBJ

+

PROG

0

+
+
+

0
+
+

LEG

PRI

++

PART

RES

AWA

FUND

ORG

++

NET

PRO

DEL

CAP

TRAI

HAR

EVAL

++

EXC

REP

Legend: (++) highly valid / feasible; (+) fairly kd/feasible, (-) hardly valid/feasible; (--) defiely not valid/feasible.

(0) stands for diverging inconclusive judgemente 8ox B above for the categories of indicators.
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A common framework of policy indicators is a realisic option. Following this comprehensive
exercise, it appeared that a logical and consistgsiem of policy indicators could be identifiedian
that indicators could be clustered in a limitedd ahus manageable, number of homogenous
categories. Similarities across various aspectheaith policy were sufficiently pervasive and
consistent, and the number of outliers was limgadugh that the system could be reasonably
considered adaptable. All in all, the resulting egatisation proved satisfactory for the
Commission’s internal monitoring purposes, as ildde transposed to other health policy areas
and fine-tuned at the user's convenience. The wsysteurrent setup does not exclude the
possibility of making further additions, should theed to do so arises in the future. The box below
(see Box C) summarises the results of the extevaitlation process and provides a first
classification of the indicators that for the tifneing can be considered primary or secondary, as
well as of those that can be retained in specegsanly.

Box C - Indicators Retained from the External Valication Process

Primary Indicators

The case studies carried out within the framewdrtkis exercise have confirmed the relevance oicatdrs

on (i) the adoption or transposition of policy aéibns or methodologies (ANA), (ii) data harmortisa

(HAR), (iii) the existence of dedicated programnuesstrategies in a given policy area (PROG), (hg

allocation of organisational responsibility (OR@hd (v) the availability of evaluation reports (EMAAII

in all, these indicators, which we have been naipechary' indicators, represent on their own a gpouky

of the level of commitment to any given policy. Exales include, among others:

 number of MS or other relevant entities formallyopting a given methodology/problem definition| -
wholly or in part (ANA);

* number of MS that have established a strategydrprmome / action plan covering the whole population
(PROG);

* number of MS that have identified a body respoesibi policy coordination / a focal point (ORG);

* number of MS for which a centre of expertise enedswith disseminating best practice in a given
policy area can be officially identified (ORG);

* number of MS providing homogeneous data to thevasleEU Health Indicator database (HAR);

* number of MS that have put in place special regstwhen requested / number of registries estaalish
(HAR);

* number of MS or other relevant entities that haaseied out evaluations / cost effectiveness assarssn
of their policies (EVAL); and

* number of MS or other relevant entities that hawveip place a system of indicators to monitor polic
implementation (EVAL).

—

Secondary Indicators
Other categories of indicator can be retained a®msary indicators for complementary information
purposes. They are not generally considered ad aalil feasible as primary indicators and are stibjea
number of limitations, but can nevertheless addspseial purposes and information needs. Thesadag]
among others:
» bibliographic indicators such as number of MS wethdence of a significant debate in the scientific
literature about a methodology / policy problem @jIN
» indicators on EU funding such as total structéwabl financing committed to implement a given healt
policy (STR.FUND);
e indicators on the number of MS reporting commitmémta given policy principle to international
organisations or the EU (PRI);
» indicators on the number of MS that have submitbesilr policy experiences to the relevant Europgan
Coordination Mechanism / Working Group or dedicadathbase / portal (EXC);
* indicators on the number of MS that have complieth their reporting requirements when relevant
(REP).
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Indicators to Be Considered on an Ad Hoc Basis

Indicators on introducing legislation or self-regtibn (LEG) and on policing and enforcing it (PO&3, well
as those on building networks (NET) and ensuritafed technical capacity (CAP) and on introducingg
procedures (PRO) have been retained for speciascagy to be considered on an ad hoc basis.

Indicators not Currently Retained but Worth Recdasng in the Future
Awareness raising and communication (AWA), poliartipation (PART), research (RES), and poljcy

funding (FUND) indicators have not been retainedlpdecause of disagreement among stakeholders on
their relevance in the specific country contextflpdoecause of severe feasibility problems. At eatg, they
remain worth considering in the future, should ¢herent limitations be overcome and an agreemamdo
on their relevance in light of well-defined benchiksain terms of compliance with relevant EU guides.

Main limitations. Further progress in the definition of a more com@sd streamlined framework

of process indicators to monitor the uptake ofEheHealth Policies is hindered by some inherent

limitations, and in particular:

» the benchmark for reference is represented byharaieterogeneous set of policy documents;

» the existence of very few horizontal principlesttban consistently be appliedtross allthe
various policy areas;

» also as a consequence of this, the lack of consearsong stakeholders on major categories of
indicators; and

» the fact that the proposed system can measure iganee towards certain common aims, but it
is of limited help in solving the problem of atwiing the progress achieved to the specific
influence of EU policies (the so called problem aifribution) and measure th&pecific
contribution of EU input¢EU added value') to the policymaking process.

3. Conclusions

The exercise has demonstrated that a common frarkevfandicators to monitor uptake of EU
health policies in Member States for the Commissionternal strategic monitoring purposes is
feasible and sufficiently robust to be transposabléhe future to cover also other health policy
areas, with only minor needs for adjustment. Thstesy is flexible enough to lend itself to be fine-
tuned according to the specific information neetishe different Services concerned. Evidence
from the case studies shows that the frameworkbeaan effective tool to measure the progress
achieved in the different areas and highlight atdetaor instances of best practice. It can also be
used as a tool for internal Commission stocktakamgl decision-making in the allocation of
resources to the most effective policy intervergian means, in the interest of having European
investment absorbed and have the greatest impdditidnal steps towards the implementation of
the indicator system above would require furthelideéion from the concerned DG SANCO
Services, together with the fine-tuning of the mme$¢vant indicators for their specific information
purposes and, where possible, further testingheratountries and aspects of EU health policy. In
the future any further streamlining and consoloiaif the proposed framework of indicators into a
more coherent set with smaller room for disagreem&ould depend on two conditions: 1) the
benchmark for reference to measure progress inptake of the EU health strategy could be more
clearly focused in a shorter set of predefinedesth@rinciples valid across the various policy areas
e.g. on enhancing the value for money of the ressuspent (at present the issue is dealt with as a
horizontal principle in the 2007 strategy documiemit hardly incorporated in concrete terms in the
sectoral policy documents) or on reaching a comragreement on what elements should be
evaluated of the various policies and how; and equently 2) greater emphasis should be given to
a better defined European added value dimensiolleBge from the case studies shows that this
would involve:
1. concentrating on a smaller number of long-termrres. At present there is a feeling that the
EU action is diluted into too many priorities, poged over a too short period of time and

12



therefore difficult to follow, which ultimately caes the loss of any sense of real prioritisation
and of the momentum built with the success of mewiinitiatives;

2. gradually moving away from sectoral policy docunsetawards framework recommendations
that can be applied across policy areas, e.g. fiying common formats for evaluating policies
and share related results;

3. identifying areas of clear European added valuerevhetion should be focused (economies of
scale were the clear example for rare diseasegtbet sources of European added value can be
identified) and providing guidance on common goaae/stewardship principles including
organisational aspects;

4. building consensus on ways to generate commonpoitelligence at the European level so
that the debate on harmonising data can be expaondeekds for applied research and on how
to take into consideration the broader socio-ecaa@ontextual factors;

5. defining common principles to ensure accountab(lty. by improving reporting requirements
and agreeing publishing or data disseminationsratecommon quality assurance principles);

6. better defining common policy evaluation framewosdksl related methodological guidance to
facilitate exchange of experiences as part of @ader effort in reaching consensus on
intelligence needs; and

7. addressing areas of disagreement or limited imphatien by establishing partnerships or
defining financial incentives or sanctions (soméeeiviewees suggested that a share of the
Public Health Programme could be made conditiongdrogress achieved).

In particular, further progress in tackling the lgem of attribution and better assessing the role
played by the EU would require a better definitminthe main components of European added
value. At present, with a few notable exceptionsropean added value is mainly identified with
exerting soft policy influence on Member Statesrmwans of recommendations and other consensus
building mechanisms, which is hardly measurableguantitative terms but with recourse to
subjective expert opinions. If the role of the Coission were seen as that of “steward of stewards”
within the framework of the stewardship principtreed by the Member States with the charter of
Tallinn® and common lines were identified on the best waff)tmaintain the strategic direction of
policy development and implementation; (ii) detand correct undesirable trends; (iii) articulate
the case for health in development; (iv) interadthwa wide range of stakeholders; (v) define
effective accountability mechanisms and (vi) stiber role of regional and local authorities were
provided, it would be possible to come to a morcige measurement of the specific contribution
of the EU actions to policy convergence.

2 Tallinn Charter adopted at the 2008 WHO Europeanidtérial Conference on Health Systems: “HealtlstSys,
Health and Wealth”. See the WHO Europe conferemmeighent EUR/RC58/Conf.Doc./4 Stewardship/Governarice
health systems in the WHO European Region, andmvtri&ing document EUR/RC58/9 Stewardship/Governaofce
health systems in the WHO European Region.
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1. BACKGROUND

1.1 The Aim and Scope of the Exercise

Aim. Policy makers need to be able to check if impletawgon is ‘on track’ and the extent to which
any given policy is achieving its objectives. Wteepolicy is not achieving its intended objectivies i
is important to know whether this depends on prmoklewith the policy design or with
implementation, including possible weak administetcapacity. Indicators provide valuable
information in this regard and Commission impacseasment practice already envisages
arrangements to have core indicators for the malicypobjectives in place. Indicators must serve a
clear purpose, i.e. measuring to what extent acydtias been properly implemented and its
objectives achieved. Another important factor inating indicators is the ease with which data can
be collected; collecting data should not be morstlgahan the value of the information they
provide. Finally indicators should be perceivedeggtimate by all the stakeholders concerned.

The Terms of Reference for this exercise consisthef development of a methodological study
supporting the assessment of EU health policy eptaid implementation in Member States. The
assignment is to complement the recently completiedterm evaluatiohof the EU Health Strategy
2008-2013 (hereafter abbreviated to the EU Health Strategyih a particular focus on the
identification and analysis of indicators capable measuring the degree of adoption and
implementation of EU health policy at the nationaigional and local levels. This in turn should
contribute to the monitoring and assessment obteeall added value of EU action, as well as of its
ultimate impact on the achievement of medium- angterm health policy targets.

In particular, the three specific objectives of Wk are:

* Objective #1- elaborating a set of appropriate and robustcpainplementation indicators that
may be used by DG SANCO to assess progress andtamahie implementation and
achievements of EU health policy in the 2005-20é1i0gl;

* Objective #2- providing support to DG SANCO in its effort tstablish an indicator-based
approach for the evaluation of EU health policytii¥l3 (i.e. after the end of the current period
covered by the Health Strategy), including the Hhef@r Growth Programme;

» Objective #3- contributing to the monitoring and evaluation tfe current degree of
implementation of the EU health policy in MS andtioé interactions between EU-level health
policy and MS-level health policies.

In particular, it was noted that the Commissiorenfhas limited access to ‘bottom-up’ information
on how EU-level policies translate into concrete-M&el initiatives and on the possible causes of
implementation gaps or enhancing factors. Hence, ithportance of focusing on policy
implementation process indicators. In the contéxhis Study, it was instead deemed not relevant
to develop indicators to measure in detail the eegf success of MS-level initiatives.

The set of indicators eventually sought would haoeinclude to the extent possible ‘high-
level'/general indicators common to all policy aseand to a minor extent indicators relating to
particular policy aspects, selecting in these casgsthe most informative ones. Process indicators
would be generated so as to be applicable in al] tvEiscending the idiosyncrasies the policy
governance and health system organisation in iddali MS. The Study would be based on a
combination of extensive desk research, and adanmmumber of case studies for both information
and validation purposes, selected by the relevantr@ission services.

® PHEIAC, “Mid-Term Evaluation of the EU Health Stegy 2008-2013", Final Report, August 2011.
4 COM(2007) 630 final, “Together for Health: A Stegic Approach for the EU 2008-2013", Brussels 22007.
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Scope.The analysis has covered the policies issuedar2@®5-2011 periodbut in a few cases,
references had to be made to policy documentssedebefore that date, because these remain the
reference policy framework of all subsequent dgwalents that took place in the period under
consideration The analysis would take into consideration a nemd§ possible aspects, including

(i) the extent to which the EU policy is referencedMS policy documents; (ii) the concrete
initiatives taken in MS connected to the EU poliagd (iii) the structural and organisational fastor
affecting the capacity of MS to concretely implem#mre EU health policy. The proposed set of
indicators would take into account the differenells (national, regional, local) at which EU policy
may be implemented by MS, thus reflecting the d#ifeé configurations of health policy-related
governance and health systems.

During the Inception Phase, it was agreed thatStely should focus on non-legislative policy
items (such as recommendations, communications etage ghere exists already mechanisms to
adequately track the implementation of regulatamg(in particular regulations and directives).
For this reason, the Consultant performed an Inftiapping exercise, covering a variety of EU
policy documents issued in the 2005-2011 perio@ diteas that have remained outside the scope of
this mapping exercise are therefore most EU padicycommunicable diseases and related early
warning systems - that is mainly regulated by mezEnSommission Decisions - as well as of the
entire EUacquison safety and health at work and blood, tissuks ead organs, with the notable
exception of the two recent Communications on OrBanation and Transplantatidrirable 1.1
below reports the complete matrix of the policy ulments reviewed by policy arearhis can be
considered as reasonably representative of theypatitions undertaken at the EU level, although
not fully exhaustive especially, as concerns Cdubemmunications. As can be seen, in the period
concerned the number of EU soft law instrumentsedirat steering MS actions has been steadily
increasing from 2005 till 2009 when it peaked, alovly subsided from then on.

There are differences in the degree of policy dgwelent reached in the various policy areas. In
some areas, the EU policy is articulated in a \dtailed list of requests made to MS concerning
specific actions and relatively easily verifiabletmputs. This is generally the case of Council
Recommendations, often preceded by a Commissiom@umication outlining the main underlying

principles and by an extensive consultation prac@sss is the legislative technique that was
followed in the areas of tobacco, rare diseasgsti@s, influenza vaccination, and patient safety;
these are the policy areas in which EU soft lawjlevktill remaining non-binding, has gained

maximum leverage. In other policy areas, the ent#eof a Commission Communication can be
accompanied or not by a parallel Council Concluieinforcing the underlying policy message in
terms of political commitment. However the two arat strictly related in terms of timing and

strategic orientations. In fact, there can be cagese the Communications and Conclusions differ
to some extent in their contents, and focus orewsfit priorities. This reflects the fluid nature of

® So, for instance, the three Guidelines releasechorer screening still draw from the seminal 2B@8ommendation
on Cancer Screening. DG SANCO monitoring of the fadlicy on lllicit Drugs is still based on the 20@uncil
Recommendation on the Prevention and Reductioneafitht-related Harm associated with Drug Dependeasayell
as information on antimicrobial resistance is sétfieved based on the provisions of the 2003 Rasendation on the
Prudential Use of Antimicrobial Agents in Human Ntade.

® Namely, Organ Donation and Transplantation: Policy Actioas EU LevelSEC (2007) 704 andction Plan on
Organ Donation and Transplantation: Strengthenea@ration between Member StagsC (2008) 2956

" The distinction between vertical and horizontaligies is not as clear-cut as the matrix would mikeppear. For
instance policy documents on obesity and nutrigdso include substantial Health-in-All-Policies ralents in their
formulation, and the same applies to mental heaidthinjuries. Similarly, Recommendations on headgualities are
spread across several policy areas, and the sanieecsaid of the “Health is the Greatest Wealtlirigiple.

8 Conclusions are political statements by the Cduhat enable (and legitimate) cooperation betw@enor more MS;
this cooperation between MS may involve changegractices or in the national legislation and allothem to
undertake joint operational action. Conclusion® alst out the direction of policies to be pursudwmthe European
Commission initiates a proposal. The European atidmal parliaments have no say regarding theitesdn
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documents released at stages when policy isstilfimaking. It follows that requests made to MS
are also typically not formulated with the sameelesf detail as in Recommendations. They can be
expressed in ways more open to interpretationnatés easily verifiable. When a European policy
has just been outlined in its basic principles\i@& are requested to take preliminary or preparatory
steps, Commission Communications are usually tHeymeaking instrument of choice. Finally,
there are policy areas (e.g. alcohol, organ donaml transplantation, etc.) where requests to MS
are expressed mainly in terms of objectives to tf@exded in the given local context, thereby
leaving considerable room for manoeuvre as regaoigrete implementation modalities and
verifiable outputs.
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Table 1.1 - Policy Actions Undertaken by the EU (32011)

Policy Area 2005 2006 2007 2008 2009 2010 2011
Shared Health Solidarity in health: reducin A EU Framework
Values health inequalities in the EU for National Roma
Integration
Strategies
Health is the EPC- Commission
Greatest Wealth. Joint Report
on health systems
in the EU
Health in All Health in All
Policies Policies
Strengthening the Programme to The EU Role in
EU Voice in Tackle the Critical Global Health
Global Health Shortage of Healt
Workers in
Developing
Countries
Health of Older Public Health Strategies | European initiative on
People to Combat Alzheimer’s Disease and
Neurodegenerative Other Dementias
Diseases
On a research joint
programming initiative on
combating
neurodegenerative diseases
Tobacco Smoke-free environments
Nutrition Council Conclusiong A Strategy for Europe Council
on Obesity, on Nutrition Conclusions on
Nutrition and Overweight and Salt Action
Physical Activity Obesity Related Health
Issues
Council Conclusions
on Strategy on
Obesity, Nutrition and
Physical Activity
Alcohol An EU Strategy to On Alcohol and Health

Support Member
States in Reducing
Alcohol-related
Harm

)
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Policy Area 2005 2006 2007 2008 2009 2010 2011
Mental Health Green Paper on European Mental Health Council
Mental Health Pact Conclusions on
Action Plan European Mental
Council Conclusions Health Pact
on Mental Health
Action Plan
Illicit Drugs EU Drugs Action Plan
2009-2012
Cancer European European guidelines for | On Action Against Cancer: | European

guidelines for
quality assurance
in breast

cancer screening
and diagnosis

quality assurance in

cervical cancer screening.

On reducing the burden
of cancer

European Partnership

guidelines for
quality assurance
in colorectal
cancer screening
and diagnosis

Action Against
Cancer

Rare Diseases

On Rare Diseases:
Europe's challenges

On an Action in the Field
of Rare Diseases

Organ Donation &
Transplantation

Organ Donation &
Transplantation:
Policy Actions at EU
Level

On organ donation
and transplantation

Action plan on Organ
Donation &
Transplantation (2009-
2015): Strengthened
Cooperation between
Member States

Injuries On Actions for a | On the Prevention of
Safer Europe Injury and the
Promotion of Safety

HIV/Aids Combating HIV/AIDS in the
European Union and
neighbouring countries,
2009 -2013

Vaccination On Seasonal Influenza

Vaccination
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Policy Area 2005 2006 2007 2008 2009 2010 2011
Preparedness On Strengthening
Planning Coordination on
Generic
Preparedness
Planning for Public
Health
Emergencies at EU
Level
On Pandemic
Influenza
Preparedness and
Response Planning
in the European
Community
CBRN On Strengthening Chemical,
Biological, Radiological and
Nuclear Security in the
European Union
An EU CBRN Action Plan
Antimicrobial Council Conclusions on Action Plan
Resistance Antimicrobial Resistance against the Rising
Threats from
Antimicrobial
Resistance
Patient Safety On Patient Safety, On Patient Safety,

including the Prevention
and Control of
Healthcare-associated
Infections (HCAI)

including the Prevention
and Control of Healthcare
associated Infections

Telemedicine.

On Telemedicine for
the Benefit of Patients

Healthcare Systems
and Society

Legend: Recommendations arebimld; Council Conclusions iitalics. Source: Consultant’s own elaboration of data.
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1.2 The Current Situation — Indicators Available fa the EU Health Policies

The EU Health Strategy.The EU health policy framework remained relativelggmented until
the issuance in 2007 of the EU Health Strategy (M8)ch has attempted to integrate the rationale,
aims and priorities of EU action in the field ofaith into a comprehensive document. The HS
identifies four fundamental horizontal principlesderpinning EU action: 1) Shared health values;
2) Health is the Greatest Wealth; 3) Health in Rdlicies (HIAP); 4) Strengthening EU’s voice in
global health. The strategy is articulated intoeéhrobjectives grouping a number of vertical
policies. Based on a classification of the soft &tdjuison health of some relevance to theee
objectivesoutlined in theEU Health Strategy 2008-2018,total of seventeen vertical policies have
been identified and retained for further analysiseported in Table 1.2 beldw

Table 1.2 - EU Health Policies Classification Schem

Four Principles Objective One: Objective Two: Protecting | Objective Three:
Fostering Good Citizens from Health Supporting Dynamic Health
Health in an Ageing Threats Systems and New
Europe Technologies
1. Shared Health Values 5. Health of Older 14. Injuries 21. Telemedicine
2. Health is the Greatest People 15. HIV/Aids
Wealth 6. Tobacco 16. Vaccination
3. Health in All Policies | 7. Nutrition 17. Preparedness Planning
4. Strengthening the EU| 8. Alcohol 18. CBRN
Voice in Global 9. Mental Health 19. Antimicrobial Resistance
Health 10. lllicit Drugs 20. Patient Safety
11. Cancer
12. Rare Diseases
13. Organ Donation &
Transplantation

Source Consultant classification based on the EC HeBlthtegy 2008-2013, SEC (2007) 1374.

Results from the Mid-Term Evaluation. The EU Health Strategy has recently undergoneda mi
term evaluation showing mixed results in how it irdkienced, guided, and encouraged different
actors in the public health arena to adopt, adapgvise policies, and to undertake concrete actio
Its main strengths appear to be related to itsrestoe and ability to provide a guiding framework;
however, with regard to its impact and uptake in, M® evaluator has concluded that the HS has
possibly only provided a minor, indirect contrilmrti However, a precise assessment was made
difficult by the so-called ‘attribution problem,’ei. the extent to which various outcomes registered
at the MS level can be attributed to the causacefof EU intervention (EU added-value). The
evaluation exercise was largely based on subjeettperts’ opinions collected through surveys and
interviews, and a system of agreed indicators am@ets against which to measure HS
implementation progress and achievements. In th&pact, the present Assignment can be
considered complementary to the mid-term evalua®it contributes to the completion of the HS
implementation assessment and the establishmensolid and methodologically sound evaluative
framework for future evaluation of the overall El¢afth policy. A limited set of twenty-one
indicators for strategy monitoring purposes hadnbgeposed within the framework of the mid-
term evaluation exercise. These are reported iteThB below.

° All policies mentioned in the Health Strategy hdeen have been reviewed, irrespective of the tfaatt primary
responsibility for implementation and monitoringdi with DG SANCO or with other DGs, as can be thsecfor
instance with illicit drugs and CBRN (DG JLS), witletions in the field of global health (DG DEV) with the health
inequality dimension of actions aimed at the Rompytation.
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Table 1.3 - List of indicators proposed by the Ele&lth Strategy mid-term evaluation to help
monitor future progress in policy uptake

Principle 1: A Strategy
based on shared values

1. Number of MS whose national EU Health Strategguinents (post-2007) explicitl
recognise the following principles:

Universality, access to good quality care, equitg aolidarity of healthcar
systems.

Citizens’ empowerment: facilitate participation aswmpetence development.
Reducing health inequalities.

<

1%

Principle 2: Health is the
greatest wealth

2. Number of MS for which the investment in prevemt protection and improvement

Df

health status has increased year-on-year (in destdums and as a % of healthcare

spending) since 2008.

Principle 3: Health in All
Policies

3. Number of MS with an overarching national EU He&trategy / policy plan thg
includes an explicit reference to HIAP.

4. Number of MS that are referred to in publicasiamrelation to the HIAP principle).
5. Number of MS that have developed specific togigidelines for health IA.

t

Principle 4: Strengthening
the EU’s voice in global
health

6. Number of coordinated EU statements in the WM@r{d Health Assembly / WH(
Europe Region Committee) vs. number of individugb idtatements in the WHO (
absence of a coordinated EU statement).

7. Number of resolutions in the WHO (World Healtes&mbly / WHO Europe Regid
Committee) cosponsored by EU MS acting together msmber of resolution
cosponsored by EU MS acting individually.

>

>

Objective 1: Fostering
health in an ageing Europg

8. Tobacco: Number of MS that have introduced c&mensive smoke-free laws in li
with their international obligations under the WHQTC.

9. Tobacco: Number of MS that have introduced flagktobacco control measure
including:

pictorial warnings on tobacco packs.

subsidised support for smokers to quit.

10. Alcohol: Number of MS that have developed eiged their alcohol policy.

11. Alcohol: Number of MS that have implemented newasures to protect your
people, children and the unborn child from harnmfralcohol (before / after the adopti
of the HS).

12. Cancer: No of MS implementing cancer screepiagrammes according to Coun
Recommendation (2003/878/EC).

13. Rare diseases: Number of MS that have adoptexttion plan on rare diseases,
the basis of Council Recommendation (2009/ C 151/02

bn

Cil

on

14. Organ donation / transplantation: Number of thi& have adopted / revised National

Action Plans on the basis of the Commission's 280€8n Plan.

Objective 2: Protecting
citizens from health threats

15. Health Threats. Number of MS that have nationakgional health information too
to monitor health threats and the type of threat®red by the devices.

16. Communicable diseases: Number of MS that hat@®mal influenza pandemi
preparedness plans in line with EU recommendatibafore / after the adoption of th
HS).

17. CBRN: Number of MS that have developed natioBBIRN preparedness af
response plans.

18. Climate change: Number of MS that have adoptsgecific strategy to deal with
mitigate the likely effects of climate change omrfan health.

19. Patient safety: Number of MS that have fullypiemented the 2009 Coungi

recommendation on patient safety (2009/C 151/01).

S

(%]

~

Objective 3: Supporting
dynamic health systems aif
new technologies

20. Number of MS with programmes / initiatives attianal and/or regional level fa
deHealth or other new technologies, e.g. eHealthathies like developing electronig
records or having a website for citizens treatmant| support a shift from hospital c3
to prevention and primary care.”

21. Number of MS that have a specific nationalgioeal budget allocated to eHealth
other new technologies.
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1.3 The Current Situation — Indicators Available from Other Sources

Indicators Proposed in other EU Documents.As reported in Table 1.4 overleaf and as will be
better detailed in the specific mapping factsheétselected EU policies in 2005-2011 (Annex A),
a number of indicators, including process indicaitor measure policy uptake at the MS level, have
already been used or proposed by various sourak<@msulted for the purposes of this study.
These include:

0] preparatory studiéScarried out for the preparation of impact assesssnar, in a few cases,
utilised as background documents by the variousPEds$idencies in the conferences held to
propose the introduction of new EU policy agendang;

(i) impact assessment reports;

(i)  the implementation reports prepared to monitor fh®gress achieved in policy
implementation or in the attainment of the variobgectives; and

(iv)  the text of the various Recommendations or Comnatiimies themselves.

In particular, Impact Assessments (IA) have usuydiigugh not always, proposed a set of indicators
for subsequent monitoring. When 1A did not explicguggest indicators, they often provided for
MS to develop their own, on a voluntary basis. Hesveonly in very few cases were the proposed
indicators actually employed to produce quantigativeasurements in IA analyses; the result is that,
even if indicators could have been used, for insa0n generate baseline data, in reality they have
been underutilised. The mapping and classificaggarcise has been based on existing official
documents and has nobvered databases eventually established in tiggespolicy areas to follow
developments in policy implementatfdn When available, information on their existenceswa
included in the preliminary comments on the soueseslable.

Monitoring Mechanisms and Reporting Requirementslt is worth noting that not all EU health
policy initiatives have formal reporting requirentemattached, whereby MS would have to inform
of progress made in implementation. Such requirésnean usually be found in more articulated
and complex documents (typically Recommendatioms),can be missing, at least in an explicit
form, in the relatively less developed policy ared®ere can be intermediary cases (e.g.
HIV/AIDS) where it is explicitly stated in the terf the policy document that MS can report on the
progress reached in implementation on a purelyntaly basis. A rather varied situation concerns
monitoring mechanisms and related indicators. fevacases, indicators to be used for monitoring
by the MS have already been included in the texhefpolicy document. However, these usually
are outcome or impact indicators with referencehi® population health status, and not process
indicators reflecting progress in implementatiod degree of policy uptake in MS.

In other cases, developing indicators was one daslgned to either a European expert group or to
MS; this was, for instance, the case of antimi@bhiesistance and organ donation and
transplantation. Past experience with antimicrotgalstance shows that when MS were left free to
develop their own indicators, they either creatsitier heterogeneous lists of outcome and process
indicators, or did not develop any indicators atRhally, in the notable case of HIV/AIDS policy
the very fact that MS identify and select implenagion indicators for subsequent monitoring was
proposed in the IA report as an indicator of thegrde of MS commitment to policy
implementation.

19 preparatory studies of various types are geneaafylable for all the policy areas. Specificaliftention has been
paid here to preparatory studies focusing on indisaand monitoring aspects.

M For instance in the field of nutrition and obesitiormation on policy uptake is collected throuhe NOPA database
managed by WHO Europe. Seitp://data.euro.who.int/nopa/
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Table 1.4 - List of sources on EU Health Policiggdicators consulted for this study

Preparatory
Studies

EU
Communications
or
Recommendations

Impact
Assessment
Reports

Implementation
Reports

Mid Term EU
Health Strategy
Evaluation

Shared Health
Values

Health is the
Greatest
Wealth

Health in All
Policies

Strengthening
the EU Voice
in Global
Health

Health of Older
People

Tobacco

Nutrition

Alcohol

Mental Health

Illicit Drugs

Cancer

Rare Diseases

Organ
Donation &
Transplantation

Injuries

HIV/Aids

Vaccination

Preparedness
Planning

CBRN

Antimicrobial
Resistance

Patient Safety

Telemedicine

23




2. INDICATORS OF POLICY UPTAKE

Introduction. This chapter is divided into six sections. Thestfsection provides an overview of
the methodological approach and the rationale yoicleing the proposed system of indicators and
related robustness and relevance criteria. Thepribygosed indicators are reviewed in more detalil
in five dedicated sections; each of these alsortgepgbe consolidated results of the indicators’
validation proceswis a vistheir suitability for internal DG SANCO monitoringurposes. Each
paragraph summarises information on relevance eptbposed indicators for the different policy
areas, their availability from secondary sourcés, results of the validation process - as far as
indicators’ validity and feasibility are concernednd a summary judgment.

2.1 Overview of the Methodological Approach

Criteria for Indicator Robustness and RelevanceAs seen earlier, the EU Health Strategy is
composed of both horizontal principles and priodigas. The horizontal principles are ‘cross-
sectoral’, i.e. apply — when relevant - to the renbody of specific health policies, whilst prigrit
areas define the strategic framework to which @&gstand perspective sectoral policies are
supposed to connect. A system of indicators ainnedeasuring the degree of overall policy uptake
in MS should take into account this peculiar aspéthe subject matter, including the need to cope
with the evolving nature of the specific policiascempassed by the overall strategy. Moreover, it
is important that proposed indicators are not syngefined inabstracto, but they should also
undergo an adequate internal and external validgtrocess before their use is recommended. The
criteria that have been used in the framework @ ®Htudy to verify the robustness and the
relevance of the proposed system of indicatorsdbeasummarised as follows:

* Logical consistency —indicators should be logically sound and well-foedd and ensure
consistency with known causal relationships onrda@teants of policy uptake;

» Applicability/scalability — the definition of indicators should be generic eglouto be
potentially relevant for all the horizontal prinlep and the priority areas concerned.
Additionally, it should remain valid over time aidkally scalable to eventually include also
other sectoral policies or principles in the future

» Validity — indicators should be relevant across the differemtiegories of stakeholders
concerned, including the Commission, MS policymakand experts directly involved in
policy implementation or otherwise familiar withetBubject, in different institutional contexts;

» Feasibility - finally, indicators should not only hia theorya good measure of policy uptake,
but it should be possibla practiceto use them, and with a reasonable effort.

The application of the abovementioned criteria weoé simultaneous but followed a two-step
sequence: (i) initial conceptualisation phase, isting in identifying a theoretical logical model
supporting the definition of a long-list of indicas compliant with criteria #1 and #2; (ii) validat
process based on pilot testing and extrapolatioesflts (in line with criteria #3 and #4), leadiog
the preparation of a short-list of recommendeddatdirs. This process is described succinctly in the
following paragraphs.

Logical consistency Conventionally, any policymaking cycle can be ded into three elementary

stages, which are connected in a continuously leir@rocess:

0] a policy definition phase encompassing the analidentification of the policy problem
and the building of consensus on its causes, aimhameeded to address it;

(i) a policy implementation phase in which these astiare actually undertaken which is
composed of institutional, organisational and openal aspects; and
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(i)  a policy feedback phase in which, based on a dssmuf the results achieved and any
subsequent evidence that may have become avaitaltihee meantime, the validity of the
analytical phase is verified and lines of actioreftuned as needed.

This basic structure has been used as the theadretadel to further break down the policy process
into a discrete number of standard categories tfia€s connected to each stage. The exercise was
based on the detailed review and mapping of thehBalth policy documents issued in the 2005-
2011 period (i.e. the Commission Communications;drRenendations and Council Conclusions
listed in Table 1.1 above). The review showed #tlatequests for action made to the MS could be
reclassified in 20 analytical categories, whichnilyi cover the entire spectrum of the policymaking
process. The categories identified may thereforeubed as the reference framework for the
evaluation of progress in policy uptake in MS foryaof the EU health policy/principles under
consideration. These categories (reported in Bdxh&low) have been gathered in five groups
broadly corresponding to the standard stages opdfieymaking process, with the caveat that the
first (policy definition) and the second step (pglimplementation) have been further split in two
subsets. All categories in the list have been ‘alsded’ for easier reference in the Report.

Box 2.1 — Stages and standard categories of acties in the policymaking cycle

Policy Definition — Problem Identification

e Agreeing Analysis (ANA): Adopt/transpose/promotdi@p based on a common problem definition, or commo
analytical methodologies and/or guidelines, oriieghto common principles.

e Setting Objectives (OBJ): Aim to a certain specfiglicy objective irrespective of the concrete nits with
which it has to be achieved.

e Drafting Programmes (PROG): Define strategies, magnes and action plans at all the relevant lewdl
Government (national, regional, local) in a givedligy area. A subset of this programming activipncerns the
specific identification of research needs with am for their eventual coordination at the EU le(ffROG.RES).

* Introducing Legislation (LEG): Introduce/modify enfeable legislation/self-regulation. Self-reguatican be
represented by voluntary commitments to changewehiafrom single economic agents (LEG.VOL).
Policy Definition — Consensus Building

e Committing to Principle (PRI): Commit all policymeits to a given horizontal health policy principle.

* Involving Partners (PART): Promote participatorylipgmaking by involving stakeholders’ groups andigat
organisations.

* Investing in Research (RES): Fund research toisperest in the subject in the scientific commynit

e Raising Awareness (AWA): Raise awareness throufgimimational/educational campaidhs
Policy Implementation — Institutional Aspects

* Funding Policies (FUND): Make adequate resourcedlae to implement policies/programmes. A suloehis
may include specific suggestions to use the EUc8itral Funds and the Health Programme as a sourge o
financing.

¢ Establishing Organisations (ORG): Establish a badgrly responsible for policy coordination andédiocal point
entrusted with data collection and policy reportaighe EU level. Establish a lead agency/centrexpkrtise to
disseminate policy.

* Building Networks (NET): Build networks of instiiohs and ensure the necessary communication arhengy t

* Introducing Procedures (PRO): Introduce given pdoces.
Policy Implementation — Operational Aspects

* Policing /Enforcement (POL): Policing compliancetiwiegulation/self-regulation by means of admiwiste or
judicial controls.

e Delivering Actions (DEL): Deliver concrete activgs in compliance with a given set of implementatioodalities
or for certain population targets (this can behatriational, regional and local level).

e Ensuring Technical Capacity (CAP): Ensure the atmlity of the necessary technical means or equitme

O

12 This category results from the merging of threevipusly identified categories on 1) the awarersssut the policy
problems; 2) dissemination and communication cagmsiabout the policy content; and 3) educationatpzagns
specifically targeting schools.
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¢ Training (TRAI): Train personnel.
Feedback on Policy and Learning Mechanisms

* Harmonising Data (HAR): Establish a harmonisedddeindicators concrete to the policy area and thgonal
framework to describe the policy problem to alloatalcomparisons at the European level. Adopt a comset of
definitions and modify national data recording adaugly.

e Evaluating Results (EVAL): Monitor and evaluate #ftectiveness/cost-effectiveness of policies.
* Exchanging Information (EXC): Exchange best prasiand policy results at European level.
* Reporting on Implementation (REP): Report to thenBussion on implementation and results achieved

Source: Consultant’s own elaboration

Applicability/scalability. The Policy Matrix in Table 2.1 illustrates the ceptof ‘applicability’ of

the abovementioned logical categories across theugmhorizontal and vertical EU health policy
areas. After cross-checking with the evidence pledi by the mapping exercise and the
reclassification of the actions envisaged theréimas appeared that these categories can be
considered relevant in several policy areas, wiiicther confirms the internal consistency and
robustness of the model proposed. In other wordsh ef the EU policy documents reviewed
contained requests for actions that could be dladsaccording to the categories put forward in
Box 2.1. Based on the same analysis, it was alsgilple to extrapolate from already proposed
indicators and by means of analogical consideratiamnd other similarity criteria a long list of
possible families of indicators. The families oflicators in the long list (Table 2.2) were clagslfi
according to the categories in Box 2.1 and theigasd serial numbers, in case of multiple families
per category (e.g. ANA.1, ANA.2, etc.). These faesilof indicators could be applied to one or
more policy areas, where similar types of actioesenenvisaged. The families applied to the single
policy areas are the individual indicators.

The indicators were then phrased in sufficientipegec terms to be applicable to all EU Health
Policies and therefore could even be aggregatettdmally™>. Sectoral specificities have been
limited to (i) indicators of specific policy deliv@bles (‘policy outputs’) and their compliance with
given requirements or standatiigii) policy outcome (OUT) and policy impact (IMMdicators.
The latter two are not process indicators, so thaye only been indirectly considered when
reviewing the OBJ category.

Moreover, the indicators were formulated in suckiay as to cover policy areas that may be added
at a later point in time. During the mapping exseciit emerged that the long-list of indicators had
already become quite stable after the review obwdign of policy items, with limited need for
further additions as long as further policy itemsrgvreviewed. This suggests that the inclusion of
further policy items in the future would not requiny significant revision of the proposed system
of indicators but possibly only some minor refinense if any. In other words, the evidence from
the analysis indicates that the proposed list listuntially scalable.

3 Some indicators could theoretically be aggregaterbss policies as number of output-units (e.gmber of
reporting items’) delivered in the period. Otheende reported in terms of ‘degree of compliancen &i reference
standard or a given benchmark’ and aggregated dgurse to weighting mechanisms (e.g. the indicatomber of
existing EC implementation reports on Cancer Séngerstands to show the number of MS compliant widrtain
qualitative criteria); alternatively, indicatorsveato be reported analytically (e.g. based on th¢OAEU indicators on
injuries, scores are attributed to the degreefetéfeness of the interventions implemented bygien MS).

% Indicators to measure the degree of complianck giiten reference standards can be theoreticallgldped for any
typology of action, irrespective of the specifidshee policy area they relate to, if any. In otkrds, indicators can be
easily produced not only about as concerns thetesds of given programmes in a certain MS, but alsatheir
programme compliance with certain given criterihisTwas notably the approach followed by both tDE and the
WHO in selecting indicators to report on the de@®®IS uptake of influenza preparedness plan policy
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Table 2.1 - Matrix of EU Policy Areas and categaosief applicable indicators

ANA | OBJ| PROG| LEG | PRI | PART | RES| AWA | FUND | ORG | NET | PRO| POL | DEL | CAP | TRAI | HAR | EVAL | EXC | REP
Shared Health . o . o o . .
Values
Health is the . . ° R
Greatest Wealth
Health in All . . o o . . R
Policies
Global Health . o o . . ° o
Health of Older . o . . . . o . .
People
Tobacco . . . . o . . o .
Nutrition . . o o . o o o . . o
Alcohol . o . o o . o . . .
Mental Health o o o o . . R . .
Illicit Drugs . . . . . . . . .
Cancer o o o o . o o o o o o
Rare Diseases . . . . . . . R R o R R
Organ Donation o . . . R R R R . .
& Transplantation
Injuries . o o . . .
HIV/Aids o o o . . R . .
Vaccination o o . . . . .
Preparedness . . o o . . .
Planning
CBRN . o . . . . o .
Antimicrobial . . o . o . . o .
Resistance
Patient Safety . . . . . o . . . . . o . .
Telemedicine . . . .
RELEVANCE 9/2 9/1 14/1 6/2] 7/1 9/4 8/8 12p 11/7 38[ 4/1 | 10/2] 3/0| 9/0 3/1 8/0] 14/3 15/2  14/1 9

Legend: See box 2.1 above for the categories of indicat@eses of relevance are highlighted with the symbGases of possibly limited relevance are higified with the
symbolo. The ratio in the last row should be understoodtestotal number of policy areas in which the gary would have relevance (limited or not) (humergtover the

cases of possibly limited relevance (denominateoy further detail on the rationale behind see vokill, Annex A.
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Table 2.2 — Draft long list of proposed indicators

%

y

N

[°2)

Code Indicator

ANA.1 Number of MS/RE formally Adopting a Given Metdology/Problem Definition (wholly or in part)

ANA.2 Number of MS with Evidence of a SignificaneBbate in the Scientific Literature about a Methodgl
/ Policy Problem

ANA.3 Circulation Reached by Relevant Methodolog@acuments (downloads, webpages visited) in
Absolute or Relative Terms (% of the target popoigt

OuUT.1 Specific Outcome Indicator for the Stated€gbiye in a Given MS/Instance

IMP.1 Specific Impact Indicator for the Stated Gihige in a Given MS/Instance

OBJ.1 Number of MS / Instances in which the Givéate&l Objective Has Been Reached

PROG.1 Number of MS that Have Established a Styat®gogramme / Action Plan Covering the Whole
Population

PROG.2 Number of RE with of Strategies/Programmetséf Plans Implemented at the Subnational Level
of population covered)

PROG.3 Number of RE with a Strategy/Programme/AcEtan still in its Planning Phase, or Implemerdadc
Local Pilot Basis only

PROG.RES Number of MS that Have Prepared SpedadifigrBmme on Given Areas/ Subject, such as (but not
only*®) Research Projects

LEG.1 Number of MS/RE where Given Legislation/SeHgulation Has Been Adopted

LEG.2 Number of MS/RE where Given Legislation/SeHgulation Has Been Discussed but Not Yet Final
Agreed Upon

LEG.3 Number of MS/RE where Given Draft Legislati®elf-Regulation is Still under Preparation andtsn
Drafting Stage

LEG.VOL Number of Voluntary Commitments taken iGGaven MS

PRI.1 Number of MS/RE whose Health Policy Documémttude a Commitment to a Given Horizontal
Principle

PRI.2 Number of MS that Report to International &rngations Commitment to a Given Horizontal Policy
Principle

PRI.3 Number of MS/RE with Strategies/ProgrammetdicPlans Specifically Tackling a Horizontal Pgli
Problem

PART.1 Number of MS Reporting the Existence of Aty NGOs Active in a Given Policy Field

PART.2 Number of MS/RE Actively Involving AdvocatyGOs in their Policymaking Process

PART.3 Number of MS/RE Providing Support to AdvogdiGOs active in the Given Policy Field

RES.1 Number of MS Reporting the Existence of ReseBrogrammes in the Given Policy Field

RES.2 Resources Made Available by MS to Researochr®mmes in the Given Policy Field in Either
Absolute or Relative Terms

RES.3 Number of Studies/ Publications Produced dseBrch Programmes in a Given Policy Field

RES.4 Number of Citations of the Studies Finanaadku the Programme Above in the Scientific Literatu

AWA.1 Number of MS/RE Carrying On Information/Awaess Raising Campaigns on a Given Health
Problem in a Given Year (period)

AWA.2 Level of Awareness about a Given Policy Pesblamong the Population of a Given MS

AWA.3 Trend in the Level of Awareness about a Gifatlicy Problem among the Population of a GivenM

AWA.4 Estimate of Population Reached by Informatinitiatives in Absolute Terms or Relative to the
Potential Target

FUND.1 Total Budgeted Funds in a Given MS to Speaiify Implement a Given Policy in Absolute or Rila
Terms

FUND.2 Total Public Expenditure to Specifically Ilement a Given Policy in Absolute or Relative Terms

FUND 3 Human Resources dedicated to Specificallgidément a Given Policy in Absolute or Relative Term

PHP.FUND. | Total Public Health Programme Financimgntitted to Implement a Given Health Policy

STR:FUND Total Structural Fund Financing Committedmplement a Given Health Policy

ORG.1 Number of MS that Have Identified a Body Resible for Policy Coordination / a Focal Point

5 There can be for instance specific requests tce Haformation strategies on communication campaigns
programmes to train personnel.

16 AWA.3 is conceptually very close to AWA.2 but istained here for those situations (as was the witkeillicit
drugs in the past) where it substantially mattbet the level of awareness dynamically keeps isimgaover time,
irrespective of the starting point. There can bsesaon the contrary, where it is important to he@nd maintain) a
minimum level of awareness.
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Code Indicator

ORG.2 Number of MS that Routinely Interact with &oean Institutions on a Given Policy by Means of a
Well Identified Institution

ORG.3 Number of MS for which a Centre of Expertisgrusted with Disseminating Best Practice in ee@i
Policy Area Can be Officially Identified

NET.1 Number of MS that Have Created a Networknstitutions to Implement a Policy

NET.2 Number of MS Networks Participating to ERN

NET.3 Number of MS Entities Included in NetworksAhsolute or Relative Terms

PRO.1 Number of MS/RE that Have Officially Introgukca Given Procedure in their Routine Operations

PRO.2 Number of Relevant MS/RE Institutions Commdywith Procedure

POL.1 Number of Controls Made in a Given MS on $fpetegislation / Self Regulation in Absolute or
Relative Terms

POL.2 Share of Positive Controls of Regulatoryingement on Total Number of Controls on a Giverndyol
Area in a Given MS

POL.3 Share of the Population Agreeing to Beingj&etbd to Controls for Health Policymaking Purposes

DEL.1 Population Reached by Policy Delivery Medkars in a Given MS in Absolute or Relative Terms

DEL.2 Number of MS/RE Complying with the SeverakBible Relevant Features of Policy Implementatio
Modalities Stated in the EU Documents

DEL.3 Number of Significant Initiatives (i.e. abogecertain value threshold) Undertaken to Spedifica
Deliver Policy

CAP.1 Number of Entities Compliant with Given Equipgnt Technical Standards and Operational Proced
in a Given MS

CAP.2 Number of MS/RE in a Position to Ensure Sigfit Availability of Consumables to Enforce Paigi

TRAI.1 Number of MS/RE that Have Carried Out TramiCourses on a Given Subject for Their Healthcarg
Personnel

TRAI.2 Total Number of Trained Healthcare WorkermsaoGiven Subject

TRAIL3 Resources Made Available for Training in véh Field in Absolute or Relative Terms

TRAL4 Number of MS/RE that Have Introduced a Subje Relevant Curricula

HAR.1 Number of MS Providing Homogeneous DatehtoRelevant EU Health Indicator Database

HAR.2 Number of MS Deemed Compliant with Data Comapdity Criteria based on Expert Assessment

HAR.3 Number of MS that Have Put in Place SpecigiBries When Requested / Number of Registries
Established

HAR.4 Number of MS that Have formally Aligned Thé&ata Classification Systems to Standardised Give
Procedure¥ (e.g. ICD10, etc.)

EVAL.1 Number of MS/RE that Have Carried Out Evaioias / Cost Effectiveness Assessments of their
Policies

EVAL.2 Number of MS/RE where Policy Has Been Striaed / Modified as a Result of an Evaluation
Exercise / Cost Effectiveness Assessment

EVAL.3 Number of MS/RE that Have Put in Place at8ysof Indicators to Monitor Policy Implementation

EXC.1 Number of MS that Have Contributed their BpExperiences to the Relevant European Coordimat
Mechanisms / Conference / Working Group

EXC.2 Number of MS that Have Submitted Examplethefr Best Practices / Pilot Actions to the Reldvan
European Database /Portal

REP.1 Number of Required Items on which MS adedy&teport to the EC about the Progress Reached
the Implementation of Their Policies

REP.2 Availability of Reports or parts thereof bie Progress Reached in Implementing a Policy Gointi

Information Not Shared with the EU

=

ures

T

io

Validity and Feasibility. The second main methodological step of the worksisbed in the
validation of the long-list of indicators. This Inded at first an internalalidation exercise based
on the Consultant’'s own expert judgment and cresgivation with available secondary sources;
and secondly an externalidation process based on in-the-field caseissud a limited number of
policy areas in four different Member States.

' This indicator is very similar to HAR2, but whildAR2 focuses on ultimate outcome, HAR4 limits ifst&d
procedural aspects, irrespective of how they haenlactually implemented.
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* Internal Validation. Internal validation has been carried out by meahshe Consultant’s
expert judgment and cross-verification with theigatbrs already proposed in the past as
identified in the mapping exercise. So, for ins@no the cases where the impact assessment of
the Commission Communication of the European itivéaon Alzheimer’'s disease and other
dementias envisaged the monitoring of the coveragg content of strategies and plans
established by the MS on dementias, this was cereildas a validation of a PROG indicator. In
other words, the fact that an indicator had alrebdgn proposed has been taken as a first
indication of its possible validity. As this coutgem an exceedingly restrictive criterion, given
the varying quality and degree of detail of theerehce documents above, this analysis was
complemented by the Consultant’s identificatioraafumber of additional indicators that could
seemprima facierelevant and logically linked to the underlyingtiians (often identified as
missing indicators in the mapping exercise). Thesee not mentioned in any of the reference
documents, yet they seemed to be particularly sterdi with the EU policy documents. The
result consisted in the long-list of indicators ahd matrix of applicability across policy areas
already described in Table 2.1 and 2.2 above.

» External Validation. External validation has been carried out through tise of four case
studies in three selected policy areas (HIAP, casceening and patient safety). In particular:
o Health in All Policies (HIAP) is a horizontal pripte envisaged in the EU Health Strategy

that has been analysed in two main respects: tablestiment of intersectoral coordination
mechanisms to ensure that the health dimensiorl gbhcies is taken into consideration
before policy adoption, and recourse to formal He#inpact Assessments (HIA) in the
ordinary policymaking process;

o Cancer screening has long been a EU priority ama@jar component of EU cancer policies.
Through the three released guidelines, respectioelypreast cancer, cervical cancer and
colorectal cancer, the largest European body ofhrieal and methodological
recommendations was produced, which could alsoesasva reference to judge on the
degree of policy uptake;

o Patient safety and healthcare associated infecaomsa more recent addition to the set of
EU policies and have been recently given great esiphalso because of their economic
impact and social relevance. They represent anvaneae the great level of MS interest in
taking action faces resistance due to methodolbgind terminological differences and
comparability issues.

To ensure the strongest possible robustness digethe four Countries were selected so to give a
fairly representative sample of cross-country ‘ame. Thus, the sample includes old and new
Member States located in the North and South obpeir with differing population sizes, and
featuring different health systems and policymakpngcesses. Specifically:

* lItaly, which has a three-layer public health and govezaeaystem: national, regional and local,
of which the regional one is constitutionally prowmt, but where major strategic programming
tasks are also left to the central level and tH& btipolicy implementation lies with the Local
Healthcare Enterprises;

* France, which has an insurance-based health system twathkperienced over the last few
decades a two-pronged evolution, i.e. (i) a corratinh of strategic governance responsibilities
in the hands of the central State administratiomciwv has taken over various health insurance
competences, and (ii) a regionalisation procesgeaslly as far as policy implementation
aspects are concerned,;

* Sweden which is another publicly funded system whereliblk of governance lies at the local
level and the Central Government retains a limgeordination role; and
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* Poland, where the strongly centralised health system dbase the Semashko model was
replaced with a decentralised system of mandateajtih insurance complemented by financing
from State and territorial self-government budgets.

The case studies included a total 57 interviewsh Wity informants (officials of national and

regional authorities, public health agencies andisady bodies, senior academic experts, and
representatives of stakeholders’ organisations.ifterview programme was complemented by in-
depth desk research, covering both conventional greg literature. In particular, the sources
ranged from national and regional policy and prograng documents (regulations, strategies,
action plans, programmes, guidelines, etc.), evalniand monitoring reports, scientific literature,

as well as further sources of policy-specific datad indicators used on a national basis for
monitoring purposes. In accordance with the pilat-Inature of the exercise, the case-study
approach allowed to cover the vast majority butaibthe potential indicators of the long-list. The
indicators not covered by the case-studies undénile abovementioned internal validation
process, supported, when available, by additionadiemce sought from impact assessments,
implementation reports and preparatory studies.

The validation process was guided by the two catef ‘validity’ and ‘feasibility’. In particular,

the validity criterion encompasses judgments onicatdr meaningfulness (i.e., contents are
sensible and informative) for the stakeholders eamed, as well as on their apparent plausibility
(i.e. their link with policy uptake is plausible dmnambiguous). Moreover, it also considered their
sensitivity, i.e. their capacity of showing smallaoges over time. Feasibility has been defined as a
combination of (i) availability and (i) amount effort required in terms of resources needed for
data gathering and analysis.

Within the case studies, the ‘tested’ indicatorsenassigned overall validity and feasibility scores

consistent with the judgement criteria spelled lmelbw. The scores were assigned on the basis of
the preparatory desk work and the interviews cotelicSince the system of indicators is meant to

be applied to strategy-level policymaking with gmaallest possible level of effort, the Consultant

has assigned higher scores to indicators that haédy been published or made otherwise

available than indicators that, although theorétideasible, have never been used or proposed in
the past.

* Validity: the indicator is logically linked to the matteeibg measured, and is perceived as
useful for policy purposes. The definition of valyjdused here combines expert assessment and
policy-makers’ opinion validation. In other wordsyalid indicator is not only an indicator that
can be used (i.e. it is coherent with the subjeatten), but is also deemed recommendable in a
policy monitoring perspective. The operational aseeent of the proposed indicators with
respect to the validity criterion therefore lumpsydther expert judgment and degree of
consensus among practitioners and political a¢sms Table 2.3 below).

Table 2.3 — Definition of validity ratings

Rating Definition
Definitely valid The validity is not only ascertained by expert ass®nt, but it is also confirmed by
(++) strong consensus of the concerned key actors. ficisuit but not necessary condition for

an indicator to be considered definitely validhattit is already (or is planned to be) used
by the competent authority for policy monitoring’poses.

Fairly valid The indicator is deemed valid on the basis of expssessment of its logical link to the
(+) subject matter. The results of testing do not raisg significant doubt on its relevance
and/or usefulness for policy-making purposes; hamekey actors’ feedback may
sensibly call for slight refinements.
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Of dubious validity At a closer look, the coherence of the proposedcatdr with the judgment criteria |t
) measures poses problems and/or its usefulnessmigedi. Dubious validity may
characterise also situations of highly polarised areconcilable views among different
actors. A profound reformulation of the indicatoowid be necessary to make it usable.

Definitely not valid The analysis and testing of the indicator revealdartant irresolvable incoherencies andjor
(--) key actors unanimously rejected it as logicallyia or inappropriate. There seems to|be
no room to correct these issues and reformulatettieator in a valid manner.

» Feasibility. the second step concerns the assessment ofattecpt feasibility, i.e. the degree to
which the indicator is not only a good measurehefsubject matter, but it can also be measured
with no more than reasonable effort. The paramdtmrshe operational application of this
criterion to the proposed indicators are essewttallee: (i) the availability of information, (ii)
the reliability of the information, and (iii) theetel of effort (financial and time resources)
required to collect and process the informationthWespect to availability, it is important to
underline that the same rating is attributed taaimses where the information is already
available and others where it is expected thailitbg available in the near future, e.g. since it
is foreseen in the legislation. In these caseschrhpliance with the legal/policy provisions is
inferred (see Table 2.4 below).

Table 2.4 — Definition of feasibility ratings

Rating Definition
Highly feasible This is the case where the indicator is alreadyd usés planned to be used soon |by
(++) competent authorities, and monitoring data of ggodlity (i.e. complete and reliable)

are/are expected to be easily available (i.e. pbbti and easily retrievable or directly
communicated to the EC) and no further treatmeniatd is required.

Fairly feasible Using the indicator is largely feasible, howevemsoattention should be paid in its
(+) application and/or there are minor feasibility ssuhat can be overcome in a relatively
easy way, such as (i) the indicator is alreadyéxisected to be measured but on a pilot
basis and/or only by a portion of relevant autlesit(e.g. in the case of regionalised
systems); (ii) the indicator is / is expected tonbeasured but it is not / is not expected to
be published; (iii) the indicator is / is expectedoe measured but its reliability must /will
have to be duly verified (e.g. due to methodologitssues, inconsistencies |n
measurement by different regional/local authorigs); (iv) the indicator is available but
not updated and/or its measurement timetable doésmatch with the EC evaluation
schedule; (iv) the indicator is not measured lawt data or proxy data of good quality
(complete, reliable, updated) are easily availdb&e published or available on demand)
which - if duly processed with reasonable finaneiati HR inputs - would allow a solid
measurement of the indicator.

Hardly feasible The indicator is not / is not planned to be measuhe theory, it would be possible to
) measure it through an ad hoc study starting from data / proxy data but there exists
significant difficulties related to (i) the relidity of available data (e.g. raw data gre
incomplete or of dubious quality and/or extrapaatifrom proxies poses serious
methodological issues); (ii) the level of effortquéred to acquire and/or process the
information (i.e. excessive financial/HR inputs ded).

Not feasible The indicator is / is not planned to be measuretlismot methodologically feasible, orl|it
(--) is unreasonably onerous to carry out an ad hog/dtugenerate the evidence needed |for
its measurement.

Approach to the analysis of proposed indicatorsSections 2.2-2.6 present the analytical work
performed to assess indicators included in the-lmt@bove (Table 2.2), with a view to compiling
a short-list of validated, robust indicators for Bealth policy evaluation. The text is structunetbi
five sub-sections corresponding to the five mamges of the policymaking cycle and further
subdivided into a number of categoriekindicators corresponding to the classificataready
conveyed in Box 2.1 above. Each category is furtiheken down into familiesf indicators, where
each family measures a specific aspect of its mdsf@ecategory.
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The indicators were assessed and category-widativas provided for the following parameters:
() Indicators’ relevance for EU Health Policiegii) Concrete Examples of Availability from
Secondary Sourcefii) Evidence from the Case Studies on Validity andsibday. To finish with,

a Summary Judgmemécollects the outstanding features of the categader consideration, often
supplemented by family-specific commentaries. Beyogiterating salienvalidity and feasibility
features of the various categories and, on occasibthe individual families, in the summary
judgment indicators are also qualified accordingheir sensitivity i.e. their ability to accurately
reflect changes in their areas of application.

Throughout the text, the indicators are also asse&msed on their descriptive and predictive
potential. In particular,lagging indicators, once collected, can be used to retrpckcy
developments. They confirm long-term trends buihcapredict them. Converseligad indicators
can aptly be used to predict or give prior infonm@ton future policy developments.

Additionally, for the purpose of monitoring the aké of the policies associated with the EU Health
Strategy 2008-2013, indicators may qualifypasnary or secondary The former attribute refers to
indicators so calleddf choicé. These indicators appear to be feasible andqudatily informative

for broad strategic purposes; for this reason tteyuld be retained for future use. Conversely,
secondary indicators can provide complementaryrm&bion or replace primary indicators, when
needed. However valid and feasible, secondary atolis have a narrower dimension and focus on
more specific policy aspects. The primary/seconddagsification served as the basis for the
compilation of a final shortlist of indicators. Reted ones are primary and secondary indicators,
while the remaining ones were dropped. The finalrtiist is presented in the last chapter of this
report.

2.2 Policy Definition — Problem Identification

Problem Identification may require the adoptiom$aosal of policy concepts or methodologies.
Following the indicators in the ANA category, theme three ways to measure adoption/transposal:
(i) by tracing down the availability of relevantlmy documents in the various MS where the policy
problem is explicitly acknowledged, (ii) by measwgithe impact that these documents may have
had, indirectly, on the MS public health literatuee (iii) by surveying the physical circulation of
these documents. Policy uptake in the Policy Definiphase can be assessed through various other
means. Formal hierarchical policymaking mechanismyg envisage references to the existence of
given policymaking documents (PROG indicators) egulations (LEG indicators) or, more
specifically, to the existence of formal statemesrt€ommitments therein (PRI). Policy Definition
can be framed in terms of objectives to be achi€¢@®i)) and these are often expressed as outcome
or impact indicators.

2.2.1 ANA - Indicators about the Adoption of Comm@malytical or Methodological Tools

ANA.1 | Number of MS/RE formally Adopting a Given Metdology/Problem Definition

ANA.2 | Number of MS with Evidence of a SignificanieBate in the Scientific Literature about a Methodgl/
Policy Problem

ANA.3 | Circulation Reached by Relevant Methodologidacuments (downloads, webpages visited) in Abisohu
Relative Terms (% of the target population)

Indicators of convergence towards common analy@acel methodological approaches have been
grouped into three families. The first directly ises on the formal adoption of European
guidelines or the transposal in official nationaidglines and other methodological documents of
problem definitions and technical benchmarks ageettie European level (ANA.1). The second
indirectly measures the impact of the above orreélevant scientific literature of the MS concerned
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(ANA.2) and the third (ANA.3) - also belonging toet family of indirect indicators - finally aims at
providing evidence about the circulation eventuat#hached by the relevant European reference
documents.

Relevance for EU Health Policieall ANA indicators are typically found in EU poiies in their
early development stages when agreement on mettgidal issues or common definitions is still
actively sought after. Instances of ANA.1 indicatbave been proposed in the past, for instance, in
the field of illicit drugs, antimicrobial resistagcpatient safety and healthcare related infections
other cases a request for the MS to carry out A#etactions was included in the relevant EU
Policy Documents (e.g. vaccination) but relatedaatbrs were never officially proposed, as if this
type of information were not deemed particularlievant for policy uptake monitoring purposes.
Cancer and cancer screening was also an area wieeagloption of the EU Guidelines was never
proposed as a process indicdtoBoth ANA.2 and ANA.3 indicators have been relaljvless
frequent and mainly proposed for the monitoringhef uptake of horizontal principles, such as the
reduction of health inequalities or Health in AblReies. In only one case was an ANA.2 indicator
proposed in a preparatory study on tobacco patiaythe idea was eventually dropped.

Concrete Examples of Availability from SecondaryrBes.ANA.1 indicators have already been
routinely collected in implementation reports orimicrobial resistance, patient safety and illicit
drugs. On the contrary, hardly any indicators of #iNA.2 and ANA.3 families have been
operationalised thus far. Nevertheless, followihg telated impact assessment, they remain the
logical reference standards for the monitoringhef Public Health Programme.

Evidence from the Case Studies - ValidiiNA indicators revealed valid and unproblematic¢he
areas of patient safety and Healthcare Associatéttions (HAI). This is unsurprising, if one
considers that these were the areas for which AinAcators were originally formulated. ANA.1
was broadly validated also in areas such as cauceening, where European Guidelines were not
expressly conceived for formal adoption. That sANA.1 is arguably a more useful indicator at
the European than at the national level. Finding&®NA.2 were divergent, with some reservations
on data plausibility for small countries whose esshers are more likely to publish for
international teams and an abstract concern tloasttong a link with a PHP criterion might further
strengthen the academic bias of projects, whiledeif limited use to policymakers. However,
when concretely tested on cancer screening, theityabf ANA.3 applied to a concrete PHP output
was not reported as particularly problematic.

Evidence from the Case Studies - Feasibilitythose policy areas where data collection itaelé
envisaged as an indicator for policy monitoringgmses, this poses little problem and the ANA.1 is
highly feasible. Transposal of ANA.1 to other pgliareas can be more problematic, especially
when responsibility for policy implementation iscéatralised and within the remit of local-level
operators. Similarly, there are different feasipilpatterns for ANA.2 and ANA.3, depending also
on country size and language barriers. Bibliograpbearches are more complex when the
nationality of the individual authors has to beniifiied, as opposed to the country of origin of the
journal; equally, searches are hindered when lpaalications are not routinely indexed in the
main bibliographic databases or are only localigudated.

Summary JudgmenANA indicators are particularly appropriate wherpeessly mentioned in the
underlying EU policy documents, and linked to wdtntifiable outputs. Their main drawback is

18 The EU Health Strategy considers the releaseefxhidelines as a Commission’s task in itself, pedelent of any
further request for action made to MS. So, formathe EU Guidelines on Cancer Screening are ortnated for
‘release’ and not for adoption, strictly speaki@uidelines-related indicators were therefore testetdof analogy and
for the sake of transposing them to all MS.
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that they can easily provide false positives whasm same terminology is used with a different
meaning than envisaged in the related EU policyudwmnts and this would require some qualitative
analysis and data qualification. Moreover, “formadbption” is somewhat ambiguous given that it
lends itself to different interpretations; in fabdS have in some cases different means of formal
endorsement in policymaking. However, with sometioay they can nonetheless represent a
reasonable compromise for monitoring the uptakebmfad policy concepts, especially when
supported by parallel PHP projects, provided that geographical level of the analysis remains
very broad; in fact, the indicator tends to losdiditly and feasibility when moving from the
national to the regional level. Provided a minimiawel of diligence, ANA indicators are relatively
feasible. Their main drawback is their limited sewisy and the fact that their limited range of
possible values do not necessarily correlate vatfuential changes in the degree of policy uptake
over time. ANA.1 is by definition a lagging indicaf the way it is designed does not allow to
measure sequential/chronological changes on arliaed continuous basis. It is therefore not
suitable to measure trends but only to portrayrdtecpoints in time. Finally, for different reasons
both ANA.2 and ANA.3 are likely to peak at the timiepolicy adoption/document release and then
subside. To sum up, ANAL is worth retaining asienpry indicator, while ANA.2 and ANA.3 are
considered as secondary ones.

2.2.2 OBJ - Indicators about Setting and Eventualierifying Certain Policy Objectives

OouT.1 Specific Quantified Outcome Indicator for Bated Objective in a Given MS/Instance

IMP.1 Specific Quantified Impact Indicator for tBéated Objective in a Given MS/Instance

OBJ.1 Number of MS / Instances in which a Givenddbye Has Been Stated

There can be three different policymaking technsqae far as the definition of policy objectives is
concerned; specifically, policy objectives (i) cha stated in qualitative terms, (ii) they can be
guantified in terms of the expected targets relédeithe outcome of policy actionasr (iii) they can

be quantified in terms of their ultimate impact loealth. There has been an increasing trend over
the last few years in the EU policy documents tasaguantifying policy objectives by means of
target indicators. So, for instance, in the fiefccancer objectives have been expressly stated with
reference to a targeted reduction of inequalitiesaincer mortality or the population reached by the
screening programmes. However, in most policy aodgesctives remain stated in qualitative terms
and the measurement of their attainment is lefpriixy output- or impact-indicators, identified
separately in impact assessment documents or iotpé&mentation reports.

Relevance for EU PolicieQuantitative or qualitative objectives to be tezt have been identified
for a number of polices spanning global healthpladt, mental health, illicit drugs, health threats,
preparedness planning, telemedicine and organ idoratd transplantation. The number of related
outcome or impact indicators proposed is even higinel covers also nutrition and obesity, rare
diseases, HIV/AIDS, antimicrobial resistance.

Concrete Examples of Availability from Secondaryr8es. The identification of outcome or
impact indicators has not been the primary goathaf exercise which, conversely, focused on
policy processes; these are nevertheless found taitby widespread and available for a variety of
policy areas, although with major sectoral differen The latter are often due to a lack of
methodological harmonisation.

Evidence from the Case Studies - Validi@BJ indicators could not be tested as the Stidiyoit
cover the areas for which OBJ indicators were euad; however, output and impact indicators
that seemed to be best suited to measure poli@essavere used as proxies. These were generally
deemed fairly valid indicators, with the notableegtion of one country which aims at measuring
the outcomes of its patient safety policy throughown definitions.
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Evidence from the Case Studies - Feasibilfgasibility problems with the proposed indicators
were reported in around one third of cases, themntyajof which were considered as rather serious.

Summary JudgmenAlthough judgment based on the degree of attainraktite stated objectives
can safely be considered the ‘golden rule’ in theasurement of policy uptake, there are two main
limitations to consider. Quite often there are @asifeasibility issues that make it difficult totpa
place even the simplest indicators, such as “thmbmmn of MS that have met their stated
objectives”; additionally, there may disagreememtwhether output or impact indicators provide
plausible measurements in given policy contextsatTaid, when the indicator is feasible and
agreement is reached on its relevance, it is as@mgitive, and possibly lagging indicator; therefo

it can also be considered as a primary indicator.

2.2.3 PROG - Indicators about Defining ProgrammesAttivities

PROG.1 Number of MS that Have Established a Sty#eggramme/Action Plan Covering the Whole Popatat

PROG.2 Number of RE with Strategies/ProgrammestiicRlans Implemented at the Subnational Level (% of
population covered)

PROG.3 Number of RE with a Strategy/Programme/Actan still in its Planning Phase, or Implemenada
Local Pilot Basis only, or Covering only a Givena of Requested Items

PROG.RES| Number of MS that Have Prepared ReseaotfidPnme on a Subjéct

The existence of strategies, programmes or actexmspn a given policy area can be assessed along
three different dimensions, namely (i) as an intilbcaof compliance with a formal request, i.e. a
request that the MS put in place a strategy/prografetc. (PROG.1); (ii) in terms of the share of
population actually covered by these instrumenthase MS that have decentralised programming
systems at the regional/local level that comples@ntsubstitutes a national strategic framework
(PROG.2); and (iii) the level of development of tinederlying provisions which can range from
experimental to full-fledged policies (PROG.3). Aduhally, there can be requests to have in place
subject-specific programmes, typically researclgpammes (PROG.RES).

Relevance for EU Health Policie$his is one of the most frequently mentioned policocess
indicator in the relevant EU documents. Under w@ia@enominations, similar indicators have
already been proposed for EU policies on Alzheira&rohol, mental health, cancer, illicit drugs,
organ donation and transplantation, rare diseasggies, HIV/AIDS, preparedness planning,
CBRN, antimicrobial resistance, patient safety (gadticularly HAIS), and telemedicine. Some
emphasis on the specific contents of these prograghdocuments and, in particular, the need to
investigate existing research programmes, can ledfin the field of Alzheimer and rare diseases,
although this has not yet translated into a deddcatdicator. The importance of the geographical
reach of these programmes has been highlighteahfloenza. In other areas, qualitative details on
the minimum acceptable contents of these docunoantde found.

Concrete Examples of Availability from Secondaryr8es.Information on programme availability

can usually be found in the EU implementation repar in the dedicated WHO repositories
whenever these exist, although with different levafl completeness and reliability. Data gathering
at the regional and sub-regional level is muchagraand more fragmented than at national level

¥ The emphasis here is on the fact that the appigearch is specifically programmed by the relepatity makers as
a top-down tool to meet their information needsagsart of broader policy programming process artth @edicated
resources. In this sense, PROG.RES differs from REBators, as the latter simply ascertain thetexice of generic
research programmes on a subject, often managedhiey entities, broader in scope and in competitidin other

subjects so that the allocation of resources cagstimated only ex post.
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and so is also the information on the contentsecta-specific Plans available from secondary
sources.

Evidence from the Case Studies — Validithe validity of PROG indicators has hardly been

challenged except in countries where public hepdificy is not rolled out on a sector-by-sector

basis, but rather by means of general, all-encosipgprogrammes and budgets. In the majority of
cases, PROG.2 and PROG.3 are deemed comparatgslyrleaningful and sensible than data on
actual implementation, although still valid frometrstandpoint of generating a preliminary

appreciation of policy progress.

Evidence from the Case Studies — FeasibiNhile PROG.1 is generally straightforward, the
implementation of PROG.2, PROG.3 or PROG.RES idisacan be more problematic in terms of
data availability because country-wide repositogegegional/local implementation documents are
not always available, and because of the (oftenergstimated) difficulty in locating such
documents. Moreover, PROG.RES adds an extra ldyeoraplexity, given that it is not always
possible to classify research programmes accordongthe clear-cut categories suited for
policymaking.

Summary JudgmenPROG.1 remains among the easiest and quickestsma&famonitoring a
minimum degree of policy uptake and institutionabacity in the Policy Definition phase. PROG.1
would require an affordable amount of data gatlhemffort, as long as there is a common
understanding on what qualiff@these documents as strategies, programmes on gi#ios. It can

be considered as a primary indicator. The moreisopated PROG.2 and PROG.RES aptly allow
for a more detailed assessment of the level ofifigation the policy has reached in the MS overall
agenda; however, they are considered as less leasitl their effectiveness in providing stimulus
for conducting evaluation exercises remains todes $n a case-by-case basis; they can be deemed
as secondary indicators.

These indicators have limited sensitivity and hiiggrtia, meaning that the data they collect cover
long-term periods and cannot be segmented morby filmefact, on paper, they could capture major
evolutions in policy uptake over relatively longripels of time andde factotend to be lagging
indicators. Two points are therefore worth mentigni (i) these indicators do not account for
smaller changes, occurring in the period intervgrbetween two measurements; and (ii) validity
may outlive the end date of some programmes, and a®nsequence data can be easily
misunderstood if not processed by individuals familvith the subtleties of the different legal
systems

2.2.4 LEG - Indicators about Introducing Norms by &&ns of Legislation, Codes of Self-Conduct
or Self-Regulations

LEG.1 Number of MS/RE where Given Legislation/Sedgulation Has Been Adopted

LEG.2 Number of MS/RE where Given Legislation/Segulation Has Been Discussed but Not Yet Finally
Agreed Upon

LEG.3 Number of MS/RE where Given Draft Legislafi®elf-Regulation is Still under Preparation andit;
Drafting Stage

LEG.VOL | Number of Voluntary Commitments taken ilsa&ven MS/ Number of MS where voluntary commitments
have been taken

There can be requests in EU soft law policy documéimat MS enforce legislation or codes of
conduct / voluntary commitments in a given poliagaa Examples of such instances typically

2 particularly in terms of required level of offitendorsement.
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include: (i) policies for which adaptation to loganditions is appropriate because of the strong
influence of local cultural factors on health beloavs or (ii) pieces of legislation generated as by
products of EU-wide Directives with a harmonisirgue but whose contents are too generic and
require adaptation to the local legal systems. &ldescuments may be analysed according to (i)
their stage of development (draft, discussion, &dop (ii) their nature (mandatory, publicly
enforced/ privately enforced codes of conduct); @mdtheir number, in the case of actions based
on voluntary commitments.

Relevance for EU Health Policiedicators of this type have obviously been prodo®e health
policies directly interlinked with regulated markdtobacco, alcohol) and, given that they largely
target to health determinants, they are relevasb ah the fields of nutrition and obesity.
Additionally, there are a number of cases whererethean be a need for legislative
intervention/clarification to remove regulatory tdides to policy implementation. Personal data
protection hampering the development of cancerstegs, and the normative barriers to
telemedicine are two cases in point. In the latgges, however, no LEG indicator has ever been
formally proposed. A test was made of LEG validihd feasibility in the field of cancer, where the
problem of regulatory obstacles is widely reportdthough EU soft law documents do not require
MS to take any specific action.

Concrete Examples of Availability from SecondaryrSes. Data on health-related legislative

initiatives in regulated markets are widely repdrend available. Difficulties were experienced
with the establishment of databases of voluntamprodgments, particularly when related policy

implementation was envisaged at all levels fronmomad to local. WHO sources have listed data on
regulatory barriers in telemedicine based on stibEexpert assessment.

Evidence from the Case Studies — Validityhen tested in the field of cancer, LEG indicatoase
generally appeared as fairly valid, although prdpabt very high in the ranking of relevance at the
national level. It was not possible to directly tté€£G.VOL, but in some countries similar
indicators were proposed as proxies for the leebonmitment to HIAP principles.

Evidence from the Case Studies — Feasibilitythe countries surveyed, these indicators pdse li
feasibility problems and would simply require toimain regular contact with in-country point
persons who would be responsible for reportingroplémentation. Availability appeared to be a
major issue according to a number of respondents.

Summary JudgmentEG is a category of indicators typically used @gulated markets, where it
can be extremely relevant, and are primary indrsatib extended to other policy areas, they could
represent a rather indirect proxy for the overlel of political commitment to a given policy area
(bearing in mind that a full picture can only bewn after taking into account the weight that these
legislative measures carry compared to the re#tteotountry-specific juridical apparatus). At any
rate, qualitative evaluation exercises are betiéed to capture these aspects. Their sensitigity |
also rather limited, given that they could only@aat for outstanding cases of policy reversal. They
also tend to be lagging indicators.

2.3 Policy Definition — Consensus Building

Alternative bottom-up approaches to policy defomtican be based on policymaking by consensus.
This can be measured by ascertaining commitmensgtated principles, and how the latter may
have echoed in MS policy documents. Evidence obensus may also be traced, at MS level, in
the existence and effective involvement of stakeééd groups aligned with EU health policy aims,
which prove capable of influencing the policymakimgchanisms through participatory means.
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Other criteria can include the level of awarendssuithe policy problem among the population at
large or the stakeholders concerned, or the conmisg of research activities to increase the
knowledge basis on a subject and involve the reeeammunity, including related funding.

2.3.1 PRI - Indicators about Commitment to a GivBwlicy Principle

PRI.1 Number of MS/RE whose Health Policy Documémttude a Commitment to a Given Horizontal Priteip

PRI.2 Number of MS/RE that Report to Internatio@abanisations Commitment to a Given Horizontal &oli
Principle

PRI.3 Number of MS/RE with Strategies/Programmestic Plans Specifically Tackling a Horizontal Pgli
Problem

%4

Indicators aimed at capturing MS commitment to ge\policies based on certain shared values or
given policy principles represent a challenge foy monitoring system based on process indicators.
This is largely due to the intrinsicaltyualitative nature of the subjects in question which hardly
lend themselves to be measured in quantitative stefimerefore the possible process indicators
would only cover (i) formal adherence to principiegolicymaking documents, (ii) participation to
international initiatives inspired to the same pites, and (iii) existence of strategies/actioangl -

or part thereof - specifically devoted to the inmpéntation of such principles.

Relevance for EU Policiedt is little surprise that PRI indicators have bgenposed so far only
with reference to four horizontal principles of tBe) Health Strategy, and in particular as regards
health inequalities and Health in All Policies. Quitment to given values can be implicitly found
in a number of other policy areas (Alzheimer, illidrugs, HIV/AIDS, to mention but a few), but
MS have hardly ever been formally requested to r@dloe inspire their policies to any values;
accordingly, no indicator has ever been proposedisrespect.

Concrete Examples of Availability from SecondaryrEes.On an interim or ex-post basis, such
indicators have been practically tested out onlthiwithe framework of the interim evaluation of
the EU Health Strategy. Examples (for instance PRi.the field of HIAP) can be found more
frequently in preparatory studies preceding thadhuwf EU initiatives.

Evidence from the Case Studies — ValidiBRI indicators have appeared as generally validasnd
good descriptors of actual policy uptake, with timable exception of PRI.2. The latter, in fact ha
often proven of dubious plausibility, hardly relieband subject to possible manipulations. On
occasion, PRIL.3 has appeared as intrinsically nvaid& and reliable than PRIL1; it was also
suggested that the number of standalone stratpgygsAmmesnay be more meaningful than the
counts of strategies/programmes that are part @émdocuments.

Evidence from the Case Studies — Feasibilityese indicators are generally considered feasible;
difficulties may arise only when the indicators arplemented at the programme level (PRI.3) or
in decentralised systems with regional and locgkrna of programming. Such difficulties can
however be solved with minimum effort through remauto informants familiar with the health
system under consideration.

Summary JudgmenBERI indicators have been confirmed as the easiedtgaickest means to
monitor the uptake of horizontal principles, praddthat a common understanding is reached on
what are the minimum requirements for these doctsrtenqualify as strategies or action plans and
related level of official endorsement. Some resoma exist on the validity of PRI.2 indicators.
The latter, however, have a greater potential tuately reflect marginal changes over time, i.e.
they are more ‘sensitive’ and with a somewhat higlmeential to be “lead” indicators.
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2.3.2 PART - Indicators about Participatory Policyaking

PART.1 | Number of MS Reporting the Existence of Achy NGOs Active in a Given Policy Field

PART.2 | Number of MS/RE Actively Involving AdvocatyGOs in their Policymaking Process

PART.3 | Number of MS/RE Providing Support to Advog&iGOs active in the Given Policy Field

EU policymaking in the health field has increasynghvisaged recourse to participatory techniques
aimed at eliciting NGO and civil society organisat’ involvement in policy definition. This can
be monitored by three families of indicators: (ip$e ascertaining the existence of NGOs active in a
given policy field (PART.1); (ii) those explicitlyargeted at monitoring NGO involvement in the
policymaking process, be it in the policymakingpolicy implementation phase (PART.2); and (iii)
those about the active support providing supposetrdor-specific NGOs (PART.3).

Relevance for EU Policiegndicators about the involvement of patient orgatiass have already
been proposed in the field of rare diseases andAIDS, and related actions envisaged in policy
documents on mental health, nutrition, obesity patent safety. Rare diseases is probably the
policy area where the scope of this provision heenbmost far-reaching, because MS are formally
requested to actively promote patients’ organisatiactivities.

Concrete Examples of Availability from Secondaryr8es.No example was found with regard to
this category of indicators as being actively momtl and published in existing secondary sources.
Also recent EU implementation reports on patierfetyaand healthcare associated infections
include relatively scanty information on the subjespecifically as regards the involvement of
patient organisations. For instance, twenty MSepditorganisations were formally invited to take
part in the development of patient safety policyl# of them, patient organisations are required by
law or administrative decisions to play a part ioligy development. Some MS openly
acknowledged contributions made by patient orgéinisa and citizens’ networks in disseminating
information and patient safety measures.

Evidence from the Case Studies — Validityr the purpose of this exercise, PART indicatoesew
tested in both patient safety and HIAP. This chewes justified by the fact that these policy areas
call for cultural change and beg to introduce n@lcy concepts; these are two aspects where the
added value of external NGO support is likely toféde the most. There are fairly diverging views
about the overall plausibility and meaningfulnegshese indicators, particularly when ‘NGOs’ are
not qualified. It should also be noted that therentr formulation of these indicators assumes that
NGOs or patient organisations’ agendas are aligndgdEU policy initiatives. If this were the case,
they would be supportive of EU policy uptake, awdtre, by default. In reality, however, there are
several NGOs whose orientations differ substagtiatim EU ones; therefore the indicator can be
highly misleading and inappropriate.

Evidence from the Case Studies — Feasibilityese indicators are hardly collected nowadays and,
with the notable exception of PART.1, are not galhgrconsidered as easily feasible and would, by
and large, require considerable analytical and dathaering efforts (e.g. in the form afl hoccase
studies).

Summary JudgmerRART indicators appear among the most controveosias as far as the policy
definition process is concerned. To some extergy tirror different national traditions of
participatory policymaking and NGO involvement. Atitzhally, they shed light on the difficulty of
attributing significance values to strictly quaative health policy information. If there is broad
consensus that involvement of civil society orgatess may in certain circumstances represent a
fairly powerful mechanism to push through reforrtiggre is also a concern that the underlying
related nuances can be very poorly captured bytdatwe indicators that are liable to be highly
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misleading and whose sensitivity is questionalsiehé best of cases, they would end up providing
a ballpark picture of the level of development ofilcsociety organisations in the different MS.
These indicators would require very careful phrgsamd formulation and, at any rate, in many
cases the level of effort required for their fedgyappears comparable to that of a small case
study. So for the time being, they cannot be recendad as primary indicators for EU Health
Strategy monitoring purposes, although they coalkehsome potential to capture subtle changes in
policy uptake over time and to some extent everesgmt a lead indicator.

2.3.3 RES - Indicators about the Involvement of tBeientific and Research Community

RES.1 | Existence of Research Programmes in the Gleéay Field |

RES.2 Resources Made Available by MS to Research Progestimthe Policy Field in Either Absolute or Reteti
' Terms

RES.3 | Number of Studies/ Publications Produced dseBrch Programmes in the Given Policy Field

RES.4 | Number of Citations of the Studies Finanaadku the Programme Above in the Scientific Literatu

Although EU Health Policies are usually mainly cemed with concrete and applied
policymaking, there have been instances of promssiceaching out to the field of research,
particularly to fill the knowledge gaps as needebétter inform evidence-based policymaking. The
involvement of the scientific and research commasitan be broadly measured by four main types
of indicators: indicators about the existence oflic&ted research programmes (RES.1) and the
amount of resources invested therein (RES.2), atdis about the outputs produced by such
programmes (RES.3), and indicators about the imipettthese research projects have had on the
scientific debate (RES.4).

Relevance for EU PoliciesThe need to further strengthen research also bgnshef national
research programmes and disseminate research g;dias been highlighted in the field of
Alzheimer, nutrition, alcohol, HIV/AIDS, rare dissss and patient safety. However, hardly ever has
this been accompanied by proposals for dedicatidators, as if the subject was not deemed worth
monitoring. A notable exception in this regardepnesented by rare diseases for which an indicator
on the level of funding made available for reseapchiposes at the national level has been
proposed; another exception is HIV/AIDS whose intssessment recommended introducing an
indicator to measure the progress achieved in relsea identified fields where knowledge gaps
persist.

Concrete Examples of Availability from Secondaryr€es. Information on national research
initiatives established for given policy purposessveollected in the first implementation report on
antimicrobial resistance, intended for informatidissemination only, while there was not an
explicit request of MS to act along these linethim underlying recommendation.

Evidence from the Case Studies — Validibhen tested as a possible substitute/complement of
ANA indicators in the field of HIAP, RES indicatofsave caused some concerns about their
possibly limited validity because of perceived idifitties in defining their scope. Indeed, HIAP is
still a fluid and not yet rigorously defined poligrea; due to this reason, there is a need to
investigate in detail the contents of the singl®jgmts for classification purposes. In more
consolidated policy areas, this family of indicatos generally considered valid, although with
some reservations on aspects such as the riskcithtibn-based indicators such as RES.4 may
overstate the academic value of research to themddett of its potential use for policymaking
purposes.

Evidence from the Case Studies — Feasibilitye concrete feasibility of these indicators appear
limited due to the widespread lack of availableadatd the difficulties in tracking down projects
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often spread across different programmes, whichldviequire a level of effort comparable to that
of a dedicated study.

Summary JudgmenRES can be considered as a fairly valid familyraficators but are currently
fraught with major feasibility problems, which iarb reveal the degree of control policymakers
often exert on the research agenda. Actually, oag lme tempted to conclude that the very fact that
the indicator can be used is in itself an indicatad the link between the research agenda and
policymaking needs. Strategically, this is an aséch future versions of the EU Health Strategy
and EU policy recommendations may find it worthwhib emphasise, especially considering that
this family of indicators potentially have a higénsitivity to quickly capture changes in the leokl
policy uptake over time and are considered by saslead indicators.

2.3.4 AWA - Indicators about the Level of Awarenegsout a Policy Problem

AWA.1 |Information/Awareness Raising Campaigns oweBiPolicy Issues in a Given Year (period)

AWA.2 |Level of Awareness about policy issues amtvegPopulation

AWA.3 | Trend in the Level of Awareness about poligsues among the Population

AWA.4 | Estimate of Population Reached by Informatioitiatives in Absolute Terms or Relative to thetéhtial Target

One of the mainstay of EU policies in the heal#ldiis that healthy behaviours descend from
awareness about health risks and related inforrhetes. Moreover, the level of awareness among
the population can also be a powerful factor inpgigathe policy agenda and influence decision-
makers. Accordingly, once a policy is in place,imgact can partly depend on how successfully it
is communicated and made known to the public. Bitutal programmes have traditionally been
deemed particularly effective in this respect. Ehare well-known indicators to measure these
phenomena across all policies. These include dirators collecting data on active information and
awareness-raising campaigns (AWA.1), (ii) indicatononitoring the level of awareness in the
population and related trends by way of surveys fARVand AWA.3, respectively), and (iii)
indicators that estimate the outreach of informmaand dissemination activities regarding both the
policy problem and associated policy initiativesrnfiulated in terms of potentially targeted
populatiorf™.

Relevance for EU Policiedndicators about the level of awareness or thmber of awareness-
raising and communication campaigns have beentitadilly proposed for policies concerning
voluntary unhealthy behaviours such as tobaccoatnahol consumption, as a complement to other
regulatory approaches. They have also been prodosedeas such as vaccination, antimicrobial
resistance, patient safety and healthcare-relafedtions where citizens’ behaviour is considered a
powerful lever for prevention. The number of poleneas where MS have been requested to carry
out awareness raising campaigns is actually widdriaclude nutrition and obesity, rare diseases,
organ donation and even the horizontal principlbelth inequalities.

Concrete examples of Availability from Secondaryr&es. Detailed information on awareness
raising campaigns carried out at the national Idwad been gathered by the EU in the field of
alcohol and was published by the WHO on tobaccda@am awareness raising campaigns on

2 |ndicators on educational activities can be abersid a subset of the indicators above specifitatiyeting school-
age children. Out of analogy, related indicatorsld@dahen be: (i) the existence of the subject ihost curricula

(EDU.1); (ii) the population actually reached insalute terms (EDU.2); and (iii) the population adty reached in

relative terms (EDU.3). Educational activities hdneen envisaged in EU policies on nutrition andsilealcohol and

injuries, but have not materialised in any propaseitator so far. No example of data for suchdatlirs can be found
in the review of secondary sources carried outHi exercise, but elements of AWA indicators sfiegily related to

youth can be found in Eurobarometers on specifadthgroblems.
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antimicrobial resistance have been collected arddighed in this policy implementation report; in
this context, health professionals were the ontgeed category. Generic data on the level of
awareness about a given policy problem are puldighéhe Eurobarometers, but the sample size is
usually not sufficient to make data statisticallyngficant at the MS level.

Evidence from the Case Studies — Validithiere are reservations concerning the validityhef
indicators on awareness raising or information cagms (AWA.1l) due to the potentially
heterogeneous nature of the underlying data; thle 0 incurred is that indicators so broadly
defined would group together highly different iatives, though all labelled as campaigns.
Considerable differences exist, for instance, betwmitiatives at the national, regional, or local
level. The indicators are not formulated in a whattreflects these differences. The same can be
said for figures on the population reached, so A¥Maces similar validity problems. There is more
consensus on the validity of the indicators conogrthe level of awareness (AWA.2) and related
trends (AWA.3), although doubts exist on whethegsth indicators can apply to areas whose
specific information requirements can hardly betesgal by means of a survey. It is believed that
careful qualitative analysis would be requiredhaedge cases.

Evidence from the Case Studies — Feasibilityere are also fairly diverging patterns about the
feasibility and availability of such data. Indeeshme MS invest heavily in the collection and
analysis of these data, while others do not congfde task as a policy priority part, and therefor
take little action, if any.

Summary Judgmenindicators on communication and dissemination &t are not considered
particularly reliable for monitoring policy uptakeand represent a poor substitute for more
gualitative and in-depth case studies that woulddtter able to provide a realistic description of
developments. Indicators about level of awarenessng the population are more extensively
employed and deemed useful for policymaking purpobat require a comprehensive package of
data, cross-checking between different subseteggandents and different control questions, in
order to come to robust conclusions. Moreover, {hese notable feasibility problems in a number
of countries where substantial efforts would bedeeeto collect the relevant data. That said, they
have a potential to signal the evolution of polugtake over time (high sensitivity), and can
reasonably be considered as lead, although caniddeaning if delivered only as figures, with no
further qualification. In conclusion, these typdsiraicators can be extremely valid for relevant
policy monitoring purposes, but only if analysed dombination with an appropriate set of
complementary information.

2.4 Policy Implementation — Institutional Aspects

Indicators about the actual policy implementatidrage can be divided into two main groups: (i)

indicators about institutional and organisationshexts that look at the preconditions for policy

action; and (ii) operational indicators strictlyegxing. Assessing whether the basic conditions for
policy delivery are in place is possible througtoanbination of indicators about the actual funding

of policies [FUND indicators]; other relevant judgnt criteria is conveyed by the existence (i) of

lead agencies acting as a multiplier of relevantiodological information across the health system
and/or (ii) of entities entrusted with coordinatipglicy implementation nationwide and acting as a
focal point for European institutions. Other indaa on the existence and size of relevant networks
or on the introduction of procedures may also teveant.
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2.4.1 FUND - Indicators about Funding of Policies

FUND.1 Total Budgeted Funds in a Given MS to Spealify Implement a Given Policy in Absolute or Rigle
Terms

FUND.2 Total Public Expenditure to Specifically Ilmment a Given Policy in Absolute or Relative Terms

PHP.FUND| Total Public Health Programme Financingn@utted to Implement a Given Health Policy

STR:FUND | Total Structural Fund Financing Committedmplement a Given Health Policy

One of the horizontal principles of the EU Healtinaggy is the economic dimension of health
policies, and in particular their positive economaturns on society. Indicators about the fundihg o
health policies make these assessments possilde.iglicators can be of two main categories: the
first on commitments and budgeted funds (FUND.1§l dhe second on actual expenditure
(FUND.2). Ad hoccategories can be introduced per origin of furts specific indicators may be
developed on, for instance, the amount of EU stimatfunds devoted to a given policy area, on the
policy-specific shares of Public Health Programmmmds or any other specific programme
considered relevant.

Relevance for EU PoliciesIindicators about the funding of health policies monitor MS
commitment to policy uptake remain so far an exoepind have been recently proposed mainly in
the field of rare diseases, HIV/AIDS, and alcohabications for MS to increase the use of the
funding opportunities offered by the EU cohesiod atructural funds have been given repeatedly
in several EU policy documents on health inequeijtimental illness and cancer, but have never
materialised in a dedicated indicator, except & ¢hse of health inequalities. Generic requests to
ensure the availability of funding have been forabedl also in other areas (e.g. antimicrobial
resistance).

Concrete Examples of Availability from SecondaryrSes.For the time being, there are limited
OECD data available on the national funding of @es with a sufficiently detailed breakdown by
sector; difficulties ariseinter alia, due to data classification and comparability pepis. Data on
the breakdown of EU structural funds by broad poéiceas is recorded by DG REGIO. Data on the
PHP national and sectoral breakdown can be madyg awailable by DG SANCO.

Evidence from the Case Studies — ValidWWhen tested in both the field of cancer and patient
safety, some reservations arose on the validityrmding as an indicator of policy uptake; common
concerns revolve around plausibility issues (L.evauld be difficult to make a clear-cut distingtio

of funding assigned exclusively to a given area) significance (e.g. low monetary values would
tend to penalise those who use resources mordeetfi). More specific and better focused
indicators such as STRU.FUND could be slightly meaied; if reformulated, they could convey at
least a rough idea of administrative and absorptapacity.

Evidence from the Case Studies — Feasibilitye feasibility of these indicators appears soméwha
limited due to the widespread lack of availableadatd the difficulties in classifying expenditure
on a policy basis, and allocating the cost of humesources and overheads accordingly. In
countries where this was attempted, dedicated etudiere carried out on a sample basis and
variance in results is far from giving anything 8anto standard costs.

Summary Judgmenior the time being, FUND can still be consideredhgmtentially misleading
and not sufficiently sensitive family of indicatprearred by some feasibility problems and as such
their ranking is rather low in the hierarchy of pilde priority indicators for the EU Health Polisie

A more positive assessment is currently possibteséone of the policy-specific declinations of
these indicators (e.g. STR.FUND), although thelewvance is still limited; overall, they can be
retained as secondary indicators. In prospectivese however, should their future availability
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under the OECD programmes improve and should datendre systematically accompanied by
cost-effectiveness or efficiency evaluations, FUB&uld represent primary indicators to monitor
changes in policy uptake over time. In strategimtethis could be an area deserving expansion in
future versions of this framework for indicatorglan related EU policy recommendations.

2.4.2 ORG - Indicators about Clearly Defined Institonal Responsibilities

ORG.1 Number of MS that Have Identified a Body Rewible for Policy Coordination / a Focal Point

ORG.2 Number of MS that Routinely Interact with &pean Institutions on a Given Policy by Means aWall
Identified Institution

ORG.3 Number of MS for which a Centre of Expertisatrusted with Disseminating Best Practice in ae@i
Policy Area Can be Officially Identified

From an organisational and institutional viewpoipglicy coordination can have three main
dimensions: (i) there can be a body clearly resipmdor strategic planning and for overseeing
policy implementation at national or other releviavel; (ii) in highly decentralised systems, there
can be at least one focal point responsible farauting with EU and international institutions and
for collecting data from and disseminating inforimatto relevant regional and local entities; and
(i) there can be a technical body playing theerof the centre of expertise and disseminating best
practices in a given policy area across the hagtem.

Relevance for EU Policie&U policy documents so far have rarely had an ewphstitutional or
organisational component. There have been reqtestssignate a national coordinator for global
health matters, to establish national focal polatsobacco consumption control, and to designate
competent authorities for patient safety. A geneegquest to focus on capacity building was
formulated in the field of HIAP.

Concrete Examples of Availability from Secondaryur€es. The WHO regularly monitors
compliance with the requirement to establish alfpoant and the EU implementation report on
antimicrobial resistance provides data on orgaiosal issues. Various studies on HIAP have
explored the importance of the governance dimenisidime dissemination of best practices.

Evidence from the Case Studies — Validitye to its potential relevance across the boaall d&U
health policies, ORG indicators have been testeboth HIAP and patient safety and have been
found extremely valid. Main reservations relateddBG.3 indicators because any such mandate
could go against competition in the provision ohsualting services; while other reservations also
concerned the fact that ORG.1 might be underst@odnaendorsement of a given organisational
model.

Evidence from the Case Studies — FeasibiRG indicators have been found easily feasible and,
at most, only in need of some terminological cleafion on what should count as centres of
expertise.

Summary Judgmenflthough with some qualifications on the termingtotp be used, ORG
indicators can be considered as extremely valid smtesentative of the underlying policy
development stage. In this respect they could Iosidered as primary indicators, given that they
are a good proxy of policy uptake that could evaliyube extended to all policy areas. In
particular, ORG.2 could be a good proxy for theuedtU policy documents may add in shaping the
policy debate at the MS level. It was found thas ttends to correlate with the existence of
institutions and procedures to disseminate infoionaacross the health system from the national
level, responsible for interacting with EU instituts, to the regional and local administrations. If
complemented with data on the availability of hunmasources or funds, these indicators could
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have some good sensitivity in tracking changefi@lével of policy uptake and could possibly be
considered as lead indicators.

2.4.3 NET - Indicators about Networks and Networkjin

NET.1 Number of MS that Have Created a Networknstitutions to Implement a Policy

NET.2 Number of MS Networks Participating to a &ean Network

NET.3 Number of MS Entities Included in NetworksAhsolute or Relative Terms

The network dimension and related economies ofescah be one of the major components of
European added value in the field of health poli€kis can be roughly measured along three
dimensions: (i) the existence at the MS level dfwoeks in a given policy area (NET.1); (ii)
participation of such networks to broader Europeatworks (NET.2); and (iii) the size of such
networks in terms of the number of relevant ergitrevolved in absolute or relative terms (NET.3).

Relevance for EU PoliciesNetwork indicators so far have been marginallgduand have been
proposed in those policy areas where the searobctfmmomies of scale is more evident such as rare
diseases and organ donation and transplantatiorfaanitlealth surveillance systems that require
adequate networks of antennae on the territoryetaldbe to function at full capacity and effectively
(e.g., CRBN, patient safety, etc.).

Concrete Examples Available from Secondary Sourtlsre is information easily available on
health surveillance networks. Some secondary datde indirectly available on networks financed
under the PHP programmes in the same areas (NENh@)actually MS patrticipation in European
networks is an indicator envisaged in the PHP irhpasessment as a proxy for the capacity of the
programme to involve as many MS as possible.

Evidence from the Case Studies - Validdgcause of their limited diffusion, NET indicatasuld

be tested in the area of patient safety only. Tésmessment of the indicator’s validity is rather
neutraland concerns have been raised on the limited gignife of the term “network” per se,
which can lend itself to several interpretationsd @n the fact that it could be fairly easy to find
formally existing networks, although in practiceamber of them may not be truly operational; as
a consequence, they would have little or no impagpolicy uptake and implementation.

Evidence from the Case Studies — Feasibilithroadly understood, the indicator poses hardly a
problem with its feasibility. It is noted that ifrieter and more precise definitions of networkgave
given, the indicator would become more difficultnteasure and compare because of the resulting
lack of homogeneity. However, this only limitedlpnzerns the information needs at a strategic
level.

Summary JudgmeniThese indicators can partly describe a policy dsman such as that of
network. Networking, however, requires a more ipttequalitative assessment of its concrete
operational aspects and hardly allows to be medsuarpurely quantitative terms. The indicators
could at best provide some preliminary idea of climmge with minimum policy implementation
requirements (e.g. the existence of surveillandevorl entities) or at best be used as secondary
indicators for very specific cases to measure therage of target population. Their sensitivity is
however limited, as well as their potential as lewticators.
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2.4.4 PRO - Indicators about Introduction of Procerks

PRO.1 Number of MS/RE that Have Officially Intro@ulca Given Procedure in their Routine Operations

PRO.2 Number of Relevant MS/RE Institutions Commudywith Procedure

There can be some cases in which EU policy uptakebe measured in terms of adoption of
administrative or operational procedures. In amegwely simplified form, this can translate in two
possible families of indicators on (i) whether pdares have been introduced (PRO.1), and (ii)
whether these are being complied with (PRO.2).

Relevance for EU Policie&xamples of procedures relevant for EU health ggberposes so far
have mainly consisted of relatively minor operatibmssues such as quality programmes and
communication protocols with the notable exceptdrintersectoral cooperation in the fields of
HIAP, injuries, antimicrobial resistance and patisafety. So far a PRO indicator (the introduction
of a quality programme) has been proposed just onttee field of rare diseases.

Concrete Examples of Availability from SecondaryrBes.For the time being, examples of PRO
indicators can be found mainly in the field of sasdabout HIAP, with specific reference to the
existence of procedures to ensure intersectorgdaration between different administrations.

Evidence from the Case Studies — Valid#iRO indicators on HIA procedures have been tested i
the case study on HIAP, and an attempt has beer noasee whether this could be extended to
operational procedures in the field of cancer surgg Feedback on validity has been mixed, but
mainly with reference to substantive matters ofuhderlying policies than to the indicator per se.
The overall usefulness of PRO indicators seem dichior strategic purposes; they rather appear
more suited for performance reviews.

Evidence from the Case Studies — Feasibifty.expected, while PRO.1 appeared all in all fairly
feasible, PRO.2 indicators face the need to estaldi benchmark against which compliance is
assessed. Classification issues inevitably ensue.

Summary Judgmenthese appear as rather marginal indicators botierms of policy areas to
which they can potentially be applied to and ohgigance within the single policy areas. They can
be secondary indicators in very special cases wlHereinstance, the adoption of a common
communication protocol is a significant part of teeropean added value and in this respect they
could complement the NET indicators above. Howegenerally speaking, PRO can be considered
only hardly relevant for Health Strategy purposes gualitative studies would be needed to
capture the nuances of more complex situationd) ascintersectoral cooperation where concrete
behaviours are not necessarily formalised in afig@rocedures and common indicators would
suffer from substantial definition problems. Moreovthey are poorly sensitive and tend to be

lagging.
2.5 Policy Implementation — Operational Aspects

The assessment of the degree of policy uptakeenatipnal terms can be fairly straightforward and
can be judged through a combination of the exigtesfccertain policy delivery mechanisms in a
given country, and information on the populatiortually reached by the intervention [DEL
indicators]. When regulations are at stake, indisashould investigate the level of enforcement
[POL indicators]. Other judgement criteria can lepresented by the availability of sufficient
technical means and equipment [CAP indicatorsinweestment in human capital as the share of the
relevant healthcare workforce undergoing trainingaay given subject [TRAI indicators].
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2.5.1 POL - Indicators on Enforcing Compliance witRegulatory Provisions

POL.1 Number of Controls Made in a Given MS on $petegislation / Self Regulation in Absolute oeRtive
Terms

POL.2 Share of Positive Controls of Regulatoryingement on Total Number of Controls on a Giveridjohrea
in a Given MS

POL.3 Share of the Population Agreeing to Beingj&etbd to Controls for Health Policymaking Purposes

As a complement to the indicators on modifying héhirs by means of legislation or codes of
self-conduct, there are obviously indicators on tbese provisions are actively policed and their
impact on the population subject to controls. Thess include indicators on the total number of
controls carried out (POL.1) or on the number dodifpee controls (POL.2) or on consensus about
these policing activities in the total potentialget population (POL.3).

Relevance for EU Policiedleedless to say, such indicators have been mainpoped in the past
in the field of tobacco and alcohol consumption aelkhted data that are often published in the
related implementation reports. Eurobarometers samerces of information on POL.3 at the
European level.

Concrete Examples of Available IndicatorExisting reports on both tobacco and alcohol
extensively elaborate on POL indicators, although mecessarily with homogeneous degree of
coverage and usually with very limited data on FOL.

Evidence from the Case Studid®mne of the case studies selected for this exetergeitself to
testing POL indicators.

Summary JudgmerROL appears second best when compared to othersydim reason being the
gualitative differences in how controls are perfednthese differences would add to the pre-
existing specifics of the national regulatory psions, so that POL.1 and POL.2 indicators could
hardly be made comparable across MS. However, lgwy themselves well to complement, as
secondary indicators, the LEG indicators above ey tprovide lagging but quite sensitive
information on how the degree of policy uptake ¥x@sed over time. Their relevance as standalone
indicators for overall strategic monitoring purpeskeowever, appears rather limited.

2.5.2 DEL - Indicators on Delivering Specific PolfcActions

DEL.1 Population Reached by Policy Delivery Medkars in a Given MS in Absolute or Relative Terms

DEL.2 Number of MS/RE Complying with the SeveralsBible Relevant Features of Policy Implementation
Modalities Stated in the EU Documents

DEL.3 Number of Significant Initiatives UndertakenSpecifically Deliver Policy

These indicators concern the sector specific agtM8 are requested to implement in the different
policy fields. It is worth noting that EU policie® not call for concrete actions in all policy aea
either because policies are still at an early dguekent stage and focus on research, principles or
institutional aspects, or because they are defingdrms of objectives to be achieved in terms of
health outcomes and impacts, and the definitioth@imost appropriate actions in the given context
is left to the MS themselves. Being sector specifdEL indicators are inevitably highly
heterogeneous and can be grouped into three méagasees: (i) indicators on the population
reached/covered by the requested action (DEL.1);c@mpliance of actions with qualitative
features outlined in the EU policy documents, iy §DEL.2); and (iii) the number of initiatives
undertaken, if applicable (DEL.3).
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Relevance for EU PoliciesSpecific DEL indicators have already been propdsed number of
policy areas, including health of the elderlycillidrugs, patient safety, cancer, organ donatrmh-a
transplantation, vaccination, alcohol and antinbab resistance. However, the number of policy
areas envisaging the delivery of specific policiiats is actually higher and includes also nutnitio
and obesity, mental health, HIV/AIDS and CBRN.

Concrete Examples of Available IndicatoREL indicators are extensively dealt with in @lavant

EU implementation reports. Their availability az@edary sources basically depends on whether
and when an implementation report is due. There bmmproblems of consistency over time if
underlying definitions change even slightly.

Evidence from the Case Studies — Validitf£L indicators have been tested with referenceotb b
patient safety and cancer screening. Feedback loasesting in these two policy areas has brought
to diverging results. While DEL.1 unambiguously egrs as a highly valid indicator, the validity of
DEL.2 and DEL.3 seems to depend on the degree tchvwthe underlying policy is perceived as
actually standardised according to well-defineddhemarks or still requires substantial qualification
of related implementation modalities.

Evidence from the Case Studies — Feasibityice validity of DEL indicators appears to depend
consensus on definitions and benchmarks, the anmfuetfort required to make them available
varies accordingly, as controversial definitionswdorequire substantial reclassification effortsl an
research work. So when DEL indicators appear n&d\they are also generally considered as
poorly feasible.

Summary JudgmenDEL indicators when available and agreed upon shdd considered as
primary indicators to report on policy implementatiat the strategic level, also because of their
ability and sensitivity to track progress in impkemiation over time, although they remain in this
respect lagging indicators. When they are not albbel this can be considered as an indication of
lack of consensus on implementation aspects asdch cases qualitative studies and evaluations
are better equipped to capture real progress inypoptake.

2.5.3 CAP - Indicators on Ensuring Technical Cap#gi

CAP.1 Number of Entities Compliant with Given Equient Requirements and Technical Standards in anGi&

CAP.2 Number of MS/RE in a Position to Ensure Sigfit Availability of Consumables to Enforce Patigi

CAP is to capture specific technical capacity regments that can be variously articulated in terms
of needs for equipment, compliance with given técdinstandards (CAP.1) or availability of a
sufficient quantity of consumables to allow smodatperations (CAP.2). CAP indicators are
basically a combination of FUND, NET and PRO intlica in their declinations specifically
concerned with technical or operational issues.

Relevance for EU PoliciesThis is a rarely used category of indicators, idtreed to reflect
provisions often found in health threats-relatedtuoents (e.g. preparedness planning, CBRN,
antimicrobial resistance) concerning the availgbihf laboratory capacity, procedures or materials.
However, a similar indicator has not yet been puawérd by any EU document.

Concrete Examples of Available Indicatog example of data for such indicators could benébu
in the review of secondary sources carried outHisrexercise.
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Evidence from the Case Studies — ValidBAP was tested with reference to the technical
procedures envisaged in the cancer screening Gwedelwhich gave fairly neutral results because
of the Guidelines’ non-mandatory nature; some regeEms exist on the usefulness of this
information for policy monitoring purposes.

Evidence from the Case Studies — Feasibilifpnitoring the level of compliance with technical
standards and requirements appears fairly straigiird and generally poses little feasibility
problems, when reference benchmarks are clearijaala

Summary JudgmenitVhen technical standards and requirements ard\yckgaelled out, the CAP.1

is probably worth maintaining and merging in the TNEategory as a lagging and secondary
indicator with some sensitivity. CAP.2 appears ajubus if not linked to a benchmark and, at any
rate, it should be supplemented with qualitativpegkassessment.

2.5.4 TRAI - Indicators on Training Activities

TRAL1 | Number of MS/RE that Have Carried Out TramiCourses on a Given Subject for Their Healthgare
Personnel

TRAI.2 | Total Number of Trained Healthcare WorkensaoGiven Subject

TRAI.3 | Resources Made Available for Training in &véh Field in Absolute or Relative Terms

TRAL4 | Number of MS/RE that Have Introduced a Subje Relevant Curricula

A number of well-established indicators have beevetbped to monitor training activities. For the

purpose of this exercise, four main aspects camdidighted: (i) whether training courses targeted
to healthcare personnel are provided (TRAL1); ihether it is possible to track down the total

number of personnel receiving training on a sub{&&Al.2); (iii) the amount of resources made

available for training (TRAL3); and (iv) whethergaven subject has been included in educational
curricula (TRAL.4).

Relevance for EU PolicieSo far, TRAI indicators have been proposed in idle of antimicrobial
resistance and patient safety where healthcaremaesskills are key for policy success. However,
the number of EU policies with a training componenimuch higher and includes Alzheimer,
tobacco, alcohol, mental health, illicit drugs, camn rare diseases, injuries, HIV/AIDS, vaccination
CBRN and telemedicine.

Concrete Examples of Already Available Indicatdngormation on training programmes has been
included in the implementation report on antimicabbesistance.

Evidence from the Case Studies — Validiihe indicator was tested on both patient safety a
cancer screening and its validity appeared coeélad the perceived importance of the overall
training component on ultimate policy success.dswuggested that the indicator could be biased,
putting too much emphasis on specialised coursésetdetriment of more general courses dealing
with a number of different specific subjects.

Evidence from the Case Studies — Feasibilitya number of countries the health training eysts
so decentralised that the feasibility of TRAI iratiars is not to be taken for granted unless a major
data gathering effort is undertaken.

Summary JudgmenT.RAI indicators can be very valid and appropriatespecific policy areas
thanks to their good sensitivity and lead naturedanerally pose feasibility problems and should
be commissioned on ad hocbasis. They can be justified when a data gathexystem is already
in place for specific policy monitoring purposesi lare otherwise unpractical and not particularly
recommendable as broader EU Health Policies inalisat
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2.6 Feedback on Policy and Learning Mechanisms

Compliance with data harmonisation requirements RHidicators] is a precondition for any
evidence-based cross-contamination of experiencdgeaEuropean level and it allows for mutual
learning to take place. Harmonisation can be judgteer with reference to the number of MS in a
position to feed data to the relevant EU indicatatabase, or by means of an expert judgment on
the degree of compliance reached combining quiaktatnd quantitative analysis. Availability of
the relevant registries in the different MS and fthet of having in place consistent classification
mechanisms would be a precondition for harmonisatikrogress reached in processing feedback
on policy and related learning mechanisms can tgegd through a combination of criteria ranging
from the availability of evaluation reports [EVAhdicators] on a given policy subject or of a fully-
fledged evaluation programme funded with adequeseurces, to the capacity of contributing to
the existing European policy cross-contaminatiottiatives by proactively providing relevant
examples of best practices and information [EXCidatbrs], to compliance with reporting
requirements envisaged in the EU policy documeREH indicators].

2.6.1 HAR - Indicators on Data Harmonisation

HAR.1 Number of MS Providing Homogeneous DatehtoRelevant EU Health Indicator Database

HAR.2 Number of MS Deemed Compliant with Data Conapdity Criteria based on Expert Assessment

HAR.3 Number of MS that Have Put in Place SpecialgiBries When Requested / Number of Registries
Established

HAR.4 Number of MS that Have formally Aligned Thdrata Classification Systems to Standardised Given
Procedure® (e.g. ICD10, etc.)

One of the preconditions for exchange of best prestand policy discussion between MS is that
the underlying data on the given policy issue aféicgently harmonised to represent a common
basis for comparisons. Depending on the policies tlata harmonisation requirement can be
measured across several dimensions. A possibleaitwdiis the number of MS that can provide

harmonised data to a common database (HAR.1)jlorgféhat, the number of MS that can provide

data complying with commonly agreed standards baseaccepted expert opinion (HAR.2). Data

harmonisation may require that registries are éisteddl based on common standards (HAR.3), or
that national classification schemes are modifismbeding to predefined standards (HAR.4).

Relevance for EU Policieslnsurprisingly, given the prevailing nature of Eoean added value in
EU health policies, HAR-type actions have beemiified in a number of EU policy areas ranging
from tobacco, alcohol, and mental health to illidtugs, cancer, and rare diseases and
encompassing also organ donation and transplantatijoiries, HIV/AIDS, antimicrobial resistance
and patient safety. However, HAR indicators havenbexplicitly proposed so far in a much more
limited number of cases and basically only in treddé of Alzheimer, illicit drugs — indeed,
developing comparable indicators has representsabatantial part of past policy efforts in this
area —, HIV/AIDS and rare diseases.

Concrete Examples of Already Available Indicatdraplementation and EMCDDA reports on
illicit drugs and drug policies have probably reymeted the best available sources of such
indicators in the period under consideration and resent a benchmark of how they can be
implemented.

22 This indicator is very similar to HAR.2, but whitae latter focuses on ultimate outcomes, HAR.4téiritself to
procedural aspects, irrespective of how they haenlactually implemented.
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Evidence from the Case Studies — ValiditpR indicators have been tested in both patierdtgaf
and cancer screening and have generally been nsedgas highly valid indicators.

Evidence from Case Studies - FeasibiltlAR indicators appear to pose little feasibilitypplems
as they are generally based on easily availablehvearks.

Summary JudgmertlAR indicators aptly lend themselves to capturewéomponent of European
added value in policies based on exchange of besitipes; as such, they appear relatively
underutilised in current Commission practice. Givédreir relative feasibility, they can be
considered primary indicators for EU strategy manirity purposes, but they have also some limited
sensitivity capacity to track down small changegaticy over time; they are lagging indicators as
they can be used for data collection on past paleyelopments.

2.6.2 EVAL - Indicators on Monitoring and Evaluatio Practice

EVAL.1 | Number of MS/RE that Have Carried Out Evdioas / Cost Effectiveness Assessments of theiciesl

EVAL.2 | Number of MS/RE where Policy Has Been Stréaed / Modified as a Result of an Evaluation Exsed
Cost Effectiveness Assessment

EVAL.3 | Number of MS/RE that Have Put in Place at8ysof Indicators to Monitor Policy Implementation

Another key element of European added value basatieexchange of best practices is that MS
can monitor and evaluate their own policies andntadly modify them basednter alia, on
learning from evaluation results. This can be dkaticout in three categories of indicators: (i)
indicators on MS ability to evaluate the effectiges and cost-effectiveness of their own policies
(EVAL.1); (ii) indicators on the existence of evide that these results have been fed back into the
policymaking process and informed subsequent polatyng, by means of formal documents and
Government reports or the like (EVAL.2); and (iidicators on the existence of a domestic
monitoring system able to track policy developmeyptmeans of a set of indicators that can be
commonly agreed at the EU level or devised on maltbasis (EVAL.3).

Relevance for EU PoliciesMonitoring and evaluation requirements have beerluded in a
number of EU policies, such as HIAP, tobacco, tiotriand obesity, alcohol, mental health, organ
donation and transplantation, injuries and HIV/AlD®wever, a specific EVAL indicator has been
proposed only in the field of rare diseases withaerowly defined scope and purpose (i.e. health
technology assessments carried out to measurefficacg of treatments) and in the field of
HIV/AIDS.

Concrete Examples of Already Available Indicatdd& SANCO provisions have never envisaged
that the evaluation of European policies shouldhbeompanied by evaluations carried out at the
national level, and therefore such indicators ao¢ wsually available. In certain areas (e.g.
antimicrobial resistance) data exist on MS thatehaut in place a system of indicators and
therefore presumably also a monitoring system. Datéhe existence of monitoring systems can
otherwise be indirectly inferred from the availalyilof DEL indicators (e.g. geographical coverage
of cancer screening).

Evidence form the Case Studies — Validkieedless to say, EVAL indicators have generally
appeared as highly valid proxies for the level ommitment to a given policy in the different
countries, there are reservations on the factalieedback mechanism as that envisaged in EVAL.2
can be captured by a quantitative indicator, asight require a more qualitative and nuanced
assessment.
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Evidence from Case Studies - FeasibiliBVAL indicators appear as highly feasible with the
notable exception of EVAL.2 for the reasons exmdinabove. EVAL.2 would require a
considerable research effort.

Summary JudgmernEVAL indicators appear particularly valid and, tdger with HAR indicators,
can capture a key component of European added valp®licies based on exchange of best
practices. As such, they also appear relativelyeuntdised in the current Commission practice,
considering that they have an untapped potentigdfort on changes in the degree of policy uptake
(although with limited sensitivity and only overitplong periods of time and with some delay). In
this respect, they can be considered as laggingatms. Given their relative feasibility, they can
be considered indicators of first choice for EUat#gy monitoring purposes. The suggestion of
expanding the link with Health Technology Assessisiés worth exploring for the monitoring of
future strategy documents.

2.6.3 EXC - Indicators on Sharing and Exchange obly Experiences

EXC.1 Number of MS that Have Contributed their PyplExperiences to the Relevant European Coordimatio
Mechanisms / Conference / Working Group

EXC.2 Number of MS that Have Submitted Examplesthafir Best Practices / Pilot Actions to the Reldvan
European Database /Portal

Exchange of policy experiences in European fora tgapically take place through conferences,
working groups and other coordination mechanism&JH), or by submission of examples of best
practices to databases and dedicated portals (BXC.2

Relevance for EU Policiedndicators about sharing and exchange of expereehege not been
proposed yet, although related provisions are eitlglimentioned in most EU policy areas, both
horizontal (“shared health values”, “health is treatest wealth” and “global health”), as well as
vertical (Alzheimer, health of the elderly, tobacewtrition, illicit drugs, cancer, rare diseases,
HIV/AIDS, preparedness planning, CBRN, patient saésd telemedicine). For practical purposes,
EXC could even be considered an implicit provisidmll policy areas.

Concrete Examples of Already Available Indicatéihough in a number of cases the underlying
data could be easily available, none of these atdis was found published in the sources reviewed
for this exercise.

Evidence form the Case Studies — Validi}C indicators could be tested only once and agukar
of limited validity. The main point is that they dot necessarily measure the degree of uptake of a
given policy in an MS, but rather the overall fuootng of the transmission mechanisms of the
body of knowledge developed at the national basithé other EU partners. In this sense, EXC
indicators represent good counterparts of ORG theifformer were focused on measuring whether
there are any procedures envisaged to communit¢hfgiBrities to the national health systems.

Evidence from Case Studies - FeasibilBXC indicators appear as relatively feasible arwalibal
require very limited research effort

Summary JudgmenEXC indicators may eventually represent secondadicators, as they
measure the level of commitment to the open metifatbordinatio® thus providing an indirect

% The open method of coordination (OMC) is a reklfivnew and intergovernmental means of governanceae
European Union, based on the voluntary cooperdbetween MS. It relies on a combination of guiddirend
indicators, benchmarking and sharing of best prastiOMC effectiveness relies on a form of peessanee and naming
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measurement of policy uptake in a broad sense. iBHiCators are relatively feasible. According to
desk sources, their sensitivity to capture tremdscommitment to policy uptake over time is
however limited and they are lagging, rather theading.

2.6.4 REP - Indicators on Reporting on Policy Imphentation

REP.1 Number of Required Items on which MS adedy&®eport to the EC about the Progress Reachebein t
Implementation of Their Policies

REP.2 Availability of Reports or parts thereof dretProgress Reached in Implementing Policies Quntai
Information Not Shared with the EU

Not all EU health policy documents include explipiovisions requiring MS to report back on
policy implementation, but if such a requiremenisex the number of complying MS (REP.1) is a
possible policy uptake indicator. The exercise dsaught to light the possibility of testing the
validity and feasibility of indicators on the exaste of policy monitoring information, commonly
used for internal purposes and therefore not relytishared at the European level (REP.2)

Relevance for EU Policielthough the existence of reporting provisiondreguently found in
Commission policy documents (e.g. tobacco, alcataicer, rare diseases and vaccination, to name
but a few), indicators about compliance with thisyision have not been proposed yet.

Concrete Examples of Already Available Indicat®®&P.1 has never been published, but can be
easily calculated based on the EU implementatiporte that have been published so far. REP.2 is
also not publicly avaialble

Evidence from the Case Studies — ValidRgP.1 appears as a fairly valid indicator, althoiiglan
become slightly ambiguous when data are provideg with a partial geographical coverage
because they are not available at all regionabcalllevels. REP.2 would appear of more dubious
validity and more liable to be interpreted subjesiy.

Evidence from the Case Studies — FeasibiREP.1 is highly feasible; the same can’t be séid
REP.2 which would requirad hocresearch into the information shared and the sbararties.

Summary JudgmenREP.1 can be used as a secondary indicator d@étrsensitivity and lagging
nature, with the caveat that the reasons for MScaotplying with reporting requirements may be
different. Failing to report is not necessarily daoghe fact that nothing has been done with regard
to a given policy area; alternative reasons mayelseurce or time constraints or the need to deal
with and report on other more pressing mattersetii repository of MS monitoring reports is
established, investment in REP.2 does not seenhlwgteffort.

and shaming, as no MS wants to be seen as the-penfstming in a given policy area. Generally, ©@®IC works in
stages. First, policy goals are agreed upon. SégoMB transpose guidelines into national and regiopolicies.
Following transposition, specific benchmarks ardigators to measure best practice are agreed pallysiresults are
monitored and evaluated.
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3. RESULTS OF THE CASE STUDIES

Introduction. This chapter summarises the findings of the tluase studies on HIAP, Cancer
Screening and Patient Safety. Each thematic segtiomdes a summary background to the EU
policy concerned, then reports factual evidencethendegree of policy uptake reached and the
specific role played by the EU policy documents the process. A review of the main
implementation issues (i.e. perceived obstacldgwis. Finally, existing monitoring and evaluation
provisions at the national level precede the prasiem of validation results. These are descrilped i
more detail, indicator by indicator, in the Appeset to this volume, while Volume Il — Annexes
explore the Country case studies in full length.

3.1 Health in All Policies (HIAP)
3.1.1 Background — the EU Policy

Thecore concepof Health in All Policies (HIAP) istb examine determinants of health, which can
be influenced to improve health but are mainly oofeéd by policies of sectors other than
health”®*, building on the 1978 WHO Alma Ata Declaration whicad introduced the concept of
intersectoral interventionshe subsequent Ottawa Charter (1986) introducedidbien of making
policies accountable for health impact, leadinghte development ofiealth impact assessments
(HIA) as a policy tool to measure impact. As of 200 P vas integrated in mainstream European
policies. The EU policy objectives in the field dfAP were first spelled out in the 2006 Council
Conclusions on HIAP urging MS to increase the Viigyoand value of health in the development of
their legislation and policies also through heattpact assessments. The HIAP agenda is expressed
in terms of commitment to broad principles, ratliean to concrete operational tasks. These
principles include to:

* develop aknowledge basen health and its determinants, trends in thend ian health
inequalities;

» reflect in policy formulation and implementationetladded value of cooperatiobhetween
government sectors, social partners, the privattos@and the non-governmental organisations
for public health;

* undertake, where appropriateealth impact assessment$ major policy initiatives with a
potential bearing on health;

e pay utmost attention to the impact major governmgolicies have orequity in health
including mental health, and guarantee necesstosteto tackle health inequalities; and

» focus oncapacity buildingin policy analysis and development for improvedersectoral
policies.

Furthermore, th&U Health Strategyncludes a recommendation for MS to strengtheegiration

of health concerns into all policies, both at MSJ aegional levels, including use of Impact
Assessment and evaluation tools. In the accompgrstaff working paper this recommendation is
further articulated in the following termsHIAP approaches will be encouraged and promoted at
all levels [...] with the aim of supporting increasedlersectoral cooperation in the field of health.
The use of HIA and HSIA [...] will be encouraged. Bhéne Health Systems Impact Assessment
Tool, which offers a methodology and backgroundrmhtion on key policy areas in relation to
their interaction with and impact on health systemsl be further developed. This will include

%4 Sihto M, Ollila E, Koivusalo M. Principles and dlemges of Health in All Policies. In: Sthl T, Whsar M, Ollila E,
Lahtinen E, Leppo K (eds), ‘Health in All Policigzospects and potentials’. Ministry of Social Affaand Health and
European Observatory on Health Systems and Pqlidigsinki, 2006, pp. 3—20.
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adding further assessments of policy areas ancediggating the Tool at EC, national, regional
and local levels to make it available to peopleegseng new initiatives which may have an impact
on health systems. Opportunities for using postdnaiuation to support the integration of health
into other policies will be exploréd.

A solemnMinisterial declarationwas then signed iRomein 2007 to reiterate commitment to the
HIAP principles (see Box 3.1 below).

Box 3.1 - The Rome Ministerial Declaration on Healtt in All Policies

The signatory EU Ministries declare their commitirien

e Consider how to actively meet the challenge to enmnt health-conducive policies with a clear added
value for the health of the people living in ther&aean Union by conducting targeted projects aad
for action, thus exemplifying the benefits of Healh All Policies approaches, and to select fos thi
purpose — and for exchange of best practice —dbpiccas with intersectoral interference and a
potential to improve health;

e Strengthening multi-sectoral approaches and presesisEuropean, national, regional and local lelvgl
which the public health impacts can be effectitaken into account in all policies;

* The intensification of collaborative efforts amotigemselves and, as appropriate with the European
Commission and the World Health Organisation ireoitd speed up the elaboration and implementation
of health-conducive policies in other sectors,udatg gender policies and equal opportunities;

 The strengthening of the use of HIA, where appaipri and promoting the use of availaple
methodologies at European, national, regional amalllevel, and integrating them in other already
existing assessment frameworks.

Express their willingness to contribute to incogtorg health concerns in other policies at all Isvand to

work together at European level in cooperation whh European Commission and with the WHO Europe to

» Contribute to regular reporting about developmessHealth in All Policies and consequences |for
improving the health status in all EU Member Stated addressing health determinants. To this
feasibility of establishing an IT Network and othemmmunication tools to share best practice
addressing health determinants and to monitor iieBvrelated to Health in All Policies should pe
considered:;

» Encourage the use of health impact assessmentjof pdicy initiatives;

» Consider the use of the on-line Health System Iihpasessment Tool which offers a methodology and
background information on key policy areas in ielatto their interactions with and impact on health
systems, in order to make it widely accessible ianMer States, and to do so with an interactive
approach that would make possible the validatiotinisfmethodology;

* Undertake a major effort within member States &rtelhlevel to effectively address health determiaa
reaffirming their commitments to EU strategies gdicies on tobacco control, nutrition and physical
activity, alcohol-related harm, drug dependencejtaiehealth, occupational health and safety, heaith
environment, health and migration, healthy agem@venting accidents and injuries, and addressing
issues related to sexual health;

e Agree to improve further, at national and EU letleé research and information base for these tiesy
building upon the work undertaken in these aredBérpublic health and research fields;

 Agree to assess the possible need for strengthemfinglealth in All policy implementation, b
considering the need foimter alia, strengthening of public health expertise andamati surveillanc
mechanisms, as well as common understanding adifiesent sectors through intersectoral networks,
processes and mechanisms;

e Commit to preparing analytical reports on key Healeterminants as well as good practice

determinants so produced would support and helpldping policy responses at EU and national levels,

% Commission Staff Working Document, Document accanying the White Paper ‘Together for Health: A &tgic
Approach for the EU 2008-2013’, SEC(2007) 1376
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and would also provide an invaluable database ofigaractice on policy options to address specific
determinants;

» Establish a systematic and sustainable framewarkpasing skills and know-how development with the
aim to increase the capacity of Ministries of Heait advocate, negotiate, implement and evaluasstii
in All Policies approaches within given Country texis. Close collaboration with the European
Commission, the WHO Regional Office for Europe aftfter International Organisations relevant ts thi
domain should be pursued to ensure efficiency aedadl consistency of efforts.

3.1.2 Uptake of EU policy in MS

Key facts. Fieldwork findings would suggest that the HIAP aggarh has generally lost momentum
since the EU Health Strategy was approved. Vetle Iprogress could be recorded in all MS
concerned, and HIAP implementation has remaineddbyocharacterised by series of localised
experiences often fragmented and dissimilar in nature. In sooountries there is also some
evidence of HIAP having become a politicised issu#h increasingly diverging views between
political parties on its real usefulness and vdaremoney, especially in the light of the time and
resources needed for its implementation, and egadlly disruptive effects on the policymaking
process. Accordingly, in some cases HIAP changedti#itus from a positive to a negative priority
following turnover in regional and national goveremis.

On the other hand, there are alpeeliminary signs that HIAP could become increasing

institutionalisedin the policy debate of all four MS, and in pautar:

* HIAP as a subject on its own has now enteredithé 2011-2013 Italian Healthcare Plathe
cornerstone health programming document in thetogun

* in France théNational Committee on Public Healttas recently endorsed as part of its agenda
the identification of possible ways to facilitateetassessment of possible impact on health of
various government policies;

» arevival and further strengthening of the rolehefNational Steering Group for Public Health
as a body responsible for HIAP coordination atrthgonal level, has recently been proposed in
Sweden;

* HIAP is reportedly one of the possible pillars loé tcomingPolish Law on Public Healtithat
should become the reference law for reforming thieli® Health system.

HIAP uptake in all four MS is characterised not dgncrete operational achievements, but by
declarations of commitment to HIAP at various stagépolicy development. Policy declarations
notwithstanding, reservations still exist on thateffectiveness of HIAP, and in particular or th
need to establish routine HIA procedures, in cotioeavith concerns that the costs associated with
this additional procedure may outweigh its benefits

Finally, it is noted that proposals for the taxatiof junk food or of sugar in drinks — that are
deemed broadly in line with the HIAP philosophy ave been formulated and have entered the
policy debate in some of the four MS consideretgrofvithout recurring to HIA or intersectoral
cooperation procedures. Thus, some are concerradHiAP could end up becoming a tool to
focus on formal aspects of the debate only, whdeig down decision making on more concrete
issues.

Intersectoral Cooperation. Examples of intersectoral cooperation were founthenframework of
the implementation ofifestyle-based policiege.g. health and nutrition). In other areas, the
existence of such mechanisms also depends on ths&iodi of labour between the different
ministries potentially concerned at the nationalele However, a recognised framework for
intersectoral policy coordination is usualhyissingeven in the countries with a long-standing
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engagement in HIAP (e.g. Sweden). Examples of grats initiatives on amad hoc basis
implemented at the local or regional level on vasitsssues are much more widespread and easier to
be found. But they generally fail to be incorpodate a clearly distinguishable institutional model
or set of procedures as happens in Sweden.

Health Impact Assessment.HIA remains in the majority of cases an instruménked to
Environmental Impact Assessments (EIA) or at ante ramplemented only at théocal
project/programme levelwith very limited instances of transposition bfst methodology to the
policy level. Where intersectoral cooperation and Have been making a slow start, this is due to
scarce familiarity with these instruments as raiwomponents of the policymaking process in the
MS considered.

Additionally, there are still substantial methodptal uncertainties in a number of countries,
hampering the use of HIA in domains not attainingetvironmental policy. With one notable

exception, the various non-ElA-related HIA-like ecises carried out at the regional/local level are
characterised by a notable degree of methodologicidcticism and a lack of consolidated
standards. This might further reinforce stakehadperceptions of HIA as a potentially arbitrary

instrument still lacking the methodological requients for it to be considered technically fit.

On the other hand, the prospects of the Healthtizdmipact Assessment (HEIA) appear relatively
brighter, as health inequalities already rank laghthe agenda of several governments. This avoids
the scorn of perceiving this policy priority asdefully imposed from the outside. Support to HEIA
is justified because this is perceived as an ingnt of immediate applicability for the
policymaking process. HEIA's popularity is also thaowed to the current joint actions on health
inequalities, which are probably a more effectivel dar-reaching medium of communication,
compared with the previous HIA-related PHP projedise latter weren’t generally considered
suitable for concrete policymaking and their usags restricted to small circles of experts.

The influence wielded by EU Policy Fieldwork findings would suggest that the inflaerexerted
by the EU for the adoption of this policy has béented. In particular, a feature common to all the
countries visited is theery limited influence of the EU-funded methodalabprojectsand the very
limited — not to say hardly existent - circulaticglated guidelines have had. HSIA, for instance,
was either unheard of or rejected as unpracticéderfour MS.

In perspective, a most useful information channelld be supplied if the Commission conducted
an evaluation of its own HIA experience and dissetad the results of this exercise, combined
with other evaluations at MS level. In performitngstinformation and dissemination role, the EC
would provide perhaps the most important elemenEwfopean added value. Indeed, if results
revealed positive, it would be easier to overcohewidespreadesistance and scepticism on the
effectiveness and cost-effectivenekthe HIA tool, currently the main barriers toptementation.
The fieldwork allowed to gather some basic evidepcethe extent and implications of EU
influence wielded through different forms of supp@rovided to MS. The key findings are
summarised in Table 3.1 below.

Table 3.1 — EU influence on the policy area

Nature of EU support Key findings in selected MS

Political ‘pressure’ In Italy, the EU White Paper contributed to raise tstatus of HIAP on the poligy

contributing to the agenda, while in France there has not been anypreakure. The main hindrance (in

prioritisation of HIAP in the| France is of a normative nature: adoption of theglicy on HIAP is voluntary. The

health agenda very nature of the legislation (i.e. soft) acts iagaprompt HIAP uptake in France,
where the public health framework is highly regetht In Sweden, pressure by EU
institutions is thought to have contributed consathy to making of HIAP a priority in
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Nature of EU support

Key findings in selected MS

public health. In Poland it is felt that the Coun€bnclusions on HIAP have had an

impact on experts’ involvement in the field of hbahequalities, but have not translated

into any practical steps in the policy making psxe

Adoption of methodologies
developed at the EU level
by PHP projects

In Italy and France most of the EU PHP HIA methodats have gone large
unnoticed. Most of the local-level initiatives camted to varying degrees to HIAP th

have been implemented in France so far are basiaer @n customised methodologies

or on methodologies borrowed from other countrigsd( especially Switzerland an
Canada — Québec). Anecdotal evidence from fieldwetidwed that better disseminati

of the output of EU-funded projects at regionaldlolevel would be greatly appreciated

by policy-makers. In Poland, methodologies devetbpt EU level (notably HIA) ar

under discussion, but they have not been followpdon concretely. In Sweden, the

share of HIAP methodologies that have been adopiedvay of PHP projects i
significant.

Support to the
dissemination of HIAP
approaches and methods
that were already a priority
in your country

The dissemination of jointly agreed HIAP approachad methods has been slow
Italy. In France, the primary HIAP-related concare health inequalities. In this respe
greater dissemination/promotion of EU work (espgci&lEIA) would be strongly
aligned with French priorities. With respect to HlIA relevant initiative to discus

approaches and methodologies and involving DG SAN@@the relevant ranks of the

MoH was organised in 2010. The EU involvement defin strengthened HIAP relate
initiatives that were already ongoing in Sweden.

Advisory/technical support

Italian regions have eleped their own HIAP guidelines independently Fiance, at
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local/regional level most of the advisory/technisapport comes from networks e.g. the

ESPT and th&/illes Santé EU technical support to HIAP is perceived as mali with
possibly the sole exception of the EU-funded pitol#ETERMINE, in the field of health
inequalities. In Sweden, EU added value varied m@iog to the support mechanism

provided by area of activity. In Poland, advisonydatechnical support as well as
exchange of experiences have not been sufficidns i partly due to the fact that the

it

relevant authorities have not been proactive. Rstance, Poland has never requested

any support from the EU in the HIAP field, and whihealth policy experts hay
identified interesting models in Finland and Britano step has been taken to replig
them.

Support to convergence of
strategic approaches on
HIAP adopted by MS /
‘gap’ reduction among MS

In Italy, prospects of convergence are more pasitiv HEIA than for HIAP. HEIA car

be expedited by virtue of the fact that it alreddys a place in the Italian health policy
agenda. In France, transnational cooperation archagge for convergence haye
seemingly been more centred on bilateral projddiss is particularly true at local level

where there are examples of regional health agemrienunicipalities that have set
best practices and learning exchanges with fordigdies or have hired foreig

e
ate

consultants to develop local HIA models. Convergeit Sweden has been crafted

among MS on the subject of HIAP largely thanks td iBvolvement and initiatives. In

Poland, advisory and technical support as wellkakange of experiences have not been

sufficient.

Implementation issues. Fieldwork findings have highlighted a number of talotes to the
implementation of HIAP in general, and of interseat cooperation and HIA in particular, in the
four MS considered. In summary, the main factoenidied can be broadly grouped into the
categories below, divided between those inheretiierHIAP approach in general, in intersectoral
cooperation and in HIA:

HIAP

Human and financial resources:rom the standpoint of human resources, in Frahee t

education and training programmes for health psidesls are mostly centred on biological
determinants, while transversal modules on soa@nses and other disciplines are little
developed in the curricula. This results in a sigetof personnel trained under a system that
can effectively enable transforming the HIAP applo@to practice. Formal application of a
HIAP approach in Sweden is reportedly sufferingnauily from a lack of human and financial

resources.
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Intersectoral cooperation

HIA

Lack of secretariat and centres of expertiseprinciple, intersectoral cooperation should be
orchestrated by an in-country technical secretavidt coordinating functions. Such a body is
missing from all four MS considered. This is uneqgally seen as a major barrier to
implementation. In the absence of a full-fledgedrstriat, the creation of a comparable centre
of expertise has been a key priority of Heut Conseil de la Santé Publig(l¢CSP) in France,
but has not materialised yet. Its tasks would ideluo facilitate coordination among
institutions at national and sub-national levelstpport research, to develop the expertise and
HEIA practices.

Invalidating institutional setupln some cases, the institutional architecture iespthat the
same organ covers a ranges of sectors that, ibmiscted, would desirably be brought
together through intersectoral cooperation. Iryjtalhere the Ministry of Health is responsible
for a variety of horizontal policies (e.g. for hisahnd the environment, or for health at labour,
or for veterinary services), the very need/concétersectoral cooperation falls short.

Political expediencyln some countries, various levels of governmeatraportedly reluctant
to consider the implementation of HIAP principlend in particular HIA procedures) in
defence of their own political vantage. In Italgveral regional governments were found to
oppose HIA/HIAP out of concern that their Healthp@ements, already in control of over 85%
of the regional budgets, would be endowed with rdigprtionate resources compared to the
rest of the regional administration. In addition ttat, HIA has also suffered from being
equalled to an instrument used to justifpntroversial environmental projegtsas a
consequence it came to be considered by some gadteas a neutral technical instrument but
as a product of political contrivance. The origihpmlitical resistance to HIA in France is
different: political unwillingness to endorse HIAR general, and HIA in particular, is
connected with the traditional national approachpahlic health essentially focussed on care
and only marginally on health prevention.

Insufficient evidence in support of HIAhere is widespread concern that there is an
insufficient body of knowledge to justify HIA aspaocedure and to prove that HIA would not
result in costs and delays largely outweighing benefited in an additional unnecessary
administrative burdenas feared by some of the stakeholders. In ood&H this evidence gap,

it is noted that the EU could invest more in cdileg this body of knowledge and making it
available to all MS, while so far the lion’s sharfedissemination efforts consisted of investing
in procedural guidelines of limited practical udeéss. This concern is common to Italy,
France and Sweden.

Lack of evaluation culturdt is noted that the EU initiative almost presupg® daradition with

the ex ante impact assessment of policies and éxepost evaluatiothat is not necessarily
found in all MS, and this poses major implementatiarriers health policy on its own is
unlikely to overcome. And therefore an entire c@tuyrocedural background and frame of
mind is simply missing. This is a predicament dffegin particular the Italian context.

Unclear legal frameworkThe use of HIA in public administration is furthemdermined by the
absence of clear legal frameworks and methodologjeErance there are no obligations for
public administration entities to either use HlAtmatically, or to adopt a standard definition
of HIA. The absence of a clear national legal fravmk on HIA (and HIAP in general) has as
a result that experiences at local level are quigmented and dissimilar. Both in Italy and
France, although bodies designated for the dissgimamof EU and international guidelines are
in place (e.gConferenza Stato-Regiomi Italy), the transmission mechanisms are ingffit
which ultimately fail to deliver coherent guidancéhe above, however, does not apply to
health impact assessments carried out as part odaary EIA in France, for which a
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reference manual has been developed by InVS. Theollaa clear legal framework for the use
of HIA within the public administration (most notgbat the national level) is considered a
major obstacle in Sweden, as well.

3.1.3 Monitoring and indicators

Monitoring at EU level. As already mentioned, the 2006 Studgalth in All Policies: Prospects

and Potentialsset a baseline reference for HIAP implementatiorofa2005, and of the related

degree of institutionalisation across the EU. Téyort focused on two main areas: 1) incorporating

health in the policymaking process through varioesans of intersectoral cooperation, and 2) more

specifically the use and the degree of institutisation reached by the Health Impact Assessments

(HIA) across Europe. Other relevant work carrietltlmuthe EU in the field includes:

* The Report on the Effectiveness of Health Impade&sment, a project carried out by 21 teams
from 10 countries between 2004 and 2607

 The methodological work on Health Impact Assessmantd Health Systems Impact
Assessment of the Commission’s High Level ReflectBroup.

* The European Meeting on Health Impact Assessmeahtgalth Systems Impact Assessment,
organised by the Portuguese Presidency in 2007.

* A PHP Technical Assistance project on Health Imgegessment in new MS, Accession and
pre-Accession Countries (HIA-NMAC).

The study did not explicitly focus on identifyingndicators for the measurement of policy
implementation, but it did consider that the exst of a number of possibj@licy dialogue
mechanismgould be used as proxies of the degree of codidméound at the various levels of
Government. The existence of a technical secreéteesgponsible for coordinating these initiatives
could be considered a further proxy of politicatiersement of HIAP principles. Another important
mechanism to demonstrate commitment to HIAP priesipyvas to ascertain whether formal
consultation procedures on, for example, legishatoe in place. Finally, the Finnish presidency
report made recourse to participation to the WHQlthg Cities initiatives as a proxy for HIAP
uptake at local level. Europe is therefore stidlkiag a comprehensive pan-European study on the
approaches followed and the governance tools amieworks for HIAP implementation. There are
only a handful of recent studies that have compaaigtanalysed what governments in Europe are
doing to integrate HIAP in their policies. In pattiar, a compilation by the Dutch Council for
Health and Healthcare briefly reviewed country eigees and individual tools and demonstrated
that the whole-of-government approach had beenemehted in some countries (UK, FI, NL and
SE) and regions (Wales, North Rhine—Westphaliajvéler most of the developments taking place
at the regional and local level have remained wnted”.

Health Impact Assessments.More quantified information was available for HIAThe
aforementioned study recorded at least an overafbld increase in the number of Health Impact
Assessments recorded as compared to a similar ngapgercise carried out in 2001. Overall, the
situation at the time of the Finnish presidencyoreps regards the development of indicators to
measure HIA implementation is summarised in Tabk [Blow, covering 18 MS plus Northern
Ireland and Wales that have separated regulatafiyogmments on health.

% Wismar M., Blau J., Ernst K. and Figueras J., “Bffectiveness of health impact assessment. Saugpdiraitations
supporting decision-making in Europe’, on behalffaf European Observatory on Health Systems aridiéx|2007.
27 Some of these developments are reported by ktpw/enrich-network.eu
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Table 3.2 - Available Indicators of the Degree aohplementation of HIA across the EU in 2005

(N° of MS)

Indicator No. of MS
Evidence of Methodological Standardisation / Gtk n.a.
Some Available Evidence of Implementation 18/20
Evidence of Frequent Implementation 4/20
Existence of a Lead Organisation n.a.
National Reference Policies /Regulations 10/20
Regional Reference Policies /Regulations 5/20
Local Reference Policies /Regulations 7120
Resources / Data Publicly Available 10/20
Dedicated Budgets 7120

Monitoring and evaluation at the national level The results of fieldwork showed that further to
EU level monitoring, there are hardly any localigadors and monitoring systems to supervise the
implementation of national policy/programmes andtesl performance (more detailed information
are provided in the case study reports in Volurpe I

e ltaly. The two most common indicators that could be culyarsed to monitor uptake of HIAP
principles appear to be:

- The number of regions indicating HIA as a priority their Regional Prevention Plan,
though noting that, even when indicated as a pyiothe understanding of HIA in this
context is much more limited in scope than enviddagehe EU policy initiativé”

- The physical indicators of implementation of tBeadagnare Saluté*Gaining Health”)
programme which remains to date the most impogaample of intersectoral cooperation
in the Country.

Overall, however, the Country lacks a tradition lwfth intersectoral cooperation at all

Government levels and of carrying out impact evadmaof Government policies. This also

means that Italy is relatively far away from angigator leading to an estimate of the costs of

not implementing EU policies in this area.

* France. There is currently no monitoring system in placetioe degree of uptake of HIAP in
the country, and no indicator has been developédatioaim. Needless to say, no study has ever
been conducted on the possible impact of implemgnHIAP on the health status of the
population.

* Poland. There is no direct monitoring or evaluation systehHIAP implementation in place
(the reason being that the policy is hardly impleted), with the sole exception of the National
Health Programme monitoring, which is undertakeranrannual basis, and for which regional
level administrations often meet. Such meetings lmarconsidered intersectoral in as far as
representatives of regional departments other Fhdotic Health participate.

% Data were collected by a network of dedicatedespondents. However in one case a MS was repartedve no
available evidence of any form of HIA implementatidut to have an official policy and a dedicateddget in place. It
is unclear whether these had just been introdutttedime the study was performed.

% This is also in line with the findings of the 20R2view of Public Health Capacity in the Europeanidd according
to which the application of Health Impact- and Hledleeds Assessments is scarce in Italy becaudadi¢puealth

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 ie #U. Final Report.
Maastricht/The Netherlands, March 2012
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Sweden.No evaluation of HIAP uptake/implementation ha®rbearried out to date on a
national scale. Nevertheless, some local/regionaldssessments have been carried out. There
is no structured system for the specific monitorofgHIAP uptake (regarding the local or
regional use of inter-sectoral coordination mectiasi and HIAs). While the Swedish National
Institute of Public Health (FHI) does not monitotARP uptake per se, it does carry out case
studies of HIAs implemented at the county or myactilevel. Furthermore, with regard to
Public Health policy, FHI is responsible for coardiing the monitoring efforts within the 11
objective domains on the national level as well fas the collective monitoring of the
overarching aim. It does this by measuring numeiadgators for 50 (originally 42) cross-
sectoral health determinants across the 11 obgsctiomains (indicators for domain #6, health-
promoting health services, are still under develepth Around 20 agencies are involved in
providing data (most commonly on a yearly basi$)l &so carries out interviews and its own
public health surveyddlkhalsoenkaterfor the collection of data for and the measurenoén
some indicators.

3.1.4 Summary results of indicator validation

The validation of indicators performed through epth interviews with key informants has given
the following results (see Appendix 1 for details):

ANA and PRI indicators can be considered fairly valid and lgdsiasible, although with some
reservations linked to the fact that the same teotogy can actually refer to different
understandings of HIAP in the different countrigisgrefore, they may be misleading if not
correctly qualified. Moreover, according to someblibgraphic indicators could also be
intrinsically misleading and biased against smailrdries, and as such poorly representative.

PART indicators are subject to so many qualificatiohat ttheir gathering would require
considerable qualitative judgment and are therdfalde to be ambiguous. They would appear
at least questionable. All in all, there is limitesohsensus on their validity and feasibility.

RES indicators would face major feasibility problemsdaare at any rate considered hardly
significant and of dubious validity, in this specifield, by a majority of respondents.

ORG indicators, although with some qualifications & tright terminology to be used, are
generally considered as highly valid and easilgitda, as well as particularly representative of
the underlying policy development stage.

PRO indicators appear questionable in line of pringipéspecially to those that are more
concerned that the implementation of HIAP princpley procedural administrative means
could eventually result in a further administratimerden not really justified in terms of added
value. So there is limited consensus on their itgliéFeasibility is also uncertain in some cases.

EVAL is generally considered as valid and particulappropriate, as far as the availability of
evaluation reports is concerned. Slightly greagservations exist on the validity of having an
indicator in place on the existence of monitoringstems on HIAP uptake because of
uncertainties on items to be measured. Feasilidityenerally assessed as fair, although with
some reservations on data fragmentation.
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3.2 Patient Safety
3.2.1 Background — the EU Policy

In the context of EU health policpatient safety (PS) is defined ‘Freedom for a patient from
unnecessary harm or potential harm associated Wwihlthcare.®® The cornerstone of the EU
policy in the field of PS is represented by the 2@buncil Recommendatioon Patient Safety,
including the Prevention and Control of HGAIThe Recommendation is structured in two main
parts, the first dealing with general, systemicigudt safety issues, while the second focuses
specifically on prevention and control of healtlcaassociated infections, accounting for

approximately 25% of all adverse events. The doaunmeludesll recommended actioffigrther
articulated intd®29 specific taskésee Table 3.3 below).

Table 3.3 - Recommended Action and Tasks
Recommendations on general P
Issues

Specific Tasks

1 Support the establishment apd  designating the competent authority / body resjmador PS
development of national policiese  embedding PS as a priority issue in health poliaies programmes
and programmes on patient safetye  supporting the development of safer and user-ftiesgstems, processes and todls,
including the use of ICT
» regularly reviewing and updating safety standardi@ best practices
* encouraging health professional organisations e laa active role in PS
e including a specific approach to promote safe jwastto prevent the most
commonly occurring adverse events
2 Empower and inform citizens ande  involving patient organisations and representativethe development of policiels
patients and programmes on PS
e disseminating information to patients on PS stai&lameasures in place and
complaints procedures / remedies available
» considering the possibilities of development ofecoompetencies in PS for patients
3 Support the establishment pe  providing information on the extent, types and esusf errors, adverse events gnd
strengthen blame-free reporting near misses
and learning systems on adverse encourage healthcare workers to actively reporkir(tp into account MS
events disciplinary system for healthcare workers andlléggues)
e provide opportunities for patients, their relativeasd other informal caregivers {o
report their experiences
» complement other safety reporting systems in, whisiding multiple reporting
4 Promote, at the appropriate levels  encouraging multidisciplinary PS education anchiraj
education and training dfe  embedding PS in undergraduate and postgraduatatésyon-the-job training ang
healthcare workers on PS the continuing professional development of healtifgssionals;
» considering the development of core competencieBSnfor dissemination to all
healthcare workers and relevant management anchadrative staff
»  providing and disseminating information to all Hahre workers on PS standardls,
risk and safety measures in place
» collaborating with organisations involved in prafiemal education in healthcare to
ensure that PS receives proper attention in thécala
5 Classify and measure patigné to develop common definitions and terminology, takinto WHO’s ICPS and the
safety at Community level, by Council of Europe's work in this area
working with each other and withe  to develop a set of indicators to identify safetyolpems, to evaluate the
the Commission effectiveness of interventions to facilitate mutlesdrning between MS (taking into
account the work done at national level, at OECRIleand the ECHI project)
»  to gather and share comparable data and informatid?S outcomes
6 Share knowledge, experience ane  sharing information on PS programmes, structurekicips, reporting and learning
best practice by working with systems
each other and with thee sharing information on the effectiveness of PSrimetions and solutions at the
Commission and relevant healthcare setting level
European and international bodies  sharing information on major patient safety alarta timely manner
7 Promote research on PS

30 Council Recommendation of 9 June 2009 on Patief¢t$ Including the Prevention and Control of Hiecdre

Associated Infection®fficial Journal of the European Unig2009/C 151/01), 3.7.2009 EN, C 151/1.
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and Control of HCAI

8 Adopt and implement a strategy»  implementing prevention and control measures atomatt or regional level tg
at the appropriate level for th support the containment of HCAI and in particuld): ilnplementing standard

[¢]

prevention and control  of measures in all HC settings; (ii) promoting consisyeof HCAI prevention and
healthcare associated infections control measures; (iii) making guidelines availal§ie) using stru