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INTRODUCTION

This set of appendices supplements the final report for the ‘Evaluation of the EC Action
Plan against the rising threats from antimicrobial resistance’.

vii
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APPENDIX A: TERMS OF REFERENCE

ANNEX II

Technical Specifications

Title: Evaluation of the Commission’s Communication to the European
Parliament and the Council on the Action Plan against the rising threats from
Antimicrobial Resistance (AMR) (COM (2011) 748)

Reference: SANTE/2015/G4/015

1. Context of the assignment
1.1. Description of the Policy Area to be evaluated

The 2001 Community Strategy against AMR (COM (2001) 333 final) provided a policy
instrument to address the problem of AMR at a European level in four distinct areas:
surveillance, prevention, research and product development and international
cooperation. In line with the “"One Health” initiative, this commitment was renewed in
2011 with the Action Plan against the rising threats from AMR (COM (2011) 748).1

AMR is the resistance of micro-organisms to antimicrobial drugs so that these
originally effective standard treatments become ineffective and infections persist
which increases the risk of spread. AMR is a serious and increasing worldwide health
concern for both humans and animals requiring commitment and action from all
governments and society. The direct consequences of infection with resistant micro-
organisms can be severe, including longer illnesses, increased mortality, prolonged
stays in hospital, loss of protection for patients undergoing operations and other
medical procedures, and increased costs.

The emergence and spread of resistant bacteria is a natural biological phenomenon
but it is amplified and accelerated by a variety of factors, namely:

e Inappropriate or over use of therapeutic antibiotics in human and veterinary
medicine;

e Poor hygiene and infection prevention measures in healthcare settings and at
farm level;

e Transmission of resistant bacteria from animals to humans through the food
chain or direct contact;

e Environmental spread caused by contaminated food and water systems and
international trade and travel;

e Lack of new effective antimicrobials or alternatives.

In Europe, it is estimated that around 25,000 patients die annually as a result of
infections caused by resistant bacteria translating into estimated costs of EUR 1.5
billion per annum, due to loss of productivity and an increase in healthcare
expenditure costs. Methicillin-resistant Staphylococcus aureus (MRSA) is a well-known
example of a bacterium that is resistant to a number of antibiotics and is the main
cause of hospital-acquired infections (HAI) all across the EU.

1 http://ec.europa.eu/dgs/health_food-safety/docs/communication_amr_2011 748 en.pdf
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EU funds are already spent in several interventions aimed at improving knowledge and
promoting research on AMR. In 2014-2015, funds were allocated to Member States to
implement harmonised surveillance of AMR in animals and food and this financial
support will be maintained beyond 2015. Research on AMR has been financially
supported by the Commission services under the EU’s Seventh Framework Programme
for Research and Technological Development (FP7).2 The new EU framework
programme Horizon 2020 continues to give research on infectious diseases, including
AMR, a high priority. The European Commission has also joined forces with SMEs and
large pharmaceutical industries to spur the development of new antibiotics, which led
to new EU funded research projects.

1.2. Specific and operational objectives of the activity/action.

The Commission's Action Plan takes a holistic approach to the issue as AMR is a global
public health threat and aims at strengthening the prevention and control of AMR
across all sectors and at securing the availability of effective antimicrobial agents. It
covers 7 areas including 12 concrete actions both in the human and veterinary field
and sets out a wide range of measures to protect human and animal health from AMR.

The specific objectives of the Action Plan are the following (see also annexed
intervention logic):

1.2.1 To promote an appropriate use of antibiotics in human and animals

The appropriate use of antibiotics in humans and animals is essential for reducing and
helping prevent AMR and this objective is the cornerstone of EU policy against AMR,
both in human and veterinary medicine. Current EU rules provide for, inter alia, the
prescription-only use of antibiotics in humans and food-producing animals, and for the
administration of antimicrobials to animals which should not result in the occurrence of
residues of these substances above permissible levels in food of animal origin. The
Action Plan directly addresses the issue of the inappropriate use of antimicrobials
through the promotion of the appropriate use of antimicrobials in human medicines in
all Member States, the improvement of the regulatory framework on veterinary
medicines and on medicated feed and by introducing recommendations for prudent
use in veterinary medicine.

1.2.2 To prevent infection in healthcare systems and animal husbandry

The burden caused by infections occurring in healthcare settings, commonly known as
healthcare associated infections (HAI), is high within the EU and is closely related to
the AMR issue. AMR has emerged in virtually all healthcare-associated pathogens and
the majority of novel resistance factors first surface in healthcare facilities.

The Action Plan measures to deal with this include the publication of a report on
patient safety, the development of guidance on infection prevention and control and
strengthened surveillance of HAIs.

In animals, improved health and biosecurity measures, as well as promotion of good
farming practices, help to prevent or reduce infections and therefore contribute to the
reduction in use of antimicrobials and thus the development of AMR in animal
pathogens and zoonotic agents following the "prevention is better than cure"
philosophy. The Action Plan measure to deal with this issue is the introduction of the
new Animal Health Law which focuses on the prevention of diseases and reducing the
use of antibiotics in animals.

2 http://ec.europa.eu/research/fp7/index_en.cfm
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1.2.3 To stimulate research and innovation to develop new antimicrobials and alternative
treatments, increase tools for diagnosis and treatment and to better understand the
complex dynamics of AMR

A continuous lack of industrial investment in the development of new drugs means
that there are only a few products in the development pipeline that could combat
resistant strains. Numerous research projects aiming to support antimicrobial
development are funded within the Commission's FP7 including support of clinical trials
on off-patient antibiotics. However, a gap still exists between the increasing problems
related to multi-resistant bacteria and the urgent need to develop new antimicrobials
to meet medical needs. Moreover, the development of antimicrobials for use in
animals has been hampered by uncertainties regarding marketing authorisations for
use in the veterinary sector.

The Action Plan addresses these issues by increased cooperation with the
pharmaceutical industry to stimulate new research and development of new antibiotics
and the development of diagnostic tools, the development of vaccines and other
preventive measures, legislative incentives for development of new antimicrobials for
veterinary use (e.g. prolonged protection of technical documentation), targeted
scientific advice on potential impact of authorising new antimicrobials for use in
animals on the treatment of resistant bacteria in humans and setting down conditions
for the simplified procedures for the marketing authorisation of new antimicrobials.

1.2.4 To improve monitoring and surveillance of AMR and antibiotic consumption/use

Efficient and effective surveillance, gathering comparable and reliable data, is key to
understanding the situation on AMR. EU surveillance systems have been developed to
monitor AMR (European Antimicrobial Resistance Surveillance Network (EARS-Net)),
the consumption of antimicrobials (European Surveillance of Antimicrobial
Consumption (ESAC)) and the European Surveillance of Veterinary Antimicrobial
Consumption (ESVAC)). These systems provide information and data supporting the
prevention and control of AMR and information is published annually in a series of
reports. The Action Plan proposes measures to strengthen surveillance systems on
antimicrobial consumption and antimicrobial resistance in humans and to strengthen
and harmonize the surveillance systems on the consumption of antimicrobials in
animal medicine and occurrence of antimicrobial resistance in certain animal
population and food.

1.2.5. To stimulate international cooperation to limit the spread of AMR through
international trade and travel

AMR is a global public health threat and action and international cooperation is needed
in order to address the common problems. The EU is committed to working actively
with its global partners and the Action Plan brings this a step forward with measures
to increase collaboration with WHO EURO3 on the implementation of new Regional
Strategies against AMR, with the OIE4 on the development of Health Codes and
promoting the implementation of Codex international standards on AMR, active
participation in TATFARs activities and especially in the implementation of its
recommendations and with bilateral cooperation, such as through the EU-China and
EU-US initiatives.

3 http://www.euro.who.int/en/home
4 http://www.oie.int/

5 http://www.cdc.gov/drugresistance/tatfar/index.html
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1.2.6. Improve public awareness, education and training relating to AMR

Public perception of the use of antibiotics plays a huge part in the fight against AMR.
More than 50% of EU citizens believe that antibiotics are effective against viruses and
so the awareness and understanding of AMR and the importance of appropriate use
will be addressed by the Action Plan with measures to assess impacts of national and
EU awareness campaigns on AMR together with the development of indicators and the
monitoring of public behaviour on AMR and the appropriate use of antimicrobials.

1.3. Legal basis, budget and duration of the activity/action

The Commission's Action Plan was published in 2011 and was supposed to cover a 5-
year period, it therefore expires in 2016. EU funds have been spent in several
interventions aimed at improving knowledge and promoting research on AMR. In
2014-2015, funds were allocated to Member States to implement harmonised
monitoring of AMR in animals and food and this financial support will be maintained
beyond 2015. Research on AMR has been financially supported by the Commission
services under FP7. The new EU framework programme Horizon 2020 continues to
give research on infectious diseases, including AMR, a high priority. The European
Commission has also joined forces with SMEs and large pharmaceutical industries to
spur the development of new antibiotics, which led to new EU funded research
projects.

1.4. Instruments of the activity/action

The Commission's Action Plan relies on several financial instruments as Horizon 2020,
the EU’s Seventh Framework Programme for Research and Technological Development
and the Heath Programme. Regulation (EC) No 882/2004 on official controls is also
used as a legal basis to provide financial support from the Union to conduct
harmonised monitoring of AMR in food and animals in Member States.

For reference, the following EU legislation in force covers, to varying degrees, certain
issues related to AMR:

e Council Directive 90/167/EEC of 26 March 1990 laying down the conditions
governing the preparation, placing on the market and use of medicated
feedingstuffs (under revision with the co-legislators);

e Directive 2001/82/EC of the European Parliament and of the Council of 6
November 2001 on the Community code relating to veterinary medicinal
products (under revision with the co-legislators);

e Directive 2001/83/EC of the European Parliament and of the Council of 6
November 2001 on the Community code relating to medicinal products for
human use;

e Commission Decision No 2002/253/EC of 19 March 2002 laying down case
definitions for reporting communicable diseases to the Community network
under Decision No 2119/98/EC of the European Parliament and of the Council;

e Directive 2003/99/EC of the European Parliament and of the Council of 17
November 2003 on the monitoring of zoonoses and zoonotic agents, amending
Council Decision 90/424/EEC and repealing Council Directive 92/117/EEC;

e Regulation (EC) No 726/2004 of the European Parliament and of the Council of
31 March 2004 laying down Community procedures for the authorisation and
supervision of medicinal products;

e Commission Implementing Decision No 2013/652/EU of 12 November 2013 on
the monitoring and reporting of antimicrobial resistance in zoonotic and
commensal bacteria;

e Decision No 1082/2013/EU of the European Parliament and of the Council of 22
October 2013 on serious cross-border threats to health and repealing Decision
No 2119/98/EC.
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2. Description of the assignment
2.1. Purpose and objective of the evaluation

The purpose of the present evaluation is to produce an evidence-based report to
assess the impact of the implementation of the Commission’s Communication to the
European Parliament and the Council on the Action Plan against the rising threats from
Antimicrobial Resistance (AMR) (COM (2011) 748), published in November 2011 in
line with the “One Health” principle. More specifically, the purpose of this evaluation is
to analyse whether the 12 key strategic actions contained in the Action Plan were the
most appropriate actions to be taken to combat AMR, which elements worked well or
not (and why), if the objectives are still relevant to the needs in tackling AMR and if
the approach was appropriately holistic. As the Action Plan will expire in 2016, the
results of this evaluation will provide the Commission with the basis to make informed
decisions on what new or additional policy measures should be taken in the medium
and long term strategy to combat AMR in the European Union and globally.

2.2. Evaluation issues to be addressed

Effectiveness: The extent to which the implementation of the actions in the Action Plan
caused changes, either positive or negative, in the management of AMR by Member
States, the extent to which the objectives of the Action Plan have been achieved,
where objectives have not been met, what factors have hindered their achievement
and the role, if any, of policy measures outside legislation in achievement of the
observed changes. The questions should address the situation at both EU and Member
States representative level.

Relevance: The extent to which the original objectives of the Action Plan correspond to
the current needs within the EU.

Efficiency: The extent to which factors influenced the efficiency with which the
achievements observed were attained.

Internal coherence: The extent to which the Action Plan on AMR has contributed to the
coherence of other EU Action Plans in the field of environment, human health, animal
health and welfare, food safety, agriculture, research, competiveness and SMEs.

External coherence: The extent to which the Action Plan on AMR works in line with
Member States interventions, plans or strategies which have similar objectives.

European Added Value: The added value of the Action Plan on AMR compared to what
could be achieved by Member States at national and/or regional levels. The
international dimension (WHO, OIE, TATFAR) should also be looked at.

Adaptation: The extent to which there are obstacles preventing the current situation
on AMR in the EU from improving in line with EU objectives and the extent to which
the EU strategy on AMR needs to be adapted.

2.3. Scope of the evaluation (operational, temporal, geographical...)

The scope covers all the actions contained in the Commission’s Communication to the
European Parliament and the Council on the Action Plan against the rising threats from
Antimicrobial Resistance (AMR) (COM (2011) 748), covering the period 2011 - 2015
plus the role of the Commission, the Member States and all stakeholders involved in
the implementation of the action plan.

The evaluation should at least cover all Member States of the EU, plus third countries
and international organisations if relevant, and the period to be evaluated is 2011-
2015.
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2.4. Evaluation questions
The following questions are an indicative list and are subject to adjustment during the
kick-off meeting if necessary. The contractor is invited to propose reformulations and
additional questions in its offer —-wherever considered justified.
Relevance
EQ1l: To what extent do the objectives of the action plan still address the problems
identified in 2011? How well do these objectives still correspond to the current needs
of tackling AMR within the EU?

EQ2: Are the areas for EU action appropriate in view of the distribution of EU and
national competences?

Effectiveness

EQ3: To what extent have the actions been effective at improving treatment of
infections in humans and animals?

EQ4: To what extent have the actions aimed at containing the risks of spreading AMR
been effective?

EQ5: To what extent has the coverage of actions across different services (DGs) within
the European Commission been effective in capturing the holistic approach and in
delivering results?

Efficiency

EQ6: Has the EU budget been efficiently used to address the objectives of the Action
Plan?

Coherence

EQ7: To what extent is the Action Plan coherent with Member States' relevant national
(or regional) strategies and action plans and with similar initiatives at the international
level?

EQ8: To what extent are the actions contained in the Action Plan coherent with other

EU policies on the environment, human health, animal health and welfare, food safety,
agriculture, research, competitiveness and SMEs?

EU added value

EQ9: What is the added value resulting from the EU Action Plan compared with what
could be achieved by Member States at national and/or regional levels? Did the EU
Action Plan identify the actions which should be best dealt with at EU level?

EQ10: To what extent can any observed improvements in the situation on AMR in the
EU be associated with the development and implementation of the EU Action Plan?

2.4.1 Methodology
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The methodology of this evaluation must be drawn up by the tenderer taking into
account the objectives and scopes outlined above as well as an appropriate mix of
different tools including (where relevant):

e advanced desk research including review of published materials, assessment of
primary data and monitoring reports available from agencies (ECDC, EFSA,
EMA) and other relevant bodies;

e surveys;

e interviews;

e case studies - the contractor is expected to provide examples of successful and
unsuccessful implementation of the Action Plan - around 10 examples should
be identified, investigated and reported;

e 2 workshops with stakeholders to be organised by the contractor with at least
one held at the beginning of the evaluation. The European Commission will
provide the premises, but it is for the contractor to prepare the background
documents, presentations, collect and analyse the contributions and prepare
the workshop reports. Travel and subsistence costs incurred by stakeholder
participation can be charged as reimbursable to the contract.

Stakeholders' consultation should be preceded by a proper stakeholders mapping
exercise — a draft to be presented in the submissions.

An open public consultation of 12 weeks should be held by the Commission via its
website "Your voice in

Europe"¢ before the final report is approved. To this aim, the contractor will elaborate
the consultation document to be published by the Commission and will analyse the
replies received.

Submissions should explain possible limitations due to insufficient data. They should
keep in mind the importance of objective data versus opinions. Therefore a first
attempt to break down the evaluation questions into judgement criteria, indicators and
data sources is expected in the offers.

2.5 Expertise required from the evaluation team

The evaluation team should contain at least one expert in the public health, animal
health or food safety field and the team should comply with the following
requirements:

e At least 5 years' expertise in the food safety/public health/animal health sector;
e At least 5 years' expertise in evaluation methods including experience in
carrying out public policy evaluations.

2.6. Reporting and deliverables
General Reporting Requirements
The present evaluation includes the submission of a series of deliverables, reports and
presentations to the Commission. The contractor will deliver the following reports at

key stages of the evaluation process: Inception report, interim report, draft final
report and final report and should respect the following requirements:

6 http://ec.europa.eu/yourvoice/index_en.htm
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All reports shall be written in English and critically assessed as they provide the
basis for tracking the quality of the work done by the evaluator. Failing this, a
retention fee will be applied;

The quality of the final report will be assessed by the Interservice Steering
Group using the template in Annex 1;

All reports shall be clear, concise, unambiguous and comprehensive and should
be understandable for the non-specialist;

All reports shall be provided to the Commission in the form of ONE single report
in MS-Word and electronic format (PDF) format with the charts in Excel and
accompanied by the appropriate annexes where requested;

All reports shall be delivered in accordance with the deadlines and
requirements set out in the Terms of Reference;

The presentation of texts, tables and graphs should be clear and complete and
correspond to commonly recognised standards for evaluations to be published
and comply with the Commission’s visual identity rules;

Reports and PowerPoint presentations will be provided in electronic format
compatible with the Commission's software;

Each deliverable (except the final report) will be followed with a PowerPoint
presentation of not more than 45 minutes in the Commission's office in
Brussels;

Reports must be approved by the Commission and will be submitted by the
Commission to the Inter-Service Steering Group set up to oversee the
evaluation, which may ask for complementary information or propose
adjustments in order to redirect the work as necessary;

A structured and precise elaboration of add-ons based on previous deliverables
at every stage of the process is requested (for example, this could be done via
colour-coding parts of the report developed at the offer, inception, interim and
draft final stage);

Every month, the contractor should submit a short progress note to the
Commission reporting on the state of execution of the tasks.

The reports should contain the following sections:

1.

Publishable executive summary in English and French:

Executive summary of the main findings and the overall conclusion based on
the findings and evidence collected. This section should be of suitable quality to
enable direct publication by the Commission.

The summary should include a description of the project objectives, the work
performed so far, a description of the main results achieved so far; the
expected final results and their potential impact and use. This summary will not
exceed 15 pages.

Project objectives for the period:

An overview of the project objectives should be provided.

Work progress and achievements during the period:

A concise overview of the progress of the work should be provided. The clearly
significant results should be highlighted. If applicable, the reasons for

deviations from the proposed work should be explained and corrective actions
should be proposed.

Specific Reporting Requirements

Kick-off meeting report: no later than 3 weeks after the signature of the contract
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After signature of the contract, the contractor will participate in a kick-off meeting
with the Steering Group. The purpose of this meeting is to verify:

e the contractor's understanding of the Terms of Reference;

e the proposed general approach to the work (methodology, planning, structure
of deliverables etc.);

e the composition and eligibility of the contractor's team.

Inception report: no later 6 weeks after the signature of the contract (up to 40
pages)

This report will describe the entire process of the study, the action sequence and the
methodology required for each question, providing the logic behind the actions to be
undertaken, the timeline of events and the experts involved. It should set out in detail
how the proposed methodology will be implemented, and in particular lay out clearly
in tabular form how the method allows each evaluation question to be answered via
establishment of judgement criteria and within these, of evaluation indicators. A
further column highlighting choice of relevant evaluation tools should complete the
table.

The inception report should include a chart that allows the Steering Group to gain a
good understanding of the evaluation tools and related methodological steps
proposed. The report may complete and/or suggest additional evaluation questions
the contractors consider suitable (see previous paragraph). As such, this document
will provide an opportunity to make a final check on the feasibility of the method
proposed and the extent to which it corresponds with the task specifications.

The known sources of information, use of tracers (case studies), contact persons in
Member States, as well as how the contractor will interact with Member States
representatives will be fully clarified at this stage.

The inception report is submitted to the Commission, which will forward it to the
Steering Group. On the basis of discussion, including with the contractor, changes and
improvements may be requested. Final version of evaluation tasks/questions
suggested by the contractor and evaluation indicators to be used will be validated by
the Steering Group and the Commission at this stage. The contractor will submit a
final version within two weeks after receiving Commission's comments.

Interim report: no later than 4 months after the signature of the contract (up to 100
pages)

This report will provide information on the analysis of data collected. The evaluator
should already be in a position to provide:

a) aggregated data for the period under evaluation (it is expected that the field
work will be finalised or very close to finalisation at this stage),

b) preliminary findings and conclusions regarding the evaluation tasks/questions,

c) description of the way the data will be triangulated, existing data gaps filled in
and further analysis conducted.

This report will provide the Commission with the opportunity to check whether the
evaluation is on schedule and whether the evaluation has actually focused on the
specified information needs.

The contractor will submit a revised interim report with the necessary updates of the
report after Commission discussion with the Steering Group.
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Final report: no later than 6 months after the signature of the contract (up to 120
pages)

This document will provide the conclusions of the contractor in respect of the
evaluation questions in the task specifications. These will be based on evidence
generated through the evaluation - with clear references to information sources. Any
judgements provided should be clear and explicit. Importance of objective data versus
opinions should be kept in mind throughout the whole evaluation process. The final
report should also contain substantiated recommendations made on the basis of the
conclusions reached by the contractor. It will also provide a technical overview of the
evaluation process highlighting limitations and possible bias therein.

Response rates and reliability of data and analysis will be clearly stated.

The final report should be structured along the lines of common Evaluation Standards?
and include an executive summary of not more than 6 pages (synthesis of analyses,
conclusions and recommendations), the main report (structure to be confirmed by the
Commission services but planned to reflect the content of the assignment), technical
annexes (inter alia the Task Specifications and a compilation of all requested country-
based information) and a draft one page summary of the Key Messages (conclusions
and recommendations in bullet form) of the evaluation and 200-word abstract [for
publication in EU Bookshop]. The latter should precede the executive summary.

The contractor should also provide a PowerPoint presentation of key aspects and
findings of the study, together with speaking notes. At the request of the Commission,
the contractor should provide a limited number of presentations to interested
stakeholder groups. The copyright of the reports remains with the Commission.

2.7. Organisation and timetable

The contract will be performed within 6 months from the date of the signature of the
contract by the last contracting party. The contractor is expected to begin working
immediately after the contract has been signed.

The contract involves regular meetings in Brussels between the lead unit (DG SANTE
G4) and the contractor in accordance with the programme set up in Table Al.
Deadlines in the table refer to the date of delivery by the contractor to the
Commission. Oral presentation should take place in Brussels in the Commission's
offices after each delivery within one month after the delivery.

Table A1 - Timetable and deliverables

DENEELIES Deadline after signature

Kick-off meeting 2 weeks
Inception report 6 weeks
Interim report 4 months
Final report 6 months

7 See annex I1: http://ec.europa.eu/dgs/secretariat_general/evaluation/docs/eval_comm_sec_2007_213 en.pdf
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2.8. Budget

The indicative price band is from 160.000 Euros (hundred and sixty thousand) up to a
maximum of 200.000 Euros (two hundred thousand).

The following meetings with the Commission in Brussels are foreseen: a kick-off
meeting, two interim meetings and a final meeting.

The contractor should foresee travel and subsistence costs for at least 4 half-day
meetings with key team members of the Commission in Brussels. The contractor is
advised that the working languages for such meetings will be English unless a prior
alternative arrangement has been made with the Commission.

Prices must be quoted in Euro using, if necessary, the conversion rates published in
the C series of the

Official Journal of the European Union on the day when the contract notice was
published (if no notice was published, on the day when the invitation to tender was
sent out).
Prices must be fixed amounts in Euro.
Estimated travel and subsistence expenses must be indicated separately.
This estimate should be based on Article 1.3.2 of the contract annexed to these
specifications and include any travel required to meet representatives of DG Health
and Food Safety. In any event, it should represent the maximum amount of travel and
subsistence expenses payable for all the services provided.
Prices should be quoted free of all duties, taxes and other charges, including VAT, as
the Communities are exempt from such charges under Articles 3 and 4 of the Protocol
on the privileges and immunities of the European Communities; the amount of VAT
should be shown separately.
Prices are firm and not subject to revision.

3. References
Supporting documents and useful web links:
A lot of relevant documents, information and useful web links can be found in the
Commission progress report8 on the Action Plan published in March 2015 and in the
latest version of the Commission roadmap against AMR.9

The Commission’s Web pages on AMR provide also relevant information:

http://ec.europa.eu/health/antimicrobial resistance/policy/index en.htm

Annexes to the specifications:
Annex 1: Quality assessment template

Annex 2: AMR - 12 key actions

8 http://ec.europa.eu/health/antimicrobial_resistance/docs/2015_amr_progress_report_en.pdf

9 http://ec.europa.eu/dgs/health_food-safety/docs/road-map-amr_en.pdf
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APPENDIX B: DETAILED RESEARCH METHOD

The overall approach to the evaluation is a multi-method study to identify quantitative
and qualitative findings across the actions. This includes the collection of primary
quantitative and qualitative information and secondary data. A summary of the
method is provided in section 2 of the main report. This appendix provides further
details of the methodology for the evaluation.

Primary data collection

Primary data collection included workshops, public consultation, Member State
surveys, stakeholder surveys and in-depth interviews. These are detailed in turn.

Workshops
Two workshops were held for the evaluation.

Workshop One

Stakeholder workshops are effective ways of informing consultees about a study and
gaining their interest in participation, collecting information about their experiences,
and sharing ideas amongst stakeholders, for example, as in this evaluation, at the
start of the assignment to support the focus and design of subsequent stages. The
objectives of the first stakeholder workshop were threefold:

1. To inform stakeholders about the evaluation and how they could be involved,
and generate interest in further participation (i.e. raise awareness of the
evaluation).

2. Obtain information on the stakeholders’ experiences of AMR issues in the EU.

3. Obtain information on the links between stakeholders’ experience of AMR and
the Action Plan.

The study team invited 42 organisations, with the aim of ensuring participation by 25
individuals representing the most important stakeholders active at EU level. A total of
29 individuals representing 22 organisations attended the workshop. The list of
participant organisations is provided in Appendix J. Stakeholders who did not attend
were invited to either submit written input to the questions posed at the workshop or
to respond to the public consultation, as they prefer.

The workshop was held in Brussels at the Commission premises. Four members of the
research team led the workshop and facilitated working group discussions. The
plenary sessions of the workshop was run with simultaneous translation in English and
French. The breakout sessions were conducted in English.

The workshop ran for a full day on Monday, 26 October.

Attendees were provided with the following information and invited to familiarise
themselves with its content in advance of the workshop:

1. An overview of the evaluation objectives, questions and process, with links to
the Action Plan and 2015 Progress Report

2. An overview of the workshop agenda, along with a list of question areas that
would be discussed during the workshop.

3. Logistics information (location, etc.)

13
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They were also invited to indicate which areas they were most interested in discussing
at the workshop from 14 options that covered the Action Plan objectives according to
animal and human health aspects. Feedback was used in forming sets of six working
groups and participants with similar interests were grouped together for the afternoon
work. In the morning, groups were based on general experience being related to
animals, humans or research.

The workshop was structured in five sessions (final agenda provided in Appendix I).

Following the workshop, a report summarising the main messages was prepared by
the study team and sent to the participants for additional remarks and comments. The
workshop summary report is provided in Appendix K.

Workshop Two

The objective of the second workshop was to discuss and validate the findings,
conclusions and recommendations of the evaluation with stakeholders.

The workshop took place at Commission premises in Brussels and was facilitated by
study team members. It consisted of two sessions (Appendix F):

e Session 1: Discussion of the main conclusions of the evaluation.
e Sessions 2: Discussion of the main recommendations for the future.

The workshop concluded by summarising key messages that emerged from
discussions. After the seminar, the evaluation team drafted a summary report of the
main messages. The summary report was sent to the participants for any additional
remarks and comments on 22 March 2016.

Invitees were drawn from the same list as for the first workshop and others identified
during the evaluation and who approached the study team, expressing an interest in
attending. Additional participants were included based on expressed interest from
invitees, taking into consideration the capacity of the room allocated to the workshop.

Public consultation

An open consultation involving an online questionnaire and running for 12 weeks was
held on the Commission’s ‘Your voice in Europe’ website. It closed on 22 January
2016. The consultation included questions covering all mandatory evaluation criteria
(relevance, effectiveness, efficiency, coherence and added value) in accordance with
EU guidelines for public consultation. A copy of the consultation questions is provided
in Appendix G. The questionnaire relied predominantly on a set of closed questions
enabling rapid comparative analysis of collected data, but also incorporated open text
fields, offering respondents the opportunity to provide in-depth qualitative answers.

A synopsis report of results from the public consultation is in Appendix L. The
consultation gathered views from any member of the public who wished to participate.
The primary audience for the consultation was stakeholders who were not involved in
other aspects of the consultation; accordingly, the general survey also provided an
opportunity for more expert respondents to be re-routed to the targeted surveys for
stakeholders and Member State representatives. In conjunction with the
questionnaire, the study team prepared accompanying background documentation,
including a description and a statement of purpose for the study, and a privacy
statement. These are provided in Appendix F.

10 http://ec.europa.eu/smart-regulation/guidelines/ug_chap7_en.htm
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Response numbers are summarised in Table 1.

Table 1: Public consultation survey response rate

Respondent Group

General 34
MS version 3

SH version 27
Total 64

Member State survey

Two versions of a survey targeting public sector representatives in the EU-28 Member
States were designed to cover issues specific to human and animal health. The groups
targeted for the survey included:

ECDC Coordinating Competent Bodies,

EARS-Net national participating institutions,

EMA National Competent Authorities (human and veterinary),

EFSA Focal Points, and

Other relevant institutions involved in developing national AMR strategies and
as identified through desk research and EC recommendations.

The survey questionnaires were composed mainly of closed-ended questions, in order
to support higher response rates, with some open-ended questions to allow
participants to contribute more detailed information. The questionnaire was organised
in sections by evaluation themes and survey routing in the online version ensured that
respondents were asked only questions which they felt they were in a position to
answer. This enabled efficient aggregate analysis while reducing respondent fatigue
from long questionnaires and irrelevant questions.

The survey was made available for nine weeks. The questionnaire was published in
English and was developed and distributed online via RAND Europe’s in-house survey
tool, Select Survey. A letter of recommendation from DG SANTE confirming RAND
Europe’s role as evaluator was be included with the invitation to participate. A total of
70 responses were received (of which 3 were rerouted from the public consultation
portal). For a breakdown of respondents by country, affiliation and expertise, see
Appendix L.

Stakeholder survey

Two versions of a survey targeting stakeholders on AMR issues were designed,
mirroring the Member State surveys covering issues specific to human and animal
health. The stakeholder groups targeted for the survey included those with experience
in areas related to:

¢ Animal health, farming and food,
e Human health, and
e Research and innovation.

As with the MS questionnaires, the stakeholder surveys were composed mainly of
closed-ended questions, with some open-ended questions. The surveys were sent to
EU-level stakeholder groups for distribution to their members and consolidation of
responses received.

The questionnaire was published in English and was developed and distributed online
through Select Survey. A Word version was also made available so that representative
associations could collect the views of their members in an aggregated version to
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submit directly to the study team or transfer to the online survey tool, as they
preferred. A letter of recommendation from DG SANTE confirming RAND Europe’s role
as evaluator was included with the invitation to participate. The stakeholder survey
was launched during the same time period as the MS survey. A total of 81 responses
were received (of which 27 were rerouted from the public consultation portal). For a
breakdown of respondents by country, affiliation and expertise, see Appendix L.

Interviews

In-depth interviews were conducted to collect qualitative data that complements the
survey. Interviews targeted representatives of the EC and relevant DGs; EU Agencies
such as the ECDC, EFSA, and EMA; non-governmental and international organisations;
and EU-level interest groups. Interviews also targeted at recipients of EU research
funds. Topic guides for each group are provided in Appendix H.

Interviews were conducted by telephone in English. Interviews were recorded with the
express agreement of the consultee. Subjects gave interviews under pre-defined
privacy and data protection conditions and were guaranteed the right to review their
contributions if they choose to do so.

Table 2 provides a summary of the target number and distribution of interviews by
consultee group. The target number of interviews per group has been achieved across
all groups except for international bodies.

Table 2: Interviews

R

European level policy and public body representatives, 11 11
third country experts

International bodies 5 4
Research and innovation stakeholders 5 7
Independent experts on AMR issues 2 2
Additional interviews (for case studies) 2 13
Total 25 37

Secondary data collection
Desk research

The research team conducted a literature and data review of available information on
issues relevant to the EC Action Plan on AMR. This included the relevant academic
literature as well as reports, position papers and other secondary sources produced by
the Commission, national governments and stakeholders, including representative
organisations at international, EU and national levels.

The review of available information determined what data and information were
readily available and what information needed to be collected through the public
consultation, Member State and stakeholder surveys, interviews, workshops, and case
studies. Desk research also informed the design of data collection tools, such as
interview protocols, the public consultation document and the Member State and
stakeholder survey questionnaires.
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Desk research was used throughout the evaluation to answer the evaluation questions
as indicated in the evaluation matrix Appendix D.

Relevant literature and other sources included:

e EU legislation and related official documents, including the progress report on
the Action Plan against the rising threats from antimicrobial resistance -
SWD(2015) 59;

e EMA scientific guidelines and recommendations on antimicrobial resistance;

e EFSA scientific opinions, EU summary reports and scientific reports on
antimicrobial resistance;

e ECDC surveillance reports, surveys, risk assessments, guidance documents and
other documents on AMR;

e Documentation pertaining to FP7, Horizon 2020 and IMI Joint Undertaking
funded AMR-related research projects;

e FEuropean Surveillance of Antimicrobial Consumption Network/ESAC-Net data
on antimicrobial consumption in the primary care and hospital sectors reported
annually to ECDC by all Member States;

e European Surveillance of Veterinary Antimicrobial Consumption (ESVAC) data
on antibiotic use in animals;

e FEuropean Antimicrobial Resistant Surveillance Network (EARS-NET) data on the
occurrence and spread of antimicrobial resistant microorganisms of major
public health importance in Member States;

e Eurobarometer and other public opinion surveys on the awareness of issues
related to AMR in Member States.

¢ Stakeholder reports, memos, position papers, presentations and other sources;
and

e Academic literature on AMR-related issues.

A non-exhaustive list of the literature consulted is provided in the References section.
Case studies

Two types of case studies (Appendix N) were developed for this evaluation: country
case studies in Member States and topic case studies on specific issues related to
AMR. The objectives of the case studies were to (i) provide detail on the similarities
and differences in countries’ approaches to the implementation of the EC Action Plan
on AMR, (ii) explore particular issues in more depth across Europe and (iii) expand
and confirm findings about the impacts of the EC Action Plan on AMR.

The case studies (Appendix N) were used to collect data primarily to support the
analysis of evaluation questions on the effectiveness of the EC Action Plan on AMR.
Their specific role in the evaluation is indicated in the evaluation matrix (Appendix D).
Case studies involved a combination of secondary data analysis (desk research) and
primary data collection and analysis (interviews).
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APPENDIX C: INTERVENTION LOGIC

This appendix presents the intervention logic for the Action Plan (Figure 1).
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APPENDIX D: EVALUATION MATRIX

EQ = Evaluation Question; JC = Judgement Criteria; MS = Member State; SH = stakeholder; PC = public consultation; AP= Action

Summary of methods

Plan

Groups to approach

General public

Private groups active in animal health, human health, farming and food:
industry and professional associations, public interest groups

Research stakeholders (researchers, scientific societies and academies, IMI

representatives, research-active SMEs, Efpia)
Policymakers from Member States

International bodies (e.g. WHO)
Independent experts on AMR issues
Commission and other EU public bodies (e.g. ECDC)

Methods of involvement

Open public consultation

e Participation in two stakeholder workshops
e Targeted surveys!! (to be distributed to members of

groups)
e (Public consultation option)
e Phone interviews if appropriate

Phone interviews

MS Surveys (tailored to focus on animal or human
health)

Phone interviews
Phone interviews
Phone interviews

! These surveys are a means for groups to obtain feedback from their members, to ensure a high level of representation. Some of the questions will be consistent across all or most

surveys, but some will be specific to particular groups.
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Table 3:Evaluation Matrix

Survey /
. EQ / IJC Data sources Interview
questions

Original: To what extent do the objectives of the action plan sti#f address the problems identified in 2011? How well
do these objectives still correspond to the current needs of tackling AMR within the EU?

Revised: To what extent do the objectives of the action plan address the problems identified in 2011?
How well do these objectives still correspond to the current needs of tackling AMR within the EU?

MS and SH surveys, interviews, workshops

EQ1
(Relevance)

JC1.1
Problems
identified in
2011 are
addressed by
the objectives

All

1. AP objectives addressed the problems identified
(before and during 2011)

EU documents/reports from 2008-

2011 (particularly those referenced in gy.A H 13
the AP)*? 17 !
Reports and strategies from other MS-A H 13. 17
bodies (e.g. WHO, US, UK, CDDEP) ' !
published in 2008-2011%3 lf=menEs Xl
Academic reviews discussing AMR and
policy needs, data from ECDC, etc.

12 E g. ECDC/EMEA Joint Technical Report. The bacterial challenge: time to react. http://www.ema.europa.eu/docs/en_GB/document_library/Report/2009/11/WC500008770.pdf;
Second Report from the Commission to the Council on the Basis of Member States’ Reports on the Implementation of the Council Recommendation (2002/77/EC) on the
Prudent Use of Antimicrobial Agents in Human Medicine. Technical annex: http://ec.europa.eu/health/antimicrobial_resistance/docs/cswd_technicalannex_en.pdf

13 6.9. WHO world health day 2011 materials, French national plan 2011
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Survey /
o EQ / 1C Data sources Interview
questions

Original: To what extent do the objectives of the action plan stif address the problems identified in 2011? How well
do these objectives still correspond to the current needs of tackling AMR within the EU?

Revised: To what extent do the objectives of the action plan address the problems identified in 2011?
How well do these objectives still correspond to the current needs of tackling AMR within the EU?

MS and SH surveys, interviews, public
consultation, workshop

All

EQ1
(Relevance)

JC1.2
Problems
identified as
relevant
currently are
addressed by
the objectives

1. AP objectives still correspond to current EU
needs o

EU documents/reports psot-2011

Reports and strategies from other PC 14, 15,16, 17
bodies (e.g. WHO, US!, UK!®, SH-A, H 14, 15,
CDDEP?®) from 2011-15. 16, 17

Other policy reports and strategies MS-A, H 14, 15,
published post-2011. 16, 17

Academic reviews discussing AMR and Interviews: R2
policy needs, data from ECDC, etc.

Data reviewed under EQ3-EQ4

Synthesis of key messages from all EQ

1% https://www.whitehouse.gov/sites/default/files/docs/national_action_plan_for combating_antibotic-resistant bacteria.pdf

15 https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/385733/UK_AMR _annual_report.pdf

18 http://cddep.org/publications/state_worlds_antibiotics 2015
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Evaluation of the EC Action Plan against the rising threats from antimicrobial resistance

Survey /
EQ / 1C Data sources Interview
questions
EQ 2 Are the areas for EU action appropriate in view of the distribution of EU and national competences?
(Relevance)
JC 2.1 Areas

SH-A,H 18, 19

gqrta_cbtiinda_re MS and SH surveys, interviews MS-A H 18. 19

All lIstributed in 1. Appropriate allocation of areas of action Policy documents that outline distribution " !
line with EU e 17 Interviews: R1,
and MS of responsibilities 3

competencies.

"E.g. Action Plan, Guidance on prudent use of antimicrobial agents in humans and animals
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" Survey /

EQ 3 To what extent have the actions been effective at improving treatment of infections in humans and

(Effectiveness) animals?

1. Decrease or no increase in the volume of
antimicrobials sold annually in the EU® since
2011%

JC 3.1 Reduction
Oor no increase in

1 total 2. Decrease or no increase in the antimicrobials

antimicrobial prescribed to patients since 2011
consumption for

use in humans.

3. Decrease or no increase in total antimicrobial
consumption in humans linked to the Action Plan
(reference years 2011-15)

Case study 1

ESAC-Net: human consumption of
antimicrobials, 2005-2013 N/a
Relevant academic studies (supporting
information)

APRES?® data from primary care

patient records

Relevant academic studies (supporting N/a
information)

SH-H 23, 24
MS and SH surveys, interviews, MS-H 23, 24
workshops, case study 1 Interviews: E1,
E2

'8 Trends at EU-level over time as compared with international data; sub-group trends may include: community (i.e. non-hospital) and hospital settings, commonly prescribed

antibacterials (e.g. penicillin with beta-lactamase inhibitors), age, gender, prescriber type

9 Analysis of all indicators will include consideration of the time period before the Action Plan was implemented with reference to changes since 2011. The pre-2011 period of
analysis will vary by indicator depending on available information, but will include at least the two previous years and up to five years.

% Data from individual patient records in primary care across 9 member states (to validate and explore trends identified in ESAC-Net data)
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" Survey /

EQ3
(Effectiveness)

JC3.2
Appropriate use
of antimicrobials
in humans.

To what extent have the actions been effective at improving treatment of infections in humans and
animals?

ESAC-Net data on consumption of

1. Reduction or no increase in consumption of antibacterials for systemic use trends in
antimicrobials in the primary care sector since EU MS (via sales and/or reimbursement N/a
2011 information) covering period 2011-
2014. (DDD/1000 inhabitants/day)
2. Decrease or no increase in sales of Policy reports and academic literature on N/a
antimicrobials without prescription since 2011 sales of antimicrobials without prescription
e ESAC-Net: human consumption of
3. Decrease in the ratio of broad to narrow antimicrobials, 2005-2013 N/a
spectrum antimicrobials since 2011 e Relevant academic studies (supporting
information)
SH-H 25, 26
4. Increase in appropriate use is considered to be . . MS-H 25, 26
linked to the AP (reference years 2011-15) HES i) 1] sy, Ingsiviane Interviews: E3,
E4
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Evaluation of the EC Action Plan against the rising threats from antimicrobial resistance

Survey /
o EQ / 1C Data sources Interview
questions

EQ3 To what extent have the actions been effective at improving treatment of infections in humans and
(Effectiveness) animals?
1. Increased implementation by MS of the MS and SH surveys, interviews, workshops gy y 29
prescription-only requirements for antimicrobial e Commission reports on promoting MS-H 29
IC 3.3 agents (reference years 2011-15) prudent use of antimicrobials®!,?? e e (£
Improvement in o Other documentation or data from MS ‘NtEMVIEWS:
184 approaches to 2. Decrease or no increase in health care ECDC Surveillance Report of health care
treating associated infections in EU long-term care associated infections and antimicrobial use  N/a
infections in facilities since 2011 in European long-term care facilities*
humans . . o . ECDC Surveillance Report of health care
3. Decrease or no increase in antimicrobial use in . . . L -
s . associated infections and antimicrobial use N/a
EU long-term care facilities since 2011 . L
in European long-term care facilities
21 2" report (and detailed analysis) on implementation of 2002 Recommendation (http://ec.europa.eu/health/antimicrobial_resistance/docs/amr_report2_en.pdf); First report was

published in 2005, second in 2010; publication of third report anticipated in 2015 (according to Action Plan and Action Plan Progress Report).
http://ecdc.europa.eu/en/healthtopics/antimicrobial _resistance/antimicrobial-resistance-healthcare-associated-infections-programme/Pages/ARHAI.aspx

?2 Figures for Europe also summarised in the WHO’s Response to AMR report (April 2015). http://apps.who.int/iris/bitstream/10665/163468/1/9789241564946_eng.pdf?ua=1

23 Reports on long-term care facilities cover 2010 and 2013 http://ecdc.europa.eu/en/publications/surveillance_reports/arhai/Pages/arhai.aspx
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Evaluation of the EC Action Plan against the rising threats from antimicrobial resistance

Survey /
o EQ / 1C Data sources Interview
questions

EQ3 To what extent have the actions been effective at improving treatment of infections in humans and
(Effectiveness) animals?

MS and SH surveys, interviews, workshops
HALT project report on national
performance indicators for antimicrobial
stewardship and infection control in Europe
(2010 data)**

SH-H 29
MS-H 29
Interviews: E5

4. Increased implementation of control measures
against AMR in nursing homes and long-term
health facilities

MS and SH surveys, interviews,
workshops, case study 4
ECDC Core competencies for infection

5. Increased number of new training courses on control and hospital hygiene professionals SH-H 29
AMR for healthcare workers (reference years in the EU (2013) MS-H 29
2011-15) Figures from Commission’s CSWD detailed  Interviews: E5

analysis on country reports (published in
2010) on implementation of 2002
Recommendation

6. Updated national strategies and control MS and SH surveys, interviews, workshops

measures on AMR to account for new information  National AMR strategies

(reference years 2011-15)

SH-H 29
MS-H 29
Interviews: E5

2 B. Cookson, D. MacKenzie, et al. (2013), ‘Development and assessment of national performance indicators for infection prevention and control and antimicrobial stewardship in
European long-term care facilities,” Journal of Hospital Infection, Volume 85, Issue 1, September 2013, Pages 45-53.



Evaluation of the EC Action Plan against the rising threats from antimicrobial resistance

EQ3
(Effectiveness)

Survey /
Interview
questions

To what extent have the actions been effective at improving treatment of infections in humans and

animals?

7. Improvements considered to be linked to the
AP and align with effective implementation by MS
of 2002 Council Recommendation (AP Action 1)
(reference years 2011-15)

MS and SH surveys, interviews,
workshops, case study 4

2002 Council Recommendation on the
prudent use of antimicrobial agents in
human medicines (supporting
document)

SH-H 29, 30
MS-H 29, 30
Interviews:
E5, 6
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Survey /
A EQ / 1C Data sources Interview
questions

EQ3
(Effectiveness)

JC3.4 Reduction
or no increase in
2 antimicrobial
consumption for
use in animals.

To what extent have the actions been effective at improving treatment of infections in humans and
animals?
Case study 5

. . ESVAC: data on veterinary antimicrobial
1. Decrease or no increase in the volume of

antimicrobials sold annually in the EU since 2011 consumptlor) (2.010_2012); 5" ESVAC Ve

report (publication expected October

2015)
2. Observed decrease or no increase in total I il B suieye, THERiaTe, caee iy SH-A 23, 24
antimicrobial consumption in animals linked to ! ! MS-A 23, 24
the Action Plan (reference years 2011-15) e Interviews: E10
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" Survey /

EQ 3 To what extent have the actions been effective at improving treatment of infections in humans and
(Effectiveness) animals?

MS and SH surveys, interviews,

workshops, case study 6

JC3.5 Supporting documents:

Improvements in e Reports from EMA and CVMP as listed SH-A 27, 28
283 the prudent use 1. Improvements in prudent use in veterinary in progress report®® MS-A 27, 28

of antimicrobials medicine since 2011 e Information on updating of marketing Interviews: E11,

in veterinary authorisations?® E12, E13

medicine e Report (with FVO) on ability of

national labs to monitor residues?®’
o EFFORT data (if available)®®

% Listed in Annex 1 of progress report: http://ec.europa.eu/health/antimicrobial_resistance/docs/2015_amr_progress_report_en.pdf

% Listed in Annex 2 of progress report: http://ec.europa.eu/health/antimicrobial_resistance/docs/2015_amr_progress_report_en.pdf

" FVO report 2015-7211, available at http://ec.europa.eu/food/fvo/overview_reports/details.cfm?rep_id=77

%8 Ecology from Farm to Fork Of microbial drug Resistance and Transmission, http://www.effort-against-amr.eu/, in particular, WP5: relationship between farming practices,
antimicrobial usage, animal health and resistance; WP6: intervention studies aiming at reducing antimicrobial usage and resistance in pig and poultry production; WP7:
quantification of exposure to antimicrobial resistance through different transmission routes from animals to humans
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Evaluation of the EC Action Plan against the rising threats from antimicrobial resistance

- Survey /
EQ 3 To what extent have the actions been effective at improving treatment of infections in humans and

(Effectiveness) animals?
2. Improvements in the prudent use of

antimicrobials are aligned with the principles Interviews, workshops, case study 6
outlined in the Guidelines for the prudent use of Commission Notice: Guidelines for the . .

. . . . . L . - : Interviews: E11,
antimicrobials in veterinary medicine (2015) prudent use of antimicrobials in veterinary E12 E13
(particularly justified prescription and use, medicine (Sept 2015)%° !
avoidance of routine prophylaxis, avoiding use of
medication for a full herd/flock)

SH-A 27, 28
3. Observed improvements are considered to be MS and SH surveys, interviews, MS-A 27, 28
linked to the AP (reference years 2011-15) workshops, case study 6 Interviews: E11,
E12, E13

29 http://ec.europa.eu/health/antimicrobial _resistance/docs/2015 prudent use guidelines_en.pdf

Annex: http://ec.europa.eu/health/antimicrobial resistance/docs/2015 prudent use guidelines annex en.pdf



http://ec.europa.eu/health/antimicrobial_resistance/docs/2015_prudent_use_guidelines_en.pdf
http://ec.europa.eu/health/antimicrobial_resistance/docs/2015_prudent_use_guidelines_annex_en.pdf

Evaluation of the EC Action Plan against the rising threats from antimicrobial resistance

Survey /
A EQ / 1C Data sources Interview
questions

EQ 3 To what extent have the actions been effective at improving treatment of infections in humans and
(Effectiveness) animals?

Interviews
e Documentation for proposals on
1C3.6 1. _Provision made for apprqpriate wgrr}ings-and_ vete_rinary medicinal products and _
Imp.rovements - gu|danc_e on labels of veterinary _antlm_lcroblals in medicated feed (specmc asgoeg:lts Interviews: E14
the rules new legislative proposal under discussion related t_o addr_essmg AMR) ,
guidance’and e Academic s_tudles and policy reports
2 authorisation (where avallab_le) .
requirements for MS and SH surveys, interviews
veterinary 2. Restrictions have been considered on regular ° Documentatlon_fgr PITTROES O SH-A 25 26
medicines and or off-label use of certain new or critically vete_rmary medicinal PFOd”CtS Qg !
medicated feed. important antimicrobials for humans in the ieliezis (gl (SRediie e ISR 23, 28

related to addressing AMR)3?,33
e Academic studies and policy reports

(where available)

veterinary sector since 2011 L et (B

% Adopted by Commission in 2014. Background information: http:/ec.europa.eu/health/veterinary-use/rev_frame_index_en.htm

31 Further info on status of proposals on VMPs and medicated feed may be required from EC representatives

%2 Adopted by Commission in 2014. Background information: http:/ec.europa.eu/health/veterinary-use/rev_frame_index_en.htm

%% Further info on status of proposals on VMPs and medicated feed may be required from EC representatives
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Survey /
A EQ / 1C Data sources Interview
questions

EQ 3 To what extent have the actions been effective at improving treatment of infections in humans and
(Effectiveness) animals?

MS and SH surveys, interviews
e Documentation for proposals on

3. Consideration given to amending the rules for veterinary medicinal products and SH-A 25, 26
advertisement of veterinary antimicrobials®* since medicated feed (specific aspects MS-A 25, 26
2011 related to addressing AMR)>®°,3¢ Interviews: E14

e Academic studies and policy reports
(where available)
MS and SH surveys, interviews

4. Authorisation requirements revisited to ¢ Documentation for proposals on

sufficiently address risks and benefits of \rfézirci:gigg ?gggi?snpa;cﬁ’f:zdaus?:cigd ;HS_—Q ii’ 32
antimicrobial medicines (reference years 2011- related to addressing AMR)?7, 38 Interviews: E14

15) e Academic studies and policy reports

(where available)

% Adopted by Commission in 2014. Background information: http:/ec.europa.eu/health/veterinary-use/rev_frame_index_en.htm

% Further info on status of proposals on VMPs and medicated feed may be required from EC representatives

37 Adopted by Commission in 2014. Background information: http:/ec.europa.eu/health/veterinary-use/rev_frame_index_en.htm

%8 Further info on status of proposals on VMPs and medicated feed may be required from EC representatives

33


http://ec.europa.eu/health/veterinary-use/rev_frame_index_en.htm
http://ec.europa.eu/health/veterinary-use/rev_frame_index_en.htm

Evaluation of the EC Action Plan against the rising threats from antimicrobial resistance

Survey /
A EQ / 1C Data sources Interview
questions

EQ 3 To what extent have the actions been effective at improving treatment of infections in humans and
(Effectiveness) animals?

Interviews
e Documentation for proposals on
5. Observed or considered improvements in veterinary medicinal products and ; .
. . . . e Interviews: E14,
rules, guidance and authorisation requirements medicated feed (specific aspects 15
are linked to AP (reference years 2011-15) related to addressing AMR)3°,°

e Academic studies and policy reports
(where available)

% Adopted by Commission in 2014. Background information: http:/ec.europa.eu/health/veterinary-use/rev_frame_index_en.htm

“0 Further info on status of proposals on VMPs and medicated feed may be required from EC representatives
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Survey /
o EQ / 1C Data sources Interview
questions

EQ3 To what extent have the actions been effective at improving treatment of infections in humans and

(Effectiveness) animals?

1. Introduction of fast-track procedures for the

e marketing authorisation of new antimicrobials

Increased

support for

collaborative 2. Introduction of fast-track procedures for
research and  marketing new antimicrobials is linked to the AP

development  (reference years 2011-15)
efforts to bring

new antibiotics
to patients 3. Number of new projects to support R&D that
6 address the needs and challenges of antibiotic
development (reference years 2011-15)

Interviews, workshops
e EMA Annual Reports and work
programmes*! and medicines

database Interviews:

e Secondary publications on the
antimicrobial pipeline*?

Interviews, workshops Interviews:

Interviews, workshops

Relevant documentation pertaining to EU
projects, focusing on IMI/IMI2, and FP7 and
Horizon 2020

Documentation of New Drugs for Bad Bugs
Programmme (ND4BB)

Interviews:

E22

E19

E22

*! http://www.ema.europa.eu/ema/index.jsp?curl=pages/about_us/document_listing/document_listing_000208.jsp&mid=WC0b01ac058002933a [last accessed 3 November 2015]

*2 http://www.ema.europa.eu/ema/index.jsp?curl=pages/includes/medicines/medicines_landing_page.jsp [last accessed 3 November 2015]
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Evaluation of the EC Action Plan against the rising threats from antimicrobial resistance

Survey /
o EQ / 1C Data sources Interview
questions

EQ3 To what extent have the actions been effective at improving treatment of infections in humans and
(Effectiveness) animals?

Relevant documentation pertaining to EU
funding,* including IMI,** IMI2,* FP7* and
Horizon 2020% N/a
Documentation of New Drugs for Bad Bugs
Programme (ND4BB)*®

4. Budget data indicate resources mobilised to
support antibiotic R&D since 2011

*3 For instance, EU communication on new research projects: http://europa.eu/rapid/press-release MEMO-13-996_en.htm?locale=en [last accessed 3 November 2015]

* IMI (N.d.) Budgets and Annual Accounts. Available from http://www.imi.europa.eu/content/documents#budget_accounts [last accessed 3 November 2015]. IMI (N.d.) Annual
Activity Reports. Available from http://www.imi.europa.eu/content/documents#activity reports [last accessed 3 November 2015]

* IMI2 (2014) The right prevention and treatment for the right patient at the right time: Strategic Research Agenda for Innovative Medicines Initiative 2. Available from
http://www.imi.europa.eu/sites/default/files/uploads/documents/IMI2_SRA_March2014.pdf [last accessed 3 November 2015]. IMI2 (N.d.) Budgetary control. Available from
http://www.imi.europa.eu/content/budgetary-control [last accessed 3 November 2015].

*® For instance FP7 monitoring reports. Available from https:/ec.europa.eu/research/evaluations/index_en.cfm?pg=fp7-monitoring [last accessed 3 November 2015]

*" For example, first Horizon 2020 Work Programme update. Available from http://europa.eu/rapid/press-release MEMO-14-492_en.htm [last accessed 3 November 2015]. Horizon
2020 2014-2015 Work Programme in the area of Health, demographic change and wellbeing. Auvailable from
http://ec.europa.eu/research/participants/data/ref/h2020/wp/2014 2015/main/h2020-wp1415-health en.pdf#page=99 [last accessed 3 November 2015]

“8 http://www.imi.europa.eu/content/nd4bb
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Evaluation of the EC Action Plan against the rising threats from antimicrobial resistance

Survey /
o EQ / 1C Data sources Interview
questions

EQ3 To what extent have the actions been effective at improving treatment of infections in humans and
(Effectiveness) animals?

MS and SH surveys, interviews

e Available review and summary SH-H 33, 34, 35,
5. Establishment of adequate market and pricing documenta:on;rclld colmmentarles on 36
conditions for new antibiotics since 2011 B FESEETE Al GER ORI NI e a2 oy
new antimicrobials

e EMA guidelines and other 2 ) _
documentation for private sector Interviews: E19
pertaining to new drug development®°

* For instance, Rex, JH (2014) ND4BB: addressing the antimicrobial resistance crisis. Nature Reviews Microbiology 12:231-232. Roca, I, Akova, M, Baquero, F et al. (2015) The
global threat of antimicrobial resistance: science for intervention. New Microbes and New Infections 6:22-29. Payne, DJ, Miller, LF, Findlay, D et al. (2015) Time for a change:
addressing R&D and commercialization challenges for antibacterials. Philosophical Transactions of the Royal Society of London B: Biological Sciences, 370(1670). Eichberg,

MJ (2015) Public funding of clinical-stage antibiotic development in the United States and European Union. Health security 13(3):156-165. Geoghegan-Quinn, M (2014)
Funding for antimicrobial resistance research in Europe. The Lancet 384(9949):1186.

%0 Examples include Guidelines on the evaluation of medicinal products indicated for treatment of bacterial infections (available from
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500003417.pdf [last accessed 3 November 2015]), an addendum to the guidelines
(available from http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2013/11/WC500153953.pdf [last accessed 3 November 2015), and materials
related to a workshop on regulatory options for approval of new antibacterials for human use (available from

http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/events/2013/09/event detail _000781.jsp&mid=WC0b01ac058004d5c3 [last accessed 3 November
2015].
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Evaluation of the EC Action Plan against the rising threats from antimicrobial resistance

Survey /
o EQ / 1C Data sources Interview
questions

EQ3 To what extent have the actions been effective at improving treatment of infections in humans and
(Effectiveness) animals?

MS and SH surveys, interviews

6. Improved R&D efficiency is linked to the AP (esp. SeaumETiEileT perElning @ it e

the launch of programme for research on new ) SH-H 31, 32
antibiotics with EFPIA and within the IMI-Joint 2;%9{4"’:25”,3Zi)s‘éf'}FijcsoLchﬁﬂghf'?zc" CARE Ms-H 31, 32
Undertaking, and related to efforts to enable joint ! ! E18

ENABLE>® and DRIVE-AB,** and IMI2

sharing of knowledge) (reference years 2011-15) researchss

7. Improvements in public-private collaboration for
antibiotic R&D, linked to the establishment of a
framework agreement with the industry, defining
objectives, commitments, priorities, principles and
modes of action for public-private collaboration in a
longer term perspective (AP Action 6) (reference
years 2011-15)

Interviews, workshops Tricarlicme: 295

5! http://www.combacte.com/

>2 http://www.nd4bb.eu/index.php/myarticles/2-translocation

>3 http://www.nd4bb-enable.eu/

> http://drive-ab.eu/

> IMI2 (2014) The right prevention and treatment for the right patient at the right time: Strategic Research Agenda for Innovative Medicines Initiative 2. Available from

http://www.imi.europa.eu/sites/default/files/uploads/documents/IMI2_SRA_March2014.pdf [last accessed 3 November 2015]. IMI2 (N.d.) Budgetary control. Available from
http://www.imi.europa.eu/content/budgetary-control [last accessed 3 November 2015].
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Survey /
EQ / 1C Data sources Interview
questions

EQ 3 To what extent have the actions been effective at improving treatment of infections in humans and
(Effectiveness) animals?
1. Progress in incentivising innovation in veterinary . . SH-A 30
medicine, and reduction of related barriers since i el Sl SRR, TUSIEHE, e Ehieps MS-A 30
JC3.8 2011 Interviews: E23
U OYETET: 2. Inclusion of incentives in new legislation on
in the o . Documentation for proposals on veterinary
conditions for VEIETNET) e products t(.) §upport the_ medicinal products and medicated feed N/a
7 the development of veterinary medicine innovations, (specific aspects related to addressin AMR)56
introduction of and reduction of related barriers since 2011 P P 9
new veterinary 3- Improved understanding of the need for new MS and SH surveys, interviews, workshops g a 79
antimicrobials antibiotics in veterinary medicine (AP Action 7) and e Documentation of EC request to EMA MS-A 29
the need to offer incentives/ reduce barriers, linked for scientific advice®’ : _
to the AP since 2011 o Information related to AP Action 2 Interviews: E24

°® Adopted by Commission in 2014. Background information: http:/ec.europa.eu/health/veterinary-use/rev_frame_index_en.htm

>’ [Electronic Version unavailable as of 23 Sept 2015] EMA. 2014. Request for scientific advice on the impact on public health and animal health of the use of antibiotics in animals
- Answer to the second, third and fourth request from the European Commission.

http://www.ema.europa.eu/docs/en_GB/document_library/Other/2014/07/WC500170253.pdf. http://www.ema.europa.eu/docs/en_GB/document_library/Other/2014/07/WC5001
70253.pdf

Request for advice: http://www.ema.europa.eu/docs/en_GB/document_library/Other/2013/04/WC500142070.pdf
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Evaluation of the EC Action Plan against the rising threats from antimicrobial resistance

Survey /
A EQ / 1C Data sources Interview
questions

EQ 3 To what extent have the actions been effective at improving treatment of infections in humans and

(Effectiveness) animals?
1. Increases in budget allocations to further research
aimed at better understanding of antimicrobial
resistance and pathogenic-host interactions, and the
development of diagnostic tools, vaccines and other
preventive measures since 2011
2. Number of programmes launched and outcomes

JC_3-9 of these programmes (where outcomes available)

Reinforcement  o\6 increased further research in these areas since

11 and increased
S 2011

coordination of o , . .

research efforts 3+ Pipeline data on diagnostics, vaccines, etc.
confirm further research on treatments since 2011

Documentation pertaining to EU funding,

including FP7 and Horizon 2020°8 e

Documentation for FP7 an Horizon2020 N/a

Pipeline data on diagnostics, vaccines, etc. N/a

SH-A 31, 32
4. Budget allocations, programme development, and SH-H 37, 38
pipeline developments in these areas are linked to MS and SH surveys, interviews MS-A 31, 32
the AP (reference years 2011-15) MS-H 37, 38

Interviews: E25

%8 For example, EU communication on new research projects: http://europa.eu/rapid/press-release MEMO-13-996_en.htm?locale=en [last accessed 3 November 2015]; FP7
monitoring reports. Available from https://ec.europa.eu/research/evaluations/index_en.cfm?pg=fp7-monitoring [last accessed 3 November 2015]; First Horizon 2020 Work
Programme update. Available from http://europa.eu/rapid/press-release MEMO-14-492 en.htm [last accessed 3 November 2015]. Horizon 2020 2014-2015 Work Programme
in the area of Health, demographic change and wellbeing. Available from http://ec.europa.eu/research/participants/data/ref/h2020/wp/2014 2015/main/h2020-wp1415-
health en.pdf#page=99 [last accessed 3 November 2015]
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Evaluation of the EC Action Plan against the rising threats from antimicrobial resistance

Survey /
A EQ / 1C Data sources Interview
questions

EQ 3 To what extent have the actions been effective at improving treatment of infections in humans and
(Effectiveness) animals?

5. JPI on coordinating national research activities
related to AMR has affected national funding

decisions, with increase budget allocations going to Interviews Interviews: E25
this issue (reference years 2011-15)

H-A 31, 32
6. Activities under the AP to reinforce and increase EH-H §7’ ??;8
coordination on research are considered to have led MS and SH surveys, interviews MS-A 31, 32

to positive changes in treatments for infections

MS-H 37, 38
f 2011-1 '
(reference years 20 5) Interviews: E25



Evaluation of the EC Action Plan against the rising threats from antimicrobial resistance

Survey /
A EQ / 1C Data sources Interview
questions

EQ 4 . To what extent have the actions aimed at containing the risks of spreading AMR been effective?
(Effectiveness)
JC4.1 Case study 2
Improvements e EARS-Net data®
i ﬂ;\?eo g:funrgree; 1. Reduction in antimicrobial resistance® over time ¢ Sf:\'/%?ﬁ;ﬁileadnat;;ryfmb'al susceptibility N/a
60 ;i
in country-level ot i (2] @irel] dmel LS Stuee 2001 e Relevant academic literature on AMR®3
indicators of e EFSA and ECDC data and reports on
resistance in zoonoses®

% Defined as a resistance percentage, weighted by the population coverage in each country and the size of the country relative to rest of EU
%0 Where sufficient data is available: EARS-Net guidance is not to report if <10 isolates were reported for a specific organism—antimicrobial agent combination in a country
81 Data is on resistance to eight key bacteria pathogens of public health importance, 2005-2013 (and 2014 if available)

62 Annual data, e.g. Gonococcal antimicrobial susceptibility surveillance in Europe 2011. ECDC, 2013. http://www.ecdc.europa.eu/en/publications/publications/gonococcal-
antimicrobialsusceptibility-surveillance-27-mar-2013.pdf

83 Livestock-associated methicillin-resistant Staphylococcus aureus in humans, Europe. Emerg Infect Dis 2011;17(3):502-5. http://wwwnc.cdc.gov/eid/article/17/3/pdfs/10-1036.pdf
; New Delhi metallo-beta-lactamase 1-producing Enterobacteriaceae: emergence and response in Europe. 2010. Eurosurveillance 2010;15(46). pii: 19716.

http://www.eurosurveillance.org/images/dynamic/EE/\V15N46/art19716.pdf

® EFSA and ECDC (2014) The European Union Summary Report on Trends and Sources of Zoonoses, Zoonotic Agents and Food-borne Outbreaks in 2012. EFSA Journal
12(3):3590-3904; EFSA and ECDC (2013) The European Union Summary Report on Trends and Sources of Zoonoses, Zoonotic Agents and Food-borne Outbreaks in 2011. EFSA
Journal 11(4):3129-3378; EFSA and ECDC (2012) The European Union Summary Report on antimicrobial resistance in zoonotic and indicator bacteria from humans, animals and
food in 2010. EFSA Journal 10(3):2598-2830; EFSA and ECDC (2011) The European Union Summary Report on antimicrobial resistance in zoonotic and indicator bacteria from
humans, animals and food in the European Union in 2009.EFSA Journal 9(7):2154-2474; EFSA and ECDC (2010) The Community Summary Report on antimicrobial resistance in
zoonotic and indicator bacteria from animals and food in the European Union in 2008. EFSA Journal 8(7):1658-1918; EFSA and ECDC (2010) The Community Summary Report on
antimicrobial resistance in zoonotic and indicator bacteria from animals and food in the European Union in 2004-2007. EFSA Journal 2010; 8(4):1309-1614.
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Evaluation of the EC Action Plan against the rising threats from antimicrobial resistance

Survey /
A EQ / 1C Data sources Interview
questions

EQ 4 . To what extent have the actions aimed at containing the risks of spreading AMR been effective?
(Effectiveness)
microorganisms Case study 2 and 3
of major public e Patient safety and HAIs progress
health report®
:?C?Sdrﬁgce’ 2. Decrease or no increase in the occurrence of ¢ Egrl\g’c(r:ofg;?j Choon;[[))ii;?r;ucngisefnc;r infection
Hospital HAIs in the EU overall over time and across MS ; X N/a
pita ) professionals in the EU (2013).
Acquired since 2011 e ECDC surgical site infection reports
Infections e ECDC HAISs surveillance report®®
(HAIs). e Academic literature on HAIs®” and
e APRES study®®
= A . . SH-H 27, 28
) senved ”.“pfo"eme”ts or_no changes.ln MS and SH surveys, interviews, MS-H 27, 28
country-level indicators of resistance are linked to workshops, case study 2 and 3 Interviews: E7
the AP (reference years 2011-15) ! 8 9 T

% patient Safety and HAISs, report from the Commission to the Council, June 2014, http://ec.europa.eu/health/patient_safety/docs/ec_2ndreport_ps_implementation_en.pdf

% Report was published most recently in 2013, with point prevalence data of HAIs in a survey of individual acute care hospitals ( >1,000 hospitals in 29 European countries)

%7 E.g. ECDC pilot point prevalence survey of healthcare-associated infections and antimicrobial use. Eurosurveillance 2012;17(46). pii: 20316.
http://www.eurosurveillance.org/images/dynamic/EE/V17N46/art20316.pdf; Clostridium difficile infection in Europe: a hospital-based survey. Lancet 2011;377(9759):63-73.
http://www.ecdc.europa.eu/en/activities/sciadvice/ layouts/forms/Review_DispForm.aspx?1D=633&L ist=a3216f4c-f040-4f51-9f77-a96046dbfd72 ; Update of Clostridium
difficile-associated disease due to PCR ribotype 027 in Europe, 2008. Eurosurveillance 2008;13(31). pii: 18942.
http://www.eurosurveillance.org/images/dynamic/EE/V13N31/art18942.pdf ; Update of Clostridium difficile-associated disease due to PCR ribotype 027 in Europe.
Eurosurveillance 2007;12(3-6):163-6. http://www.eurosurveillance.org/images/dynamic/EQ/v07n02/v07n02.pdf

% Antibiotic resistance patterns in 9 European countries
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Evaluation of the EC Action Plan against the rising threats from antimicrobial resistance

Survey /
A EQ / 1C Data sources Interview
questions

EQ 4
(Effectiveness)

To what extent have the actions aimed at containing the risks of spreading AMR been effective?

4. Improvements in the organisation and delivery
of health services (human) that are aimed at
reducing spread and risks of AMR (AP Action 4)
(reference years 2011-15), including:

- Development of/updates to guidance on infection
prevention in Member States;

- Increased surveillance;

- Greater numbers of Member States providing and
requiring training for healthcare workers in patient
safety and HAIs

Interviews, workshops

2009 Council Recommendations on patient
safety including prevention and control of
HAIs, and 2012 progress reports, and the
report Patient Safety and Healthcare-
Associated Infections (report from the
Commission to the Council, June 2014)
(supporting documents)

Level of coverage of HAI-Net point
prevalence surveys

Interviews: E7
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Evaluation of the EC Action Plan against the rising threats from antimicrobial resistance

Survey /
A EQ / 1C Data sources Interview
questions

EQ 4 . To what extent have the actions aimed at containing the risks of spreading AMR been effective?
(Effectiveness)
1. Improvements or no decrease in awareness of Interviews. workshops. case study 4 and 7
JC4.2 AMR and appropriate antimicrobial usage among ! PS, Y Interviews: E5
Awareness of  public health practitioners since 2011
AMR amongst PC8, 9, 10, 11,
the general 12, 13
public and . . . SH-A 36. 37
12 health 2. Increase or no decrease in awareness of AMR e et S.H SURYEy INGERERE, PUslie !

s ; o : consultation, workshops, case study 4 and SH-H 39, 40
practitioners and appropriate antimicrobial usage among the 7 MS-A 36. 37
has improved  general public since 2011 ) '
or is not MS-H 39, 40

decreasing. Interviews: E34



Evaluation of the EC Action Plan against the rising threats from antimicrobial resistance

Survey /
A EQ / 1C Data sources Interview
questions

EQ 4
(Effectiveness)

To what extent have the actions aimed at containing the risks of spreading AMR been effective?

Case study 4 and 7

e Documentation of MS campaigns and
assessment
Hand hygiene reports®’
Impact assessment of national and EU
awareness campaigns on AMR”° N/a

e Eurobarometer survey reports (2009,
2013)"!

e European AMR Awareness Day
report’?

e Documentation of MS campaigns and
assessment

3. Available documentation supports consultation
findings that there have been improvements or no
decrease in awareness of AMR and appropriate use
among public health practitioners and the general
public since 2011

% The role and utilisation of public health evaluations in Europe: A case study of national hand hygiene campaigns. BMC Public Health 2014;14:131.

http://www.ncbi.nlm.nih.gov/pmc/articles/PMC3931350/pdf/1471-2458-14-131.pdf

National hand hygiene campaigns in Europe, 2000-2009. Eurosurveillance 2009;14(17). pii: 19190. http://www.eurosurveillance.org/images/dynamic/EE/V14N17/art19190.pdf

Pathways to clean hands: highlights of successful hand hygiene implementation strategies in Europe. Eurosurveillance 2010;15(18). pii: 19560.

http://www.eurosurveillance.org/images/dynamic/EE/\VV15N 18/art19560.pdf

"0 |f additional data available related to AP Action 12 has been reported (beyond the 2013 Eurobarometer)
™ On patterns of antibiotic usage, understanding of appropriate use, and AMR awareness.

"2 Earnshaw et al. (2014), Eurosurveillance
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Evaluation of the EC Action Plan against the rising threats from antimicrobial resistance

Survey /
A EQ / 1C Data sources Interview

questions

I(Eész: ctiveness) To what extent have the actions aimed at containing the risks of spreading AMR been effective?
SH-A 38
4. Increase or no decrease in awareness is linked MS and SH surveys, interviews, f/IHS_—i ;13
to the AP (reference years 2011-15) workshops, case study 4 and 7 S

Interviews: E35



Evaluation of the EC Action Plan against the rising threats from antimicrobial resistance

Survey /
o EQ / 1C Data sources Interview
questions

EQ 4 . To what extent have the actions aimed at containing the risks of spreading AMR been effective?
(Effectiveness)

1C4.3 1. DISCUSSIO.I’IS on the mtroductlo_n of the new A!’nmal V& 2l G eures, THERIETE, WET G heps SH-A 33, 34, 35
Improvements Health Law includes a focus on disease prevention . . MS-A 33, 34, 35
X . . . o Supporting documents to the Animal .

in the legal and the inclusion of a legal basis for monitoring AMR health law’3 Interview: E16,
basis and in animal pathogens (AP Action 5) 17, 29

guidance for SH-A 33, 34, 35

containing the 2. Ant|C|pateq improvements .|n efforts to reduce the MS and .SH surveys, interviews, Yvorkshops MS-A 33, 34, 35
risks of spread and risks of AMR are linked to the AP Supporting documents to the Animal .

74 Interview: E16,
spreading AMR (reference years 2011-15) health law 17. 29

"3 http://ec.europa.eu/food/animal/animal-health-proposal-2013 _en.htm

™ http://ec.europa.eu/food/animal/animal-health-proposal-2013 _en.htm
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Evaluation of the EC Action Plan against the rising threats from antimicrobial resistance

Survey /
A EQ / 1C Data sources Interview
questions

I(ngf:.ctiveness) To what extent have the actions aimed at containing the risks of spreading AMR been effective?

MS and SH surveys, interviews,

workshops SH-A 39
IC4.4 1. New or strengthened commitment mechanisms Documentation of initiatives as listed in SH-H 42
Strengthened for the prevention and control of AMR have been progress report, e.g. work on Codex MS-A 39
multilateral and concluded on a bilateral and/or multilateral basis Alimentarius products,’” collaboration with
bilateral since 2011 the WHO,”® OIE,”” US (TATFAR),”® and MS-H 42

8 commitments countries in the Joint Programming Interviews: C4

for the Initiative on AMR (JPIAMR)
prevention and SH-A 40, 41
control of AMR 2. Strengthened and newly developed multi- and SH-H 43, 44
in all sectors  pijlateral commitments are linked to the AP (AP MS and SH surveys, interviews, workshops MS-A 40, 41

Action 8) (reference years 2011-15) MS-H 43, 44
Interviews: C5

" For instance, guidelines for risk analysis of foodborne antimicrobial resistance

"® For instance, implementation of the WHO European strategic action plan on antibiotic resistance, the Global Foodborne Infections Network (GFN) and the Advisory Group in
surveillance of Antimicrobial resistance (AGISAR).

" For instance, the development of the OIE standards on antimicrobial resistance and collaboration in the ad hoc group AMR

"8 See, for instance, TATFAR’s progress report: http://www.cdc.gov/drugresistance/tatfar/report.html
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Evaluation of the EC Action Plan against the rising threats from antimicrobial resistance

Survey /
. EQ / IJC Data sources Interview
questions

fgﬁ: ctiveness) To what extent have the actions aimed at containing the risks of spreading AMR been effective?
. . SH-H 45, 46,
1. Data on usage for humans have become more vl\c?rigl'?osg sct.;rs\ée;/;,mllntgrwews, 47, 49
9 accessible at local/regional/hospital levels since _p ! Y . MS-H 45, 46,
Supporting documentation:
2011 e ESAC-Net 47, 49
Interviews: E30
MS and SH surveys, interviews,
o 2. Improvements have been made in the collection ~ Workshops, case study 5 _ 451:'-3642’ 43,
Strengthened  ©f harmonised data on usage per animal species Supporting documentation: _ Ve 45 4B
surveﬁlance and by production categories, and for indications » EFSA ?umn?ja_rydrep:rt t?n tAM.R n 44 46 L
svstem across MS since 2011 (supported by zoono |7%an Indicator bacteria o )
ys s on documentation) (2013) Interviews: E26,
AMR and e Completeness of ESVAC surveillance 27
antimicrobial
10 consumption e i i
MS and SH surveys, interviews,
workshops, case study 5 SH-A 42, 43,
3. Improvements have been made in surveillance Supporting documentation: _ ?4‘;_1642 s
through the AMR review of monitoring in zoonotic * EFSA Summary report on AMR in v
bacteria since 2011 zoonotic and indicator bacteria 44, 46
(2013)%° Interviews: E26,
e Completeness of ESVAC surveillance 27
data

" http://www.efsa.europa.eu/en/efsajournal/pub/4036

8 http://www.efsa.europa.eu/en/efsajournal/pub/4036
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Evaluation of the EC Action Plan against the rising threats from antimicrobial resistance

Survey /
. EQ / IJC Data sources Interview
questions

EQ 4
(Effectiveness)

To what extent have the actions aimed at containing the risks of spreading AMR been effective?

4. Evidence that strengthened systems are linked to
the AP (reference years 2011-15), including:

o Improvements in access to data on AMR at all SH-A 43, 45, 47
levels (regional, local, hospitals) SH-H 46, 48, 50
9810 e Improved sustainability of the ESAC project MS and SH surveys, interviews, MS-A 43, 45, 47
through transfer to ECDC workshops, case study 5 MS-H 46, 48, 50
e Support and monitoring of ARPEC Interviews: E28,
e Improvement in harmonisation established 29, 31, 32, 33
between human and veterinary surveillance to
enable comparative analysis
Survey /
i EQ / 1C Data sources Interview
questions
EQ5 To what extent has the coverage of actions across different services (DGs) within the European
(Effectiveness) Commission been effective in capturing the holistic approach and in delivering results?
JC5.1 AMR- PC 18, 19, 20
related actions  y actions identified in the AP cover the areas . . . SH-A, H 20, 21,
are being . . . MS and SH surveys, interviews, public 22
. required for taking a holistic approach (reference .
carried out consultation, workshops, case study 8 MS-A, H 20,
years 2011-15)
All across the 21, 22
relevant DGs in Interviews: R4
agcordance 2. Responsibility for actions in the AP have been Interviews, case study 8
with the One allocated to appropriate DGs, with no gaps Relevant EC policies (supporting Interviews: R5

Health identified documentation)



Evaluation of the EC Action Plan against the rising threats from antimicrobial resistance

Survey /
o EQ / 1C Data sources Interview
questions

EQ5 To what extent has the coverage of actions across different services (DGs) within the European
(Effectiveness) Commission been effective in capturing the holistic approach and in delivering results?

approach, and 3. Evidence that DGs have successfully carried out

are joined-up  the AP actions in their remit. Interviews, case study 8 Interviews: R6
ar_md coherent, Interviews, case study 8
with . e EMA One Health report®!
communication ° i i i
occurring 4. Evidence indicates that AP actions support the Coun_cn conclusions on the impact of , .

\One Health' concept AMR in the human health sector and  Interviews: R4
across DGs. = pt. in the veterinary sector — a “One

Health” perspective (2012)
e Other literature on One Health®?

81 http://animalhealthmedia.com/wp-content/uploads/2015/03/04.-One-Health-The-Regulation....pdf

82 E.g. FAO-OIE-WHO Tripartite Concept Note (2010); Gibbs, E. P. J. (2014). The evolution of One Health: a decade of progress and challenges for the future. Veterinary Record,
174(4), 85-91.
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Evaluation of the EC Action Plan against the rising threats from antimicrobial resistance

Survey /
o EQ / 1C Data sources Interview
questions

EQ5 To what extent has the coverage of actions across different services (DGs) within the European
(Effectiveness) Commission been effective in capturing the holistic approach and in delivering results?

JC5.2 The

holistic

All

approach has
been effective 1. More progress is considered to have been made  Interviews, workshops, case study 8

in helping to than could have been achieved in the absence of a  Synthesis of information gathered for Interviews: A3
achieve the holistic approach (reference years 2011-15) other EQs

core objectives

of the Action

Plan.
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Evaluation of the EC Action Plan against the rising threats from antimicrobial resistance

EQ 6 Has the EU budget been efficiently used to address the objectives of the Action Plan?

(Efficiency) ?
1. Budget resources are aligned with AP objectives Budget documents from EC agencies (e.g.
(reference years 2011-15) ESVAC, Ears-Net) and DGs®?

JC6.1 EU MS and SH surveys, interviews, public

budget 2. Appropriate allocation of resources according to consultation

allocated and priority (reference years 2011-15) Budget documents from EC agencies (e.g.

All spent for the ESVAC, Ears-Net) and DGs®*

Action Plan is
consistent with
AP objectives

3. Budget allocations are linked to Action Plan

objectives (reference years 2011-15) MS and SH surveys, public consultation

8 i.e. related to monitoring and surveillance in human and animal health, research, Eurobarometer and awareness-raising initiatives.

8 .e. related to monitoring and surveillance in human and animal health, research, Eurobarometer and awareness-raising initiatives.

Survey /

Interview
questions

N/a

PC 21, 22
SH-A 48, 49,
50

SH-H 51, 52,
53

MS-A 48, 49,
50, 58, 59
MS-H 51, 52,
53, 61, 62
Interviews: Ey2,
Ey3

PC 22

SH-A 50
SH-H 53
MS-A 50
MS-H 53
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Evaluation of the EC Action Plan against the rising threats from antimicrobial resistance

Survey /
A EQ / 1C Data sources Interview
questions

EQ 6 . Has the EU budget been efficiently used to address the objectives of the Action Plan?
(Efficiency)
JC6.2 i MS and SH surveys, interviews, public PC 30, 31
Expenditure on 1 Activities funded would not have occurred in the  consultation SH-A 61, 62
the Action Plan  apsence of EU funds, or would have occurred more  Documents/data on effectiveness (EQ3- SH-H 64, 65
'bseJcL;sJ'sféeictl slowly or to a lesser extent (reference years 2011-  4) MS-A 70, 71

1 = 0 85 ~
helped towards 5) Assessments of impact/efficiency MS-H ?3, 7.4
achieving Interviews: Ey4

objectives of
the Action Plan

and funding 2. Activities supported contributed towards Comparison of funded activities with ,
would not have achieving AP objectives (reference years 2011-15) objectives. /a
been made

available

otherwise

8 One example is a report on European AMR Awareness Day (Earnshaw et al. (2014), Eurosurveillance)



Evaluation of the EC Action Plan against the rising threats from antimicrobial resistance

Survey /
EQ / 1C Data sources Interview
questions

EQ7 To what extent is the Action Plan coherent with Member States' relevant national (or regional) strategies
(Coherence) and action plans and with similar initiatives at the international level?

JC7.1 The 1. National actions plans and strategies complement
actions set and cohere with AP objectives and actions (reference National action plans®® N/a
outinthe BU yearg2011-15)
Action Plan
complement 2, International initiatives complement and cohere
and/or with AP objectives and actions (reference years Documentation from international bodies®”  N/a
reinforce 2011-15)
those in

All national and PC 23, 24
international SH-A 51, 52
strategies and SH-H 54, 55
g;: gg{\esfsflt‘éist 3. National plans/strategies cohere with AP MS and SH surveys, interviews, public 245_2355’ 36, 57,
with those of objectives and actions (reference years 2011-15) consultation, workshops MS-H 58, 59, 60,
other 63, 66
strategies Interviews: C3,
(MS, regional 6, 7

8 National plans: Austria, France, Germany, Greece, Ireland, Netherlands, Spain, Sweden, United Kingdom (as listed at http://ecdc.europa.eu/en/healthtopics/Healthcare-
associated_infections/guidance-infection-prevention-control/Pages/antimicrobial-resistance-strategies-action-plans.aspx)

International bodies/initiatives;: WHO Global Action Plan, TATFAR, WHO, OIE, FAO, Codex Alimentarius.

87 Note: According to lists compiled by the ECDC and WHO, there are no regional strategies/activities that cover Europe except TATFAR recommendations. (WHO list:
http://www.who.int/drugresistance/global_action_plan/General_and_national_plans_amr_Dec_2014.pdf)
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Survey /
EQ / 1C Data sources Interview
questions

EQ7
(Coherence)

and
international).

To what extent is the Action Plan coherent with Member States' relevant national (or regional) strategies
and action plans and with similar initiatives at the international level?

PC 27, 28, 29
4. International initiatives complement and cohere MS and SH survevs. interviews. public SH-A 55, 56, 57
with AP objectives and actions (reference years : ys, ' P SH-H 58, 59, 60
2011-15) consultation, workshops

MS-A 64, 65, 66
MS-H 67, 68, 69
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Evaluation of the EC Action Plan against the rising threats from antimicrobial resistance

Survey /
A EQ / 1C Data sources Interview
questions

To what extent are the actions contained in the Action Plan coherent with other EU policies on the

EQ8 environment, human health, animal health and welfare, food safety, agriculture, research,
(Coherence) e

competitiveness and SMEs?
JC8.1 The PC 25, 26
actions set out SH-A 53, 54
in the EU SH-H 56, 57
Action Plan are MS and SH surveys, public consultation, MS-A 51, 52,
coherent with 1. Consistency between AP objectives and those interviews, workshops 53, 54, 55,

All  those set out in in other policies and no conflicts, gaps or Relevant EU policies®® 61, 62, 63
other relevant duplication of efforts (reference years 2011-15) Synthesis of findings on effectiveness MS-H 54, 55,
EU policies, and relevance 56, 57, 58, 64,
and are aligned 65, 66
with respective Interviews: C1,
competencies. 2

8 |dentified with support of steering group and/or DG representatives interviewed
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Survey /
A EQ / 1C Data sources Interview
questions

All

EQ 9 (EU
Added Value)

JC9.1 The
Action Plan has
led to results
beyond what
could be
achieved by
Member State
or regional
actions alone.

What is the added value resulting from the EU Action Plan compared with what could be achieved by
Member States at national and/or regional levels? Did the EU Action Plan identify the actions which
should be best dealt with at EU level?

1. Evidence that discontinuation of actions under Added-value
the AP may have had negative consequences for survey question
the situation on AMR in the EU (reference years synthesis
2011-15) Interviews: A2
2. Improvements cannot be viewed as a result of

MS and SH surveys, interviews

SH-A 60
MS efforts and initiative alone, i.e. MS took
. . SH-H 63
actions as a result of the Action Plan that would . .
: MS and SH surveys, interviews MS-A 54, 69
otherwise not have taken place, or would have MS-H 57 72

occurred more slowly or to a lesser extent
(reference years 2011-15)

3. Evidence that there was no detrimental impact
on existing MS actions for tackling AMR (i.e. the
Action Plan did not disrupt or slow existing Interviews Interviews: Al
activity that was already planned) (reference

years 2011-15)

Interviews: Al
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Survey /
A EQ / 1C Data sources Interview
questions

EQ 9 (EU What is the added value resulting from the EU Action Plan compared with what could be achieved by

Added Value) Member States at national and/or regional levels? Did the EU Action Plan identify the actions which
should be best dealt with at EU level?

_ _ SH-A 58, 59
o Usis '@ AsElrlil e s el il MS and SH surveys, interviews SH-H 61, 62
characteristics of the AMR challenge and the . . . .
JC9.2 The need for action at the EU level (reference years Fewieny e SiinEels el I emslem Pz 7, B2
Action Plan 2011-15) gathered for EQ2 and EQ9 above MS-H ?O, 71
All ideptifies Interviews: R3
actions best SH-H 61, 62
dealt with at > Areas for EU action are appropriate in view of MS and SH surveys, interviews MS-H 70, 71
EU level. EU and national competencies (as assessed in Review and synthesis of information SH-A 58, 59
EQ2) (reference years 2011-15) gathered for EQ2 and EQ9 above MS-A 67, 68

Interviews: R3
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Survey /
. EQ / IC Data sources Interview
questions

Original: To what extent can any observed improvements in the situation on AMR in the EU be associated
with the development and implementation of the EU Action Plan?

All

EQ 10 (EU
Added Value) Revised: To what extent can improvements in the situation on AMR (outcomes and other changes
identified in the previous EQs) be associated with the development and implementation of the EU Action

Plan?
PC, all MS and
SH surveys;
1. Evidence of effective support being provided MS and SH surveys, interviews, public questions that
for research and innovation related to AMR consultation, workshops identify
JC 10.1 There  (reference years 2011-15) Documents and data gathered in EQ1-8 attribution of
is observable improvements
progress or no with the AP
g 2. Evidence of effective support for international . .
changes in . N Review and synthesis of data gathered
; collaboration and coordination (reference years N/a
relation to the 2011-15) under JC 3.7, 3.8, 3.9
objectives of - s - —
the Action 3. Evidence of effective improvement in policies Review and synthesis of data gathered
Plan. and guidance relevant to AMR (prevention of under JC 4.4 and coherence indicators N/a
infections and spread of AMR) since 2011 '
4. Improvements can be associated with the AP / . .
the AP is not linked to any negative outcomes RIS S CEIE NS N/a

(reference years 2011-15) under JC 3.2, 3.5, 3.6, 4.3
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APPENDIX E: STAKEHOLDER MAPPING

Note: EU-level interest groups are listed under the stakeholder workshops invitee list (Appendix
5). MS-level interest groups consulted will be those that are members of the EU-level interest

groups.

Table 4: EU-level public actors

EU body Relevant sub-bodies _Area i
interest

European
Centre for
Disease
Prevention
and Control

European
Medicines
Agency

European
Food Safety
Authority

DG SANTE

DG AGRI

Antimicrobial Resistance and Healthcare-
Associated Infections (ARHAI) Programme

EARS-Net - European AMR Surveillance Network Monitoring
ESAC-Net
Committee for Medicinal Products for Human Use
Infectious Disease Working Party Human
health
Scientific Advisory Group on Anti-infectives
Antimi ials Working P
ntimicrobials Working Party Animal
Committee for Medicinal Products for Veterinary health
Use
Panel on Biological Hazards (BIOHAZ)
Panel on Additives and Products or Substances Food
used in Animal Feed (FEEDAP)
Taskforce on Zoonoses Data Collection
Evaluation steering group Monitoring
Advisory Group on the Food Chain and Animal and Food
Plant Health A?“i’mal
Standing Committee on Plants, Animals, Food and
health
Feed
Scientific Committee on Health and Environmental .
Risks (SCHER) Monitoring
Scientific Committee on Emerging and Newly Monitorin
Identified Health Risks (SCENIHR) 9
Food
Food and Veterinary Office Animal
health
. . . . . Food
Directorate B - multilateral relations, quality policy et
Directorate E - Economic analysis, perspectives animal
and evaluation; communication health
Directorate C - economics and analysis of .
: Farming
agricultual markets
Directorate H - General aspects of rural aRs:earch
development and research . .
innovation
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resistance
. Area of
EU body Relevant sub-bodies .
interest
Directorate D - Consumer, Environmental and AL
DG GROW ;
Health Technologies Human
health
Research
DG RTD Infectious Diseases and Public Health Unit and
innovation
.. Human
Heads of Medicines Agency health
Consumers, Health, Agriculture and Food Executive Agency Human
(Chafea) health

Table 5: Country-level European public bodies

Country Organisation !-"rlmary AMR activities
interest

EMA National
Competent

Human health Authority;
EFSA focal
point

Austrian Agency for Health and
Food Safety

Austria
EARS-Net national
participating
Ministry of Health Human health institution; ECDC
Coordinating
Competent Body

Federal Agency for Medicines and Human health EMA National
Health Products Competent Authority

EFSA focal point;
Federal Public Service for Health, Hosts Belgian
Food Chain Safety and Food Antibiotic Policy
Environment Coordination

. Committee
Belgium

EARS-Net national
participating
Monitoring institution; ECDC
Coordinating
Competent Body

Scientific Institute of Public
Health

EMA National
Bulgarian Drug Agency Human health Competent Authority
(human)
Bulgaria
EMA National
National Veterinary Service Animal health Competent Authority
(veterinary)
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Country

Croatia

Cyprus

Czech
Republic

Organisation

National Center of Infectious and

Parasitic Diseases

Bulgarian Food Safety Agency

Agency for medicinal products
and medical devices of Croatia

Croatian National Institute of
Public Health

Ministry of Agriculture -
Veterinary and food safety
directorate

Ministry of Health

Croatian Food Agency (HAH)

Ministry of Health -
Pharmaceutical Services

Veterinary Services, Ministry of
Agriculture, Natural Resources
and Environment

Directorate of Medical and Public

Health Services
Ministry of Health -
The State General Laboratory

State Institute for Drug Control

Institute for State Control of
Veterinary Biologicals and
Medicines

Primary
interest

Monitoring

Food

Human health

Human health

Animal health

Human health

Food

Human health

Animal health

Human health

Monitoring

Monitoring

Drugs
regulation

Research and

National Institute of Public Health .

innovatin

AMR activities

EARS-Net national
participating
institution; ECDC
Coordinating
Competent Body

EFSA focal point

EMA National
Competent Authority
(human)

ECDC Coordinating
Competent Body

EMA National
Competent Authority
(veterinary)

EARS-Net national
participating
institution

EFSA focal point

EMA National
Competent Authority
(human)

EMA National
Competent Authority
(veterinary)

ECDC Coordinating
Competent Body

EFSA focal point

EMA National
Competent Authority
(human)

EMA National
Competent Authority
(veterinary)

EARS-Net national
participating
institution; ECDC
Coordinating
Competent Body
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Country

Denmark

Estonia

Finland

France

Organisation

Ministry of Agriculture - Food

Safety Department

Veterinary Medicinal Agency

Danish Health and Medicines

Authority

Ministry of Food, Agriculture and

Fisheries

Danish Integrated Antimicrobial
Resistance Monitoring and
Research Programme (DANMAP)

National Food Institute

Danish Veterinary and Food

Administration

State Agency of Medicines

Health Board

Ministry of Agriculture - Food

Safety Department

Finnish Medicines Agency

National Institute for Health and

Welfare

Finnish Food Safety Authority

(Evira)

National Agency for the Safety of
Medicine and Health Products

National Veterinary Medicines

Agency

Primary
interest
Food

Drugs
regulation

Drugs
regulation

Food

Monitoring

Food

Animal health

Drugs
regulation

Food

Drugs
regulation

Research and
innovation

Food

Drugs
regulation

Drugs
regulation

AMR activities

EFSA focal point

EMA National
Competent Authority;
ECDC Coordinating
Competent Authority

Produced national
action plan

EARS-Net national
participating
institution

EFSA focal point

EMA National
Competent Authority

EARS-Net national
participating
institution; ECDC
Coordinating
Competent Body

EFSA focal point

EMA National
Competent Authority

EARS-Net national
participating
institution; ECDC
Coordinating
Competent Body

EFSA focal point

EMA National
Competent Authority
(human)

EMA National
Competent Authority
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Country

Germany

Organisation

Ministry of Social Affairs, Health

and Women's Rights

National Institute for Public

Health Surveillance

French National Observatory for
the Epidemiology of Bacterial
Resistance to Antimicrobials

(ONERBA)

French Agency for Food,
Environmental and Occupational

Health Safety (ANSES)

Ministry of Agriculture

Health Ministry

Federal Ministry of Food and

Agriculture

Federal Ministry of Education and

Research

Federal Institute for Drugs and

Medical Devices

Paul Ehrlich Institute

Federal Office of Consumer
Protection and Food Safety

Robert Koch Institute

Primary
interest

Human health

Monitoring

Monitoring

Food

Farming

Human health

Food

Research and
innovation

Drugs
regulation

Drugs
regulation

Food

Monitoring

AMR activities

(veterinary)

Produced national
action plan

EARS-Net national
participating
institution; ECDC
Coordinating
Competent Body

EARS-Net national
participating
institution

EFSA focal point

Produced German
Antimicrobial
Resistance Strategy
(2007, being updated
2015)

Collaborated on
German Antimicrobial
Resistance Strategy

Collaborated on
German Antimicrobial
Resistance Strategy

EMA National
Competent Authority
(human)

EMA National
Competent Authority

EMA National
Competent Authority
(veterinary)

EARS-Net national
participating
institution; ECDC
Coordinating
Competent Body
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Country

Greece

Hungary

Ireland

Organisation

Federal Institute for Risk
Assessment (BfR)

National Organization for
Medicines

Hellenic Food Authority (EFET)

Hellenic Centre for Disease
Control and Prevention

National Institute of Pharmacy

Directorate of Veterinary
Medicinal Products

National Centre for Epidemiology

National Food Chain Safety Office
Directorate for Food Safety Risk

Assessment

Health Products Regulatory
Authority

Health and Safety Executive

National Interdepartmental
Antimicrobial Resistance
Consultative Committee

Health Products Regulatory
Authority (HPRA)

Department of Agriculture, Food

and the Marine

Health Protection Surveillance

Centre (HPSC)

Primary
interest
Food

Drugs
regulation

Food

Monitoring

Drugs
regulation

Drugs
regulation

Monitoring

Food

Drugs
regulation

Human health

Human health

Drugs
regulation

Food

Monitoring

AMR activities

EFSA focal point

EMA National
Competent Authority

EFSA focal point

Produced national
action plan; ECDC
Coordinating
Competent Body

EMA National
Competent Authority
(human)

EMA National
Competent Authority
(veterinary)

EARS-Net national
participating
institution; ECDC
Coordinating
Competent Body

EFSA focal point

Produces guidelines
on use of antibiotics

Joint committee
between Department
of Health and
Department of
Agriculture, Food and
the Marine

EMA National
Competent Authority
(human)

EMA National
Competent Authority
(veterinary)

EARS-Net national
participating
institution; ECDC
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Country

Italy

Latvia

Lithuania

Organisation

Food Safety Authority of Ireland

(FSAI)

Italian Medicines Agency

Ministry of Health

Food

Drugs
regulation

Human health

Research and

National Institute of Health

State Agency of Medicines

Food and Veterinary Service

State Agency Infectology Centre

of Latvia

innovation

Drugs
regulation

Food

Monitoring

Centre for Disease Prevention

and Control

Institute of Food Safety, Animal

Monitoring

Food

Health and Environment “BIOR”

State Medicines Control Agency

Ministry of Health

State Food and Veterinary

Service

National Food and Veterinary

Drugs
regulation

Monitoring

Food

Food

Risk Assessment Institute

National Public Health

Surveillance Laboratory

Monitoring

Primary
interest

AMR activities

Coordinating
Competent Body

EFSA focal point

EMA National
Competent Authority

ECDC Coordinating
Competent Body

EARS-Net national
participating
institution; EFSA focal
point

EMA National
Competent Authority
(human)

EMA National
Competent Authority
(veterinary)

EARS-Net national
participating
institution

ECDC Coordinating
Competent Body

EFSA focal point

EMA National
Competent Authority
(human)

ECDC Coordinating
Competent Body

EMA National
Competent Authority
(veterinary); EFSA
focal point

EMA National
Competent Authority
(veterinary)

EARS-Net national
participating
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Country

Organisation

Institute of Hygiene

Ministry of Health

Luxembourg
Ministry of Agriculture

National Health Laboratory

Medicines Authority

Malta Competition and Consumer
Affairs Authority

LS Superintendence of Public Health

Ministry for Energy and Health

Medicines Evaluation Board

Healthcare Inspectorate

National Institute for Public
Netherlands Health and the Environment

Food and Consumer Product
Safety Authority (VWA)

Ministry of Health, Welfare and
Sport

Primary
interest

Monitoring

Human health

Food

Monitoring

Drugs
regulation

Food

Monitoring

Human health

Drugs
regulation

Drugs
regulation

Monitoring

Food

Human health

AMR activities

institution

EARS-Net national
participating
institution

EMA National
Competent Authority;
EFSA focal point;
ECDC Coordinating
Competent Body

EFSA focal point

EARS-Net national
participating
institution

EMA National
Competent Authority

EFSA focal point

ECDC Coordinating
Competent Body

Working on national
strategy; produced
guidelines on
antibiotic use

EMA National
Competent Authority

EMA National
Competent Authority

EARS-Net national
participating
institution; ECDC
Coordinating
Competent Body

EFSA focal point

Produced national
strategy
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Country

Norway

Poland

Portugal

Organisation

Ministry of Economic Affairs

Health Council of the Netherlands Human health

. L Drugs
Norwegian Medicines Agency regulation
Norwegian Institute of Public Monitorin
Health 9
Norwegian Surveillance System
for Healthcare-associated Monitoring
Infections and Antibiotic Use
Norwegian Scientific Committee Food
for Food Safety (VKM)

Office for Registration of

- . Drugs
Medicinal Products, Medical requlation
Devices and Biocidal Products 9
Main Pharmaceutical Inspectorate DItgS .

regulation

National Medicines Institute Monitoring
National Institute of Public Health Monitorin
- National Institute of Hygiene 9
National Reference Centre for
Antimicrobial Resistance Monitoring
and Surveillance
Chief Sanitary Inspectorate Food
National Authority of Medicines  Drugs
and Health Products regulation
National Authority for Animal Drugs
Health regulation
National Institute of Health Monitoring

Human health

AMR activities

Produced national
strategy

Produced guidelines
on AMR

EMA National
Competent Authority

EARS-Net national
participating
institution

EFSA focal point

EMA National
Competent Authority

EMA National
Competent Authority

EARS-Net national
participating
institution

ECDC Coordinating
Competent Body

EARS-Net national
participating
institution

EFSA focal point

EMA National
Competent Authority
(human)

EMA National
Competent Authority
(veterinary)

EARS-Net national
participating
institution
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Country

Romania

Slovakia

Slovenia

Organisation

Directorate General of Health

Ministry of Health

Portuguese Economy and Food
Safety Authority (ASAE)

National Medicines Agency

Institute for Control of Biological
Products and Veterinary

Medicines

Monitoring

Monitoring

Food

Drugs
regulation

Drugs
regulation

National Institute of Research

and Development for

Monitoring

Microbiology and Immunology

Institute of Public Health

National Sanitary Veterinary and

Food Safety Authority

State Institute for Drug Control

Monitoring

Food

Drugs
regulation

Institute for State Control of

Veterinary Biologicals and

Medicaments

Drugs
regulation

National Reference Centre for

Antimicrobial Resistance

Public Health Authority of

Slovakia

Ministry of Agriculture and Rural

Development

Agency for Medicinal Products
and Medical Devices of the

Monitoring

Monitoring

Food

Drugs

Primary
interest

AMR activities

ECDC Coordinating
Competent Body

EARS-Net national
participating
institution

EFSA focal point

EMA National
Competent Authority
(human)

EMA National
Competent Authority
(veterinary)

EARS-Net national
participating
institution

EARS-Net national
participating
institution; ECDC
Coordinating
Competent Body

EFSA focal point

EMA National
Competent Authority
(human)

EMA National
Competent Authority
(veterinary)

EARS-Net national
participating
institution

EARS-Net national
participating
institution; ECDC
Coordinating
Competent Body

EFSA focal point

EMA National
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Country

Spain

Sweden

Organisation

Republic of Slovenia

regulation

National Institute of Public Health Monitoring

Ministry of Agriculture Forestry

and Food

Spanish Agency for Medicines

and Health Products

Ministry of Health, Social

Services and Equality

Ministry of Agriculture, Food and

Environment

Health Institute Carlos llI

National Centre of Microbiology

The Spanish Agency for
Consumer Affairs, Food Safety

Food

Drugs
regulation

Human health

Food

Monitoring

Monitoring

Food

and Nutrition (AECOSAN)

Medical Products Agency

Ministry of Health and Social

Affairs

Drugs
regulation

Human health

National Board of Health and

Welfare

Swedish Board of Agriculture

Public Health Agency of Sweden

Human health

Farming

Human health

Primary
interest

AMR activities

Competent Authority

EARS-Net national
participating
institution; ECDC
Coordinating
Competent Body

EFSA focal point

EMA National
Competent Authority;
collaborated on
national action plan

Collaborated on
national action plan,
ECDC Coordinating
Competent Body

Collaborated on
national action plan

EARS-Net national
participating
institution

EARS-Net national
participating
institution

EFSA focal point

EMA National
Competent Authority

Produced national
strategy

Involved in update of
national strategy

Involved in update of
national strategy

Involved in update of
national strategy;
ECDC Coordinating
Competent Body
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Country Organisation ?rlmary AMR activities
interest

Involved in update of
national strategy

National Veterinary Institute Animal health

EFSA focal point;
National Food Agency Food involved in update of
national strategy

Strama.se for a long

Swedish strategic programme period served as the
against antibiotic resistance Human health "one-stop-shop" for
(Strama.se) antibiotic resistance

(ABR) issues

Swedish International

. Awareness and
Development Cooperation

Agency (SIDA) education
Swedish Institute for Infectious o
. Monitoring
Disease Control
Swedish Reference Group for Drugs
Antibiotics (SRGA) regulation
Swedish Institute for EARS-Net national
Communicable Disease Control  Monitoring participating
(Public Health Agency) institution
Department of Health Human health
Collaborated on UK
. Five Year
Department for Env!ronment, Food Antimicrobial
Food and Rural Affairs .
Resistance Strategy
2013 to 2018
Druas EMA National
Veterinary Medicines Directorate 9s Competent Authority
regulation .
(veterinary)
UK EARS-Net national
Public Health England Human health participating
institution;
Interdepartmental High-Level Implementation of
- AMR Strategy 2013-
Steering Group on AMR
2018.
Medicines and Healthcare Drugs = bz .
. Competent Authority
Products Regulatory Agency regulation (human)

Office for Life Sciences FESEIEN e Supports work on

innovation
Accelerated Access to
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Country Organisation ?rlmary AMR activities
interest

Switzerland

Advisory Committee on
Antimicrobial Resistance and
Healthcare Associated Infections
(ARHAI)

Monitoring

All Party Parliamentary Group on Awareness and
Antibiotics APPG-A education

Department for Environment, Food
Food and Rural Affairs

UK Food Standards Agency (FSA) Food

SWIS.S Tropical and Public Health Human health
Institute

Federal Office of Public Health Human health

Swiss Conference of the Cantonal Human health
Ministers of Public Health

Swiss Federal Veterinary Office .
(SFO) Animal health
Federal Food Safety and

Veterinary Office Animal health

Swissmedic - The Swiss Agency Drugs
for Therapeutic products regulation

Medicines

EFSA focal point

Commented on EMA
advice re animal AM
use
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Table 6: Global bodies and other relevant organisations

Relevant sub-bodies Area of interest

WHO Euro Human health
biLeis Strategic and Technical Advisory
Group on AMR

Sub-Regional Representative in
World Organisation for Brussels .
Animal Health Al el

Scientific and Technical Department

Regional Office for Europe and

FAO (Food and Food, farming

Agriculture Organization SRR AETE
A Bl Veterinary Public Health Animal health
Codex Alimentarius FAO/WHO Coordinating Committee Food
for Europe
Transatlantic Taskforce .
.. . Human and animal

on Antimicrobial e
Resistance (TAFTAR) !

Awareness and
REaCT REaCT Europe

education
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Private stakeholders at the European level

Table A5-1: Animal health

Commission Group
Membership

High level of Registrant for
engagement Workshop 1

Organisation

Organisation type

Animals Angels - Animal
Welfare Association

Association of
Veterinary Consultants

Eurogroup for Animals

European Board of
Veterinary
Specialisation (EBVS)
European College of
Bovine Health
Management

European College of
Porcine Health
Management

European College of
Poultry Veterinary
Science

Advisory Group on the
Food Chain and Animal
and Plant Health

Advisory Group on the
Food Chain and Animal Professional association
and Plant Health

NGO

Umbrella group of
professional associations

Professional association

Professional association

Professional association
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High level of Registrant for
engagement Workshop 1

Commission Group

Membership Organisation type

Organisation

European College of
Small Ruminant health Professional association
Management

European College of
HELE Professional association

Pharmacology and [l
Toxicology

European College of Professional association
Veterinary Public Health [l

European Federation for
Animal Health and
Sanitary Security

Advisory Group on the
Food Chain and Animal Animal health network O O
and Plant Health

(FESASS)
European Federation of A
Animal Health (FEDESA) Industry association O Il
European Feed Advisory Group on the
Manufacturers’ Food Chain and Animal Industry association O
Federation (FEFAC) and Plant Health

European Group for
Generic Veterinary Industry association O O
Products (EGGVP)
European Platform for
the Responsible Use of
Medicines in Animals
(EPRUMA)

European Surveillance
on Veterinary

Advisory Group on the
Food Chain and Animal Multi-stakeholder platform Il
and Plant Health
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Commission Group
Membership

High level of Registrant for
engagement Workshop 1

Organisation

Organisation type

Antimicrobial
Consumption (ESVAC)

Federation of Advisory Group on the
Veterinarians of Europe Food Chain and Animal Professional association O [l
(FVE) and Plant Health

IFAH-Europe -
International
Federation for Animal
Health Europe

Professional association O O

Table A5-2: Human health

Commission Group
Membership

High level of Registrant for
engagement Workshop 1

Organisation

Organisation type

Association of European

Cancer Leagues (ECL) EU Health Forum NGO
Council of European . .
Dentists (CED) EU Health Forum Professional association O O
EUCOMED EU Health Forum Industry association
EUROHEALTHNET EU Health Forum NGO
Europe_an Assomatl_on = Professional association O O
Hospital Pharmacists
S I (BT [ AR EU Health Forum Patients organisation

Coalition (ECPC)
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High level of Registrant for
engagement Workshop 1

Commission Group

Membership Organisation type

Organisation

European Confederation
of Care Home EU Health Forum Professional association O
Organisation (ECHO)
European Coordination
Committee of the
Radiological,
Electromedical and
healthcare IT Industry
(COCIR)
European Diagnostic
Manufacturers EU Health Forum Industry association
Association (EDMA)
European Federation for
Complementary and
Alternative Medicine
(EFCAM)
European Federation of
Associations of Families
of People with mental
illness (EUFAMI)
European Federation of
Nurses Associations EU Health Forum Professional association O Il
(EFN)
European Federation of
Psychologists EU Health Forum Professional association
Associations (EFPA )

EU Health Forum Industry association

EU Health Forum Professional association

EU Health Forum Patients organisation

European Federation of
Public Services Unions EU Health Forum Professional association
(EPSU)
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Organisation

European Generic and
Biosimilar Medicines
Association (EGA)
European Health

Management Association

(EHMA)
European Health
Telematics Association
(EHTEL)
European Hospital and
Healthcare Federation
(HOPE)

Europe International
Diabetes Federation -
European Region (IDF)

European Medical
Association

European Midwives
Association (EMA)

European Organisation
for Rare Diseases
(EURORDIS)

Commission Group
Membership

EU Health Forum

EU Health Forum

EU Health Forum

EU Health Forum

EU Health Forum

EU Health Forum

EU Health Forum

Organisation type

Industry association

Multi-stakeholder platform

Multi-stakeholder platform

NGO

Patients organisation

Professional association

Professional association

Patients organisation

High level of
engagement

AMR O

Registrant for
Workshop 1
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Oraanisation Commission Group Oraanisation tvpe High level of Registrant for
g Membership 9 ypP engagement Workshop 1
European Patients’ . N
Forum (EPF) EU Health Forum patients organisation O O
European Pharma Group Industry group

European Public Health

Alliance (EPHA) EU Health Forum NGO O O
European Public Health .
Association (EUPHA) EU Health Forum Multi-stakeholder platform [l
European Regional and .
Local Health Authorities EU Health Forum Net;vftrﬁoiﬁcizzbhc O
Network (EUREGHA)
ER-WCPT European
HEEliTT & th_e L EU Health Forum Professional association
Confederation for
Physical Therapy
Sz | National social insurance
Insurance Partners EU Health Forum network
Association (ESIP)
European Union of
Medical Specialists EU Health Forum Professional association
(UEMS)
European Union of . N
Private Hospitals (UEHP) EU Health Forum Professional association
European Wound
Management Association Professional association O Il

(EWMA)

Health First Europe .
(HFE) Multi-stakeholder platform O



Evaluation of the EC Action Plan against the rising threats from antimicrobial resistance

Commission Group
Membership

High level of Registrant for
engagement Workshop 1

Organisation

Organisation type

International Alliance of

Patients' Organizations EU Health Forum Patients organisation O
(IAPO)
International
Association of Mutual EU Health Forum health insurance body

Benefits Societies (AIM)

International Federation
of Medical Students' EU Health Forum Students association
Associations (IFMSA)

Medtech Europe Industry [l [l
slals=ails el et EU Health Forum Multi-stakeholder platform
Europe
Pharmaceutical Group of
the European Union EU Health Forum Professional association O [l
(PGEU)
Standing Committee of
European Doctors EU Health Forum Professional association O Il

(CPME)

The European Society for
Quality in Healthcare EU Health Forum NGO O

(ESQH)
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Table A5-3: Food safety and agriculture

Commission Group
Membership

High level of Registrant for
engagement Workshop 1

Organisation

Organisation type

Association of Poultry
Processors and Poultry
Trade in the EU
countries (AVEC)

Advisory Group on the
Food Chain and Animal Industry association O O
and Plant Health

Compassion in World
Farming

COPA (Committee of
Professional
Agricultural
Organisations) and Advisory Group on the
COGECA (General Food Chain and Animal Professional association O [l
Committee for and Plant Health
Agricultural
Cooperation in the
European Union)
Eurocommerce -
European Advisory Group on the
Representation of Food Chain and Animal Professional association O Il
Retail, Wholesale and and Plant Health
International Trade

EUROCOOP - European
Community of Food Chain and Animal Network of consumer 0O

Consum_er and Plant Health cooperatives
Cooperatives

NGO O

Advisory Group on the

European Association
of Agricultural Professional association
Economists
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High level of Registrant for
engagement Workshop 1

Commission Group SRS e

Organisation

European Conservation
Agriculture Federation

European Consumer
Organisation (BEUC)

European Dairy
Association (EDA)

European Feed
Manufacturers’
Federation (FEFAC)
European Live Poultry
and Poultry Hatching
Egg Association
European Livestock
and Meat Trades Union
(UECBV)

European Modern
Restaurant Association
(EMRA)

European Pet Food
Industry (FEDIAF)

FoodDrinkEurope

IFOAM-EU GROUP -
International
Federation of Organic
Agriculture Movements

Membership

Advisory Group on the
Food Chain and Animal
and Plant Health;
EU Health Forum

Advisory Group on the
Food Chain and Animal
and Plant Health
Advisory Group on the
Food Chain and Animal
and Plant Health

Advisory Group on the
Food Chain and Animal
and Plant Health

Advisory Group on the
Food Chain and Animal
and Plant Health

Advisory Group on the
Food Chain and Animal
and Plant Health

Professional association

Consumers organisation

Industry association

Industry association

Industry association

Industry association

Professional association

Industry association

Industry association

Multi-stakeholder
platform
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High level of Registrant for

R el I SR 5706 engagement Workshop 1

Organisation Membership

— European Union
Regional Group

Advisory Group on the

Primary Food . . L
Food Chain and Animal Industry association
RrocessersBrR) and Plant Health
Slow Food Advisory Group on the
Associazione Food Chain and Animal NGO

Internazionale and Plant Health
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Table A5-4: Research and innovation

Commission Group
Membership

High level of
engagement

Organisation

Organisation type

Industry association
BEAM alliance (European SMEs active in O
AMR)

Advisory Group on the
Food Chain and Animal
and Plant Health;
EU Health Forum

EuropaBio - The
European Association
for bio-industries

Industry association

European academies
Science Advisory Research organisation [l
Council (EASAC)
European Association
of Craft, Small and
Medium Enterprises
(UEAPME)

S 2 W L G Multi-stakeholder platform H
animal science

European Federation
o Pharm?ceutucal EU Health Forum Industry association -
Industries and
Associations (EFPIA)
European Society of
(el Mlcrol_)lology Scientists association -
and Infectious
Diseases (ESCMID)
Federation of
. Eurqpean_ Scientists association -
Microbiological
Societies (FEMS)

Global Allergy and EU Health Forum
Asthma European

Advisory Group on the
Food Chain and Animal Professional association
and Plant Health

Research organisations
network

Registrant for
Workshop 1
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Network (GA2LEN)

Innovative Medicines Public-private research O
Initiatives (IMI) initiative
LEEEINE L Eyropga!n Research organisation
Research Universities
Science Europe Research organisation 2
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Table A5-5: Awareness and Education

Organisation Membership Organisation type High level of engagement

Active Citizenship Network-

Cittadinanzattiva (ACN ) EU Health Forum Civic organisation

Aids Action Europe (AAE) EU Health Forum NGO

Associations of Schools of

Public Health in the EU EU Health Forum Professional association
Region (ASPHER)

European Heart Network

(EHN) EU Health Forum NGO
European Network for
Smoking Prevention (ENSP) A el Aerm HED
European Older People's . -
Platform (AGE ) EU Health Forum Citizens association
European Youth Forum (YFJ) EU Health Forum Citizens association

International Union for
Health Promotion and EU Health Forum Professional association
Education (IUHPE)

Smoke Free Partnership
(SFP)

The European Alcohol Policy
Alliance (EUROCARE)

EU Health Forum NGO

EU Health Forum NGO



Evaluation of the EC Action Plan against the rising threats from antimicrobial resistance

Private stakeholders at the Member State level

Table A5-6 — Animal health

Organisation

Osterreichische
Tierarztekammer

Union Professionnelle
Vétérinaire (UPV)

Bulgarian Veterinary Union
(BVU)

Animal Friends

Croatian Veterinary
Chamber/Hrvatska
Veterinarska Komora

Pancyprian Veterinary
Association

Danish Veterinary Association

Ordre des Vétérinaires Conseil
Supérieur

Protection Mondiale des
Animaux de Ferme — WELFARM

German Veterinary Federation

Animal Welfare Foundation

Country

Austria

Belgium

Bulgaria

Croatia

Croatia

Cyprus

Denmartk

France

Germany

Germany

Membership

Federation of Veterinarians of
Europe

Federation of Veterinarians of
Europe

Federation of Veterinarians of
Europe

Eurogroup for Animals

Federation of Veterinarians of
Europe

Federation of Veterinarians of
Europe

Federation of Veterinarians of
Europe

Federation of Veterinarians of
Europe

Eurogroup for Animals

Federation of Veterinarians of
Europe

Eurogroup for Animals

Organisation type

Professional association

Professional association

Professional association

Charity

Professional association

Professional association

Professional association

Professional association

Charity

Professional association

Charity
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Organisation

Animal Action

Hellenic Veterinary Association

Association des Médecins
Vétérinaires du Grand-Duché
de Luxembourg

LNPA - Ligue nationale pour la
protection des animaux

Animal Guardians Malta

The Royal Veterinary
Association of the Netherlands

Otwarte Klatki

Ordem dos Médicos
Veterinarios

Consejo General de Colegios
Veterinarios de Espaina
(CGCVE)

Sveriges Veterinarforbund
(SVF)

British Veterinary Association

The British Small Animal
Veterinary Association
(BSAVA)

Country

Greece

Greece

Luxembourg

Luxembourg

Malta

The Netherlands

Poland

Portugal

Spain

Sweden

UK

UK

Membership

Eurogroup for Animals

Federation of Veterinarians of
Europe

Federation of Veterinarians of
Europe

Eurogroup for Animals

Eurogroup for Animals

Federation of Veterinarians of
Europe

Eurogroup for Animals

Federation of Veterinarians of
Europe

Federation of Veterinarians of
Europe

Federation of Veterinarians of
Europe

Federation of Veterinarians of
Europe

Organisation type

Charity

Professional association

Professional association

Charity

Charity

Professional association

Charity

Professional association

Professional association

Professional association

Professional association

Professional association
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Organisation

RSPCA - Royal Society for the
Prevention of Cruelty
to Animals

Table A5-7 — Human health

Austrian Health Promotion
Foundation (FGOE)

OGPH Gesellschaftssekretariat

Belgian Association of Public
Health

Bulgarian Public Health
Association

Croatian Public Health
Association

Czech Society of Public Health
and Management of Health
Services

Danish Society of Public Health
Health Promotion Union of
Estonia

Society for Social Medicine in
Finland

Country

UK

Austria

Austria

Belgium

Bulgaria

Croatia

Czech Republic

Denmark

Estonia

Finland

Membership

Eurogroup for Animals

Eurohealthnet
European Public Health
Association (EUPHA)

European Public Health
Association (EUPHA)

European Public Health
Association (EUPHA)

European Public Health
Association (EUPHA)

European Public Health
Association (EUPHA)

European Public Health
Association (EUPHA)

European Public Health
Association (EUPHA)

European Public Health
Association (EUPHA)

Organisation type

Charity

National association

Professional association

Scientific organisation

Professional association

Professional association

Professional association

Professional association

Professional association

Professional association
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National Institute for Prevention
and Health Education (INPES)

Société Francgaise de Santé

France Eurohealthnet National institute

European Public Health

France Professional association

Publique Association (EUPHA)
German Association for Public German European Public Health Professional association
Health Y Association (EUPHA)
National Institute for Health . N
Development (NEFI) Hungary Eurohealthnet National institute
Institute of Public Health in . .
Ireland (IPH) Ireland Eurohealthnet National institute
Federsanita ANCI Italy Eurohealthnet National association
National Institute for Public
Health and the Environment The Netherlands Eurohealthnet National institute
(RIVM)
National Institute of Public
Health - National Institute of Poland Eurohealthnet National institute
Hygiene
National Ins_tltute of Health Portugal Eurohealthnet National institute
Doutor Ricardo Jorge
M|n|st|_-y if Lz iy, S?c'al Spain Eurohealthnet Government department
Services and Equality
SAVEZ - Slovak Public Health Slovakia European Public Health Professional association
Association Association (EUPHA)
WREEIEL MISEEE G Pl Slovenia Eurohealthnet National institute

Health (NIJZ)
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Slovenian Medical Society -

Slovenian Preventive Medicine Slovenia
Society
Public Health Agency of Sweden Sweden
Swedish Association of Social
. . Sweden
Medicine
Antibiotic action UK
The British Society for
Antimicrobial Chemotherapy UK
(BSAC)
Association of the British UK
Pharmaceutical Industry

Table A5-8 - Food safety and agriculture

Organisation Country

Austrian Chamber of .
. Austria
Agriculture

Association Professionnelle
des Fabricants d'Aliments Belgium
Composés pour Animaux

AVEVE/Boerenbond - BB Belgium
(Belgian Farmers' Union) 9

Test-Achats Belgium

European Public Health
Association (EUPHA)

Eurohealthnet

European Public Health
Association (EUPHA)

Membership

COPA-COGECA

European Feed Manufacturers’
Federation (FEFAC)

COPA-COGECA

European Consumer
Organisation (BEUC)

Professional association

National institute
Professional association

NGO

Professional and scientists
association

Industry association

Organisation type

Professional association

Industry association

Professional association

Consumers association
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Organisation Country Membership Organisation type

Fédération Wallonne de
I'Agriculture (FWA)

Bulgarian national
association active Bulgaria COPA-COGECA Consumers association
consumers - BNAAC

Croatian Chamber of
Agriculture

Belgium COPA-COGECA Professional association

Croatia COPA-COGECA Professional association

Croatian Feed Industry European Feed Manufacturers’

Croatia Industry association

Association Federation (FEFAC)
CAFM Cyprus Association of European Feed Manufacturers’ .
Feed Manufacturers CEIE Federation (FEFAC) IEMET] EEHeEEIon
Panagrotikos Farmers' Union ) . N
(PANAGROTIKOS) Cyprus COPA-COGECA Professional association
Pancyprian farmers union Cyprus COPA-COGECA Professional association
L Assomatl_on & Czech Republic COPA-COGECA Professional association
the Czech Republic
European Feed Manufacturers’ -
DAKOFO Denmark Federation (FEFAC) Industry association
Estonian consumers union - . European Consumer .
Eesti tarbijakaitse LIIT EBgiE Organisation (BEUC) COMBITERS SESEERIen
. . European Consumer -
UFC-Que choisir France Organisation (BEUC) Consumers association
T (61 L) i Germany COPA-COGECA Professional association

Association
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Organisation

The German Poultry
Association

Consumers' Protection
Centre - KEPKA

Panhellenic Confederation of
Agricultural Co-operative
Unions (PASEGES)

Irish Farmer's Association
(IFA)

Irish Grain & Feed
Association

Altroconsumo

Confederazione Generale
dell'Agricoltura Italiana
(CONFAGRICOLTURA)
Latvian Agricultural
Organization Cooperation
Council - LAOCC (LOSP)

Chamber of Agriculture of
the Republic of Lithuania

Lithuanian Grain Processors
Association

Centrale Paysanne
Luxembourgeoise - CPL
(Luxemburg Farmers' Union)

Country

Germany

Greece

Greece

Ireland

Ireland

Italy

Italy

Latvia

Lithuania

Lithuania

Luxembourg

Membership

Association of Poultry

Processors and Poultry Trade in

the EU countries (AVEC)

European Consumer
Organisation (BEUC)

COPA-COGECA

COPA-COGECA

European Feed Manufacturers’
Federation (FEFAC)

European Consumer
Organisation (BEUC)

COPA-COGECA

COPA-COGECA

COPA-COGECA

I

European Feed Manufacturers
Federation (FEFAC)

COPA-COGECA

Organisation type

Industry association

Consumers association

Professional association

Professional association

Industry association

Consumers association

Professional association

Professional association

Professional association

Industry association

Professional association
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Organisation

Union Luxembourgeoise des
Consommateurs - ULC

Land- en Tuinbouw
Organisatie Nederland - LTO
- Nederland
Association of Polish
Consumers - SKP

Federation of Agricultural
Producers Union

Associacao Portuguesa dos
Industriais de Alimentos
Compostos para Animais

Confederacao dos
Agricultores de Portugal
(CAP)

Association for consumers'
protection — APC

Slovak Agricultural and Food
Chamber

The Association of Feed
Producers, Warehouse-
keepers and Trade
Companies

Chamber for Agriculture and
Forestry of Slovenia

Asociacion Agraria - Jovenes
Agricultores (ASAJA)

Country

Luxembourg

The Netherlands

Poland

Poland

Portugal

Portugal

Romania

Slovakia

Slovakia

Slovenia

Spain

Membership

European Consumer
Organisation (BEUC)

COPA-COGECA

European Consumer
Organisation (BEUC)

COPA-COGECA

i

European Feed Manufacturers
Federation (FEFAC)

COPA-COGECA

European Consumer
Organisation (BEUC)

COPA-COGECA

4

European Feed Manufacturers
Federation (FEFAC)

COPA-COGECA

COPA-COGECA

Organisation type

Consumers association

Professional association

Consumers association

Professional association

Industry association

Professional association

Consumers association

Professional association

Industry association

Professional association

Professional association
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Organisation Country

Confederacion Espanola de
Fabricantes de Alimentos Spain
Compuestos para Animales

Foreningen Foder och

Spanmal Sweden
Lantbrukarnas Riksforbund Sweden
(LRF)
Soil Association UK
Red Tractor Quality
UK
Assurance scheme
National Farmers' Union of UK
England and Wales (NFU)
UK Advisory Committee on
the Microbiological Safety of UK
Food
British Poultry Council UK

Responsible use of
medicines in agriculture UK
alliance (RUMA)

Table A5-9 - Research and innovation

Membership

European Feed Manufacturers’
Federation (FEFAC)

European Feed Manufacturers’
Federation (FEFAC)

COPA-COGECA

COPA-COGECA

Association of Poultry
Processors and Poultry Trade in
the EU countries (AVEC)

resistance

Organisation type

Industry association

Industry association

Professional association

Charity

Non-for-profit company

Professional association

Public authority

Industry association
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Organisation Country Membership Organisation type

FWF - Austrian Science Fund Austria Science Europe National research agency

F.R.S - FNRS - Fund for

Scientific Research Belgium Science Europe National research agency

FWO - Fonds Welend Belgium Science Europe National research agency

League of European Research

KU Leuven Belgium - e Higher education institution
Universities
UL Bulgarl_an G cademyion Bulgaria Science Europe National research agency
Sciences
el - Czech_SC|ence Czech Republic Science Europe National research agency
Foundation
DG - Danish National . .
Research Foundation Denmark Science Europe National research agency
SACh Estonlan_ Research Estonia Science Europe National research agency
Council
AKA - Academy of Finland Finland Science Europe National research agency
University of Helsinki Finland HEEGUE O EUTORERT REBEarer Higher education institution

Universities

ANR - Agence Nationale de la
Recherche/French National France Science Europe Public research agency
Research Agency
CNRS - Centre Nationale de
la Recherche France Science Europe Public research agency
Scientifique/National Centre
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Organisation

for Scientific Research

Institut Pasteur

DFG -

German Research
Foundation
German Society of Medical
Sociology

OTKA - Hungarian Scientific
Research Fund

HRB - Health Research Board

CNR - National Research
Council
Italian Society of Hygiene,
Preventive Medicine and
Public Health
Italian Federation of Public
Health Scientific Societies
(FISPEOS)

LZP - Latvian Science Council

LMT - Research Council of
Lithuania

University of Milan

Country

France

Germany

Germany

Hungary

Ireland

Italy

Italy

Italy

Latvia

Lithuania

Italy

Membership

Science Europe

Science Europe

Science Europe

Science Europe

Science Europe

Science Europe

League of European Research
Universities

Organisation type

Research institute

National research agency

Professional association

National research agency

National research agency

National research agency

Scientific organisation

Professional association

National research agency

National research agency

Higher education institution
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Organisation

NWO - Netherlands
Organisation for Scientific
Research

NCN - National Science
Centre

APVYV - Slovak Research and
Development Agency

ARRS - Slovenian Research
Agency
CSIC - Spanish National
Research Council

VR - Swedish Research
Council

MRC - Medical Research
Council

Country

The Netherlands

Poland

Slovakia

Slovenia

Spain

Sweden

UK

Membership

Science Europe

Science Europe

Science Europe

Science Europe

Science Europe

Science Europe

Science Europe

Organisation type

National research agency

National research agency

National research agency

National research agency

National research agency

National research agency

National research agency
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Table A5-9 - Selected individual researchers and AMR experts

Hans Peder
Graversen

Kevin
Outterson

Charles Clift

David
Heymann

Matthias
Bonk

Annette
Cleveland
Nielsen

Medical Director,

Head of Department

Professor of Health
Law, Bioethics &
Human Rights

Senior Consulting
Fellow, Centre on
Global Health
Security
Head and Senior
Fellow
Centre on Global
Health Security

Consultant

Chief Veterinary
Advisor

AC-fuldmeegtig

Boston University

Chatham House,
The Royal Institute
of International
Affairs
Chatham House,
The Royal Institute
of International
Affairs

Danish Veterinary
and Food
Administration

University

Research
center

Research
center

Independent

Public
agency

Commented on the EMA’s ‘scientific advice on the impact
on public health and animal health of the use of antibiotics
in animals'

- Specialist in global pharmaceutical markets, particularly

in antibiotics and other antimicrobials

- Leads an interdisciplinary project on the legal ecology of
antimicrobial resistance

- Faculty affiliate at the Harvard Center for Communicable
Disease Dynamics and an appointed member of the
Antimicrobial Resistance Working Group at the CDC.

Researcher on antimicrobial resistance.

- Professor of Infectious Disease Epidemiology, London
School of Hygiene and Tropical Medicine

- Research on antimicrobial resistance

Report on the ‘Response to the Antimicrobial

ResistanceThreat’ published by the Federal Office of Public

Health, Switzerland, 2015
- Presented at several conferences on antimicrobial

resistance;

- Involved in the National Antibiotic Council and the
Councils strategy and planning group

- Participated in the Danish EU presidency on
antimicrobial resistance

- DANMAP data on antibiotic consumption in production
animals
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Third Countries and international organisations

Table A5-10 - Third country public authorities and private organisations

. Organisation | Country | Membership | Area of interest
Den Norske Veterinaerforening Federation of Veterinarians . . -
(DNV) Norway of Europe Animal health Professional association
Norweglalr-:e?:;ictorate i Norway Eurohealthnet Human health Public authority
M T m:at:::te wif e Norway Human health National public agency
Norwegian Medical association Norway Human health Professional association
NORM - Norwegian
Surveillance System for Norway Monitoring National public agency
Antimicrobial Drug Resistance
S e DT De TR |G Norwa Monitorin National public agenc
of Virus in Norway Y 9 P gency
Animalfree Research Switzerland Animal health Charity
Swiss Society for Microbiology . Research and . -
(SSM) Switzerland innovation Professional association
Swiss National Science . Research and S
Foundation (SNF) Switzerland innovation Research organisation
Swiss Centl:e for Antibiotic Switzerland Monitoring
resistance
Swiss Society of Public Health
Administration and Hospital Switzerland Human health Professional association
Pharmacists
Swiss Society of Pharmacists Switzerland Human health Professional association
Swiss Society for Infectious . Awareness and
Diseases srlizellne education NEY
Cllz s e tr_|e_pr_udent Ltz i United States Human health NGO
antibiotics
Food Animal Concern Trust United States Animal health NGO

Centre for Drugs evaluation

United States

Human health

National research agency
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| Organisation | Country | Membership______| _Area of interest

and research
National Institute of Food and
Agriculture (NIFA)
National Institutes of Health
(NIH)
United States Department of
Agriculture
U.S. Centers for Disease
Control and Prevention (CDC)

United States Food and farming National public agency

United States Human health Public research funder

United States Food and farming Public authority

United States Monitoring National public agency

Industry and professional
association (umbrella

group)

Food and farming,

United States Animal health

Coalition for animal health

Table A5-11 - International bodies and organisations

Relevant sub-bodies Area of interest Organisation type el [l s
engagement

Central Asian and Eastern

European Surveillance of

International

Antimicrobial Resistance AR i organisation H
(CAESAR)
Codex Alimentarius FAO/WHO el Food safety Intern.atlo.nal O
Committee for Europe organisation
Foo_d ar_ld Agrlculturg Hagional Ciifes fer I_Europe Food safety and farming International
Organization of the United and Central Asia Animal health organisation Il
Nations (FAO) Veterinary Public Health
Sl f'or S AT Directorate for Employment, Human health International
S L) G Labour & Social Affairs (ELS) Farming and food organisation -
Development (OECD)
Transatlantic Taskforce on International
Antimicrobial Resistance Human health R O
(TAFTAR) organisation
World Health Organisation WHO Europe Regional Office Human health International Il
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Relevant sub-bodies Area of interest Organisation type sl [l e
engagement

(WHO)

World Organisation for
Animal Health (OIE)

Alliance for the prudent use
of antibiotics
Compassion in World
Farming
Drugs for Neglected
Diseases Initiative
International Federation of
Agricultural Producers
(IFAP),
International Poultry
Council (IPC)
International Union of
Microbiological Societies
*‘Medecins sans Frontieres’
Access Campaign

ReAct

World Federation of Animal
Health Industry (COMISA).
World's Poultry Science
Association
World Veterinary
Association (WVA)
World Veterinary Poultry
Association

Strategic and Technical
Advisory Group on AMR

Sub-Regional Representative
in Brussels; Scientific and

Animal health
Technical Departement

Human health
Animal health

Research & innovation

Farming

Food safety and farming
Research & innovation

Awareness and education

ReAct Europe

ReAct North America Awareness and education

Animal health
Research & innovation
Animal health

Animal health

organisation

International
organisation

NGO
NGO
Research organisation

Professional
association

Industry association
Scientific association
NGO
NGO

Industry association

Professional
association
Professional
association
Professional
association

|

o o o o 0o
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APPENDIX F: STAKEHOLDER WORKSHOPS — AGENDA AND QUESTIONS
Workshop 1

Agenda for Stakeholder Workshop 1, part of the Evaluation of the EU’s Action
Plan against the rising threats from Antimicrobial Resistance

Welcome, arrival, coffee, get badges, check group assignments
(groups to be posted on the wall)

Participants will be invited to vote (with a sticker) on a poster on the wall
about

1. How has the situation in various aspects of AMR changed over time?
2. Has there been a role for the Action Plan in these areas?

Session 1 (plenary): Introduction to Action Plan
- Summary of the Action Plan, its objectives and expected outcomes,
current status

Short ‘human histogram’ activity where people are asked to move
around the room depending on their views on two questions:

- Has there been, overall, progress on tackling AMR in the EU?

- Has the AP had an impact?

Introduction to evaluation
- Presentation of the aim and scope of the evaluation and its research
questions
- Role of stakeholders in the evaluation, and expectations from the
workshop
- Plan for the day

Session 2 (6 working groups consisting of participants organized by
area of expertise)
Relevance activity:
- Introduction to relevance concept and explanation of group task (10
min)
- Group activity (35 min)
- Plenary discussion (25 min)

I H-10 BB Brea k
11:00

B EER Session 3 (6 groups)
Coherence activity:
- Introduction to coherence concept and explanation of group task (10
min)
- Group activity (35 min)
- Plenary discussion (25 min)

s I Y/ Bl Catch-up time if needed (or early break for lunch)
12:00

IO | unch break
12:45

1l Case study review (individual activity)
13:00
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- LUEE Session 4 (new sets of 6 groups, organized by area of expertise)
Effectiveness activity:
- Introduction to effectiveness concept and explanation of group task
(10 min)
- Group activity plus plenary discussion (2 rounds, with groups
covering different topics in each round)

LRl Session 6 (plenary): Reflection, next steps and close
16:40 - Completion of workshop review form

Workshop questions:
Session 2: Relevance
Q1la. Do the action plan objectives address the problems identified in 20117

Q1b. Are there any areas that should have been covered by the Action Plan when it
was developed in 2011 (i.e. any missing areas)?

Q2a. Do the action plan objectives address the problems identified in 20157

Q2b. Are there any areas not currently addressed by the Action Plan that should be
(i.e. any missing areas)?

Session 3: Coherence

Q1. Are the objectives contained in the Action Plan coherent with other EU policies in
the following areas? Explain your answers.

a. Environment

b. Human health

c. Animal health and welfare
d. Food safety

e. Agriculture

f. Research

g. Competitiveness and SMEs

Q2. Are the 7 objectives contained in the AMR Action Plan (list provided) coherent with
policies and programmes on AMR in the EU Member States? Explain your answers.

Session 4: Effectiveness and added value

Part 1: Each group assigned one of the Part 2: Each group assigned one of

following areas: the following cross-cutting areas:
e Appropriate use of antimicrobials in e Awareness and education
animals (or humans) about AMR
e Prevention of microbial infections and e International and EU
their spread in animals (or humans) cooperation
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resistance
e Development of new effective e Monitoring and surveillance
antimicrobials and alternative of AMR and consumption of
treatments antimicrobials.

e Research into the causes of
antimicrobial resistance; and research
on the prudent use of antimicrobials and
the impact of imprudent use

Both parts:
Q1. How has the situation changed since 2011 in this area?

¢ What are notable achievements and failures?
e What are barriers and enablers of progress?

Q2. Could the observed trends, either positive or negative, be attributed (at least
partly) to the Action Plan?

e Why or why not?
¢ What has been the role of the Action Plan?

Q3. Consider how the situation would be different if there were no EU AMR Action
Plan.

e Part 1: What would be a headline from a newspaper in such a world?
Part 2: What advice would you give to policymakers trying to address this
area?

Case study activity sheet (next page), used for the case study activity.
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Activity sheet: Case Study Input

The evaluation will include a set of case studies exploring specific AMR issues, initiatives or trends that illustrate how the Action Plan is having
an impact (positive or negative), or failing to have an impact. We have prepared a list of possible case study topics. Do you have any
comments on the topics below or suggestions for topics?

 Topic_______| Description | Comments? |

1. Getting the
data - ESVAC
Success and
further
improvements?

2. Incentives to
reduce the use
of antimicrobials
in animals and
food production

3. Aquaculture
and AMR in
maritime waters

4. French
awareness
programme
extended to
animals

Other topic
suggestion:

The European Surveillance of Veterinary Antimicrobial Consumption (ESVAC) project collects information on how
antimicrobial medicines are used in animals across the EU.

Case study focus: How has ESVAC evolved over time, what kind of data is gathered, and how does this
compare to practices in Member States? A comparison could be made with Germany, in particular, which recently
introduced new reporting requirements.

Sources: Byrne J. 2014 German livestock producers must report antibiotic usage under new regulation. Available
at: http://www.feednavigator.com/Regulation/German-livestock-producers-must-report-antibiotic-usage-under-
new-regulation

German drug law Section 58b Notifications about the use of medicinal products . Available at:
http://www.gesetze-im-internet.de/englisch amg/

Tackling incentives for animal producers and veterinarians to prescribe antimicrobials.

Case study focus: Has the Action Plan affected incentives for producers to use antimicrobials, and for
veterinarians to prescribe them? (Could focus on Germany where an alliance has formed to tackle ongoing
criticism about animal husbandry. The alliance consists of meat industry, farmers and retailers who want stricter
animal welfare standards enforced.)

Source: Gyton G. 2014 Alliance formed in Germany on animal welfare. Globalmeatnews.com Available at:
http://www.globalmeatnews.com/Industry-Markets/Alliance-formed-in-Germany-on-animal-welfare

Antibiotics are used in aquaculture. As aquaculture industry has increased so has the risk of emergence of
antimicrobial resistance.

Case study focus: look at how vaccination instead of usage of antibiotics is used in EU countries and whether
this is something that the EU Commission should further look into.

Source: None yet identified

Several awareness campaigns have been launched in France, e.g. ‘Les Antibiotiques, c’est pas automatique’,
which was extended to animals in 2014.

Case study focus: Lessons learned from the programme and why it was decided that it should be extended to
animals.

Source: Federal Ministry of Health. 2015. Combating Antimicrobial Resistance. Examples of Best - Practices of
the G7 Countries

Please suggest a topic for a case study and, if possible, relevant data source(s).
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(Topic ————TDescription G ents?

1. Increases in
community antibiotic
use over 2008-2012

2. Changes in country-
level indicators of HAIs

3. E-Bug education
programme

4. Trends in MDR-TB in
Eastern Europe

5. TARGET Antibiotics
Toolkit

Other topic suggestion:

According to ECDC data, there was a significant increase in the ratio of broad-spectrum to narrow
spectrum penicillins/cephalosporins/macrolides consumed in the community over the last 5-year period,
2008-2012, in two thirds of respondent countries.

Case study focus: Investigate the context in which this increase took place in 1-2 countries with notable
trends, exploring potential contributing factors and the role of the Action Plan.

Data source: ECDC Surveillance of antimicrobial consumption in Europe 2012 Report:
http://ecdc.europa.eu/en/publications/Publications/antimicrobial-consumption-europe-esac-net-2012.pdf
Data show fluctuations in country —level indicators of HAIs, e.g. MRSA % 2010-2013.

Case study focus: Investigate the context in which this increase took place in 1-2 countries with notable
trends, exploring potential contributing factors and the role of the Action Plan.

Data source: ECDC - HAI-Net PPS interactive database. Available at:
http://ecdc.europa.eu/en/healthtopics/Healthcare-associated infections/database/Pages/database.aspx

e-Bug, started in 2006, has produced materials for educating young people in the EU about prudent
antibiotic use, microbes, transmission of infection, hygiene and vaccines.

Case study focus: Has the Action Plan affected uptake of the programme?

Data source: e-bug overview http://www.researchgate.net/publication/221899720 Overview of e-
Bug An_antibiotic and hygiene educational resource for schools

Eastern Europe is experiencing a bigger number of drug resistant TB in comparison to Western and
Central Europe.

Case study focus: Investigating the trends in drug-resistant TB in Eastern Europe, with particular focus
on MDR-TB. Has this issue been sufficiently addressed by the Action Plan?

Source: WHO drug resistance in TB. Available at:
http://www.who.int/tb/publications/mdr_surveillance/en/

Public Health England has collaborated with the Royal College of General Practitioners to develop the
TARGET Antibiotics Toolkit. The toolkit aims to help influence prescribers’ and patients’ personal attitudes,
social norms and perceived barriers to optimal antibiotic prescribing. TARGET has been updated following
recent evaluation.

Case study focus: How does this initiative align with the Action Plan and was it influenced by the Action
Plan?

Source: Federal Ministry of Health. 2015. Combating Antimicrobial Resistance. Examples of Best —
Practices of the G7 Countries

Please suggest a topic for a case study and, if possible, relevant data source(s).
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Workshop 2

Stakeholder workshop 2 agenda

9:40 Sl Arrival, registration
10:00

Summary of the Action Plan (objectives, timescale, current
the evaluation (rationale, scope, approach, timescale, current
status), and the plan for the day
Participants introduce themselves

results
Presentation: Headline findings
Discussion: Questions and comments, also invited in written form

Brief recap on the morning discussions, and afternoon plans
Presentation of recommendations

Participants discuss the recommendations in groups, focusing on whether
they are:

Suitable and appropriate for the Action Plan and AMR situation;

Feasible; and

Acceptable to the actors involved (particularly those represented by the
workshop participants).

Each group presents the headlines from their discussions on the
recommendations

Discussion of what happens next, how the workshop results will be used in
the evaluation, workshop reporting

Completion of workshop review form

NIl EUROPE
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Workshop 2- Activity sheet for small group discussions (sample)
Group: Human health 1
Part I: Recommendation discussion

Please discuss the recommendation(s) outlined in the table.

There was considerable variability in the extent to which
Member States addressed AMR, particularly in the context of
human health. Different countries also faced diverse issues.

e The Commission should continue providing guidance
and support to Member States to encourage good
practice in public health services and surveillance.

e The Commission should continue to support
awareness-raising  activities  through  European
Antibiotic Awareness Day, and continue to monitor
their impacts.

e Targeted attention could be paid to specific areas
where a Member State is struggling and
understanding the specific challenges blocking
progress. A one-size-fits-all approach will be
insufficient. Both funding and technical support are
likely to be required for lagging countries.

Recommendations

Questions about the recommendations:
1. Is the recommendation a suitable response to the conclusion?
2. Is it feasible to implement in practice?
3. Is it acceptable to you? (Do you have any concerns?)
4. What specific actions could be implemented as part of this recommendation?
5. Would you change the recommendation(s) proposed?

Part II: Recommendation discussion:

Please select the recommendation(s) to discuss from the list below.
Questions about the recommendations:

1. Is the recommendation a suitable response to the conclusion?

2. Is it feasible to implement in practice?

3. Is it acceptable to you? (Do you have any concerns?)

4. What specific actions could be implemented as part of this recommendation?

5. Would you change the recommendation(s) proposed?
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Part I1II: Additional questions to discuss:

1. Overall, do you think the conclusions and recommendations have missed any
important issues? What and why?

2. Should the EU maintain its current role in addressing AMR or take a different
approach?

3. Do you have any recommendations related to animal health issues?
Conclusions and recommendations: Summary

The holistic approach adopted by the Action Plan was
essential to tackling AMR. The EU played an important role in
providing political leadership and encouraging the
intersectoral collaboration necessary to pursue a holistic
approach to addressing AMR.

e The holistic and ‘One Health’ approaches should be
reinforced and could be strengthened through cross-
sector initiatives. The EU should take further action to
enable greater engagement between sectors.

Recommendations e Reach and relevance could be expanded by dedicating
resources to an EU-level coordinating mechanism on
AMR. This could increase visibility of intra-Commission
engagement, encourage more and faster action by
Member States, encourage cross-sectoral interactions
among stakeholders, raise AMR awareness in the EU.

A gap was identified in the Action Plan in addressing
environmental issues.

Environmental issues could be better integrated into future EU
action on AMR through an approach involving:

e Research to better understand the role of AMR
transmission from the environment to humans
(through animal, human and manufacturing waste);

e Supporting the development of monitoring and
surveillance systems that capture data on AMR
circulation in the environment;

e Using this improved understanding to inform how
environmental policies could help reduce the spread of
AMR;

e Identify ways to involve DG Environment in future AMR
action; and

e Coordinating with ongoing Commission work on a
strategic approach to addressing the risks of
pharmaceuticals in the environment.

Recommendations
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International cooperation was effective but more could be
done to address AMR as a global issue and support developing
countries.

Recommendations

Work with WHO towards a global approach to
monitoring and surveillance, building EU leadership in
developing approaches that brought together data
from many national systems.

Continue work with international organisations such as
the WHO, TATFAR, World Organization for Animal
Health (OIE) and the UN FAOQ, including support for the
Joint Programming Initiative on AMR mapping of AMR
research activities, highlighted by the WHO

Support countries with limited capacity to address AMR
including education and awareness, strengthening
health systems and training health professionals.

Monitoring and surveillance activities focusing on human and

m animal health issues improved under the Action Plan. The EU
could build on these successes at multiple levels.

Recommendations

The EU could build a more holistic system for
monitoring AMR issues, linking data on resistance,
consumption and sales of antimicrobials to prescribing
trends and other factors.

Environmental data should be included in future
monitoring and surveillance efforts.

The EU could contribute to building a global monitoring
and surveillance system.

There was considerable variability in the extent to which
Member States addressed AMR, particularly in the context of
human health. Different countries also faced diverse issues.

Recommendations

The Commission should continue providing guidance
and support to Member States to encourage good
practice in public health services and surveillance.
The Commission should continue to support
awareness-raising activities through European
Antibiotic Awareness Day, and continue to monitor
their impacts.

Targeted attention could be paid to specific areas
where a Member State is struggling and understanding
the specific challenges blocking progress. A one-size-
fits-all approach will be insufficient. Both funding and
technical support are likely to be required for lagging
countries.
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Critical funding extended to research activities was catalysed
by the Action Plan.

Recommendations e The roles of the EU and the Member States should be
clarified.

e The EU should consider how to focus more attention
on the development of alternative treatments in
addition to new antimicrobials.

e The EU should consider widening AMR research
activities to encompass behavioural and social aspects
of AMR, for example, regarding prescribing behaviours
in veterinary medicine and reasons patients do not use
antibiotics as prescribed (as in the ARNA project).

e Continue to identify incentives for developing
veterinary medicines.
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APPENDIX G: STAKEHOLDER WORKSHOPS - REGISTRATION AND ATTENDANCE

Workshop 1

Summary of organisations’ responses to the invitation:

Invited: 42

Registered: 25 (34 individuals)

Attended: 22 (29 individuals)

Table 7: Workshop 1: registrants

-m Last name Organisaton Attended?

Association of Veterinary Consultants /

Klaus
Olivier
Elsa
Despoina

Nancy

) Rens
Animal

health
Liesbet

David

César

Hans-
Peter

Alain

Sara
Richard
Kees
Elke

Katarina
Human

health
Silvia

Cristina
Nikolai
Klaus

Rose

Hellmann
Espeisse
Vecino

Iatriduou

De Briyne

Van
Dobbenbur

gh
Dendas

John
Gonzalez

Schons

Cantaloube

Roda

Price
Neef
Grooten

Nedog

Bottaro

Padeanu

Pushkarev

Boberg
Pedersen

Cooper

KLIFOVET

European Federation of Animal Health
European group for Generic Veterinary

Products

Federation of Veterinarians of Europe
Federation of Veterinarians of Europe

Federation of Veterinarians of Europe

International Federation for Animal
Health Europe

International Federation for Animal
Health Europe

COPA-COGECA

Fédération Européenne pour la santé
Animale et la Sécurité Sanitaire

Fédération Européenne pour la santé
Animale et la Sécurité Sanitaire

Council of European Dentists
European Association of Hospital

Pharmacists

European Association of Hospital

Pharmacists

Sandoz ( European Generic and

Biosimilar)

European Generic and Biosimilar
Medicines Association

European Hospital and Healthcare

Federation

European Patients' Forum

European Public Health Alliance

European Wound Management
Association (EWMA)

EWMA; Department of Biomedical
Sciences, Cardiff School of Health

Yes
Yes
Yes

Yes

Yes

Yes

Yes
Yes

Yes

Yes

Yes
No

Yes
Yes

No (ill)

No (other
commitmen
t)

Yes (late)
Yes (AM
only)

Yes

Yes
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-m Last name Organisaton Attended?

Sciences
Jamie Wilkinson th_;urmaceutlcal Group of the European No
Union
Rutger van der Standing Committee of European Yes
Gaag Doctors
Abela Noel Europeap Federation of Nurses Yes
Associations
Martina Gliber Medtech Europe Yes
Cees Vermeeren Association of Poultry Processors and Yes
Poultry Trade in the EU countries
Daniel Pearson Europ_ean Live Poult_ry_and Poultry Yes
Hatching Egg Association
Food Pauline Castres European Consumer Organisation Yes
safety Claudia vinci European Livestock and Meat Trades Yes
Union
Elisabeth Bedert Eurocommerce Yes
Javier Pello COPA-COGECA No
Valle
Alessio Maugeri Fedgra}tlon of European Microbiological Yes
Resear Societies
_ch and Bauke Oudega Fedgra}tlon of European Microbiological Yes
innova Societies
tion van der European academies Science Advisory
Jos - Yes
Meer Council

Invited organisations that did not respond to the invitation or declined to
attend:

Animal health (3 of 10 invited):

1. Eurogroup for Animals

2. European Board of Veterinary Specialisation

3. European Platform for the Responsible Use of Medicines in Animals (EPRUMA)
Human health (8 of 19 invited):

4. Eurohealthnet

5. European Confederation of Care Home Organisations

6. European Health Management Association

7. European Medical Association

8. European Public Health Association

9. European Regional and Local Health Authorities Network

10. International Alliance of Patients' Organisations
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11.The European Society for Quality in Healthcare

Food safety (1 of 6 invited):
12. European Community of Consumer Cooperatives

Research and innovation (5 of 7 invited):
13. European federation of animal science
14. European Federation of Pharmaceutical Industries and Associations
15. European Society of Clinical Microbiology and Infectious Diseases
16. Science Europe

17.Innovative Medicines Initiatives
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Workshop 2

List of registrants and group discussion participants

Colin Adams

Leo Aerden*
James Anderson

Brendan Barnes

Elisabeth (Els) Bedert
Marie Blanchard

Thomas Lothar
Breitkreuz

Dariel Burdass

Pauline Castres

Rosemary (Rose)
Cooper

Jan Dahl*

Asija Delali¢
Olivier Espeisse
César Gonzalez
Marie Francoise Gros
Klaus Hellmann
Anne Horan
Despoina Iatridou
David John
Robert Johnstone
Olga Kikou

Elizabeth Kuiper

Marc Lemonnier

Sascha Marschang

Alessio Gerardo
Maugeri

Jasna Mesaric¢
Tajda Miharija Gala

Katarina Nedog

Jeanette Nenniger
Valérie Oriol Mathieu
Benedikt Pelzer

Celine Pulcini

Melina Raso**
Sara Roda
Harald Schliessnig

Hans Peter Schons

ELPHA (European Live Poultry and Poultry Hatching Egg
Association)

European Group for Generic Veterinary Products
GlaxoSmithKline

EFPIA (European Federation of Pharmaceutical Industries
and Associations)

Eurocommerce
Novartis

Eurocam (Complementary and alternative medicine)

Microbiology Society
BEUC (The European Consumer Organisation)

EWMA (European Wound Management Association);
Professor of Microbiology

UECBV (European Livestock and Meat Trading Union)
European Federations of Nurses Associations
European Federation of Animal Health
COPA-COGECA

MedTech Europe

Association of Veterinary Consultants

Royal Society of Chemistry

Federation of Veterinarians of Europe

IFAH-Europe (European Federation of Animal Health)
IAPO (International Alliance of Patients' Organizations)
Compassion in World Farming

EFPIA (European Federation of Pharmaceutical Industries
and Associations)

Antabio
European Public Health Alliance

Federation of European Microbiological Societies

ESQH (European Society For Quality In Healthcare)
EAHP (European Association of Hospital Pharmacists)

EGA (European Generics and Biosimilar Medicines
Association)

F. Hoffmann-La Roche Ltd
Vaccines Europe
EMSA (European Medical Students' Association)

ESCMID (European Society of Clinical Microbiology and
Infectious Diseases)

Health First Europe
Council of European Dentists
Association of Poultry Processors and Poultry Trade

FESASS (European Federation for Animal Health and
Sanitary Security)
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Katarzyna Swiderek
Alike van der Velden

Otto Arij (Rens) van
Dobbenburgh

Rebecca Veale

EPSA (European Pharmaceutical Students' Association)
WONCA (The World Organization of Family Doctors)

Federation of Veterinarians of Europe

National Farmers Union

* Registered but did not attend (no reason given)

** Registered but did not attend (due to illness)

Afternoon Discussion Groups

D WNPRF

e (S

Klaus Hellman
Olivier Espeisse
Despoina Iatriduou
Rens van
Dobbenburgh
David John
Hans-Peter Schons

o 1) = G ) 1=

Sara Roda

Tajda Miharija Gala
Katarzyna Swiderek
Jasna Mesaric
Robert Johnstone
Benedikt Pelzer

Number of registrants 41

Number of attendees 38

I

Asija Delalic
Rosemary Cooper
Thomas Breitkreutz
Sascha Marschang
Marie-Frangoise
Gros

Food, Farming & S ——
Consumers

O

Harald Schliessnig
Cesar Gonzalez
Rebecca Veale
Olga Kikou
Pauline Castres
Elisabeth Bedert
Colin Adams

S0 Q) o5 80 =

Celine Pulcini
Alessio Maugeri
Anne Horan

Alike van der Velden
Dariel Burdass
Brendan Barnes
James Anderson

o T g5 &8 9 [

Marie Blanchard
Marc Lemonnier
Elizabeth Kuiper
Jeanette Nenniger
Valerie Oriol
[name redacted by
request]
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APPENDIX H: WORKSHOP REPORTS
1. Stakeholder Workshop 1, 26 October 2015, Brussels

2. Stakeholder Workshop 2, 16 February 2016, Brussels
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Report on Stakeholder Workshop 1, held 26 October 2015
Introduction

As part of the ‘Evaluation of Commission’s Communication to the European Parliament
and the Council on the Action Plan against the rising threats from Antimicrobial
Resistance (AMR) (COM (2011) 748)," a one-day workshop for EU-level private
stakeholder organisations was held on 26 October at European Commission premises
in Brussels, Belgium. The evaluation was commissioned by the Directorate General for
Health and Food Safety (DG SANTE) and is being delivered by RAND Europe. This
report provides an overview of the workshop organisation and summarises main
messages from discussions that took place during the workshop.

Workshop objectives:
1. To inform stakeholders about the evaluation and how they can be involved.
2. Obtain information on the stakeholders’ experiences of AMR issues in the EU.

3. Obtain information on the links between stakeholders’ experience of AMR and
the Action Plan.

Participants:

A total of 29 individuals representing 23 organisations attended the workshop
(Appendix 2). Of these 23 organisations, seven are active in areas mainly related to
animal health and veterinary medicine; nine in human health and medicine; five in
food safety, consumer interests or the livestock trade; and two in research and
innovation. Four RAND Europe facilitators® and three observers from DG SANTE® also
attended.

Structure:

To facilitate useful discussion, participants were organised into six small groups (one
set for the morning sessions, one for the afternoon. Allocations of groups are listed in
Appendix 2). The focus of the day was on small group discussions, with plenary
discussions kept relatively brief. Information was gathered on posters completed by
each group, on individual worksheets and in notes taken by the facilitators, and has
been used in production of this summary report. The questions discussed are listed in
Appendix 1. An effort was made to group participants with similar interests, on the
basis of responses to a small survey of areas of interest circulated ahead of the
workshop.

In addition to the main sessions, facilitators asked participants to respond to an
informal poll, to provide feedback on case study ideas, and to give feedback about the
workshop organisation (listed in Appendix 3).

8 C. Lichten, E. Smith, J. Sussex, J. Taylor

% E.MacDonald, R. Horgan, P. Novackova
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Agenda overview (for detailed agenda, see Appendix 1):

Session 1: Introduction (plenary)
Session 2: Discussion of relevance (mainly in small groups)
Session 3: Discussion of coherence (mainly in small groups)

Session 4: Discussion of effectiveness (mainly in small groups)
Afternoon . ) )
Session 5: Closing (plenary)

The report presents key points that arose in discussions in sessions 2, 3 and 4 (on
relevance, coherence and effectiveness). Sessions 1 and 5 did not involve discussions

with participants. The conclusion section presents a set of overall key points from the
day.
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Key points from session discussions
Session 2: Relevance

The six groups were asked to discuss whether the Action Plan’s seven objectives
address AMR issues identified in 2011 and whether there were any areas that should
have been covered by the Action Plan when it was developed in 2011. All objectives
were seen to be relevant, though there was some disagreement about whether they
had been adequately addressed by the Action Plan.

There were three objectives which all of the groups agreed addressed issues relevant
in 2011:

e Joining forces with international partners to contain the risks of spreading AMR
e Monitoring and surveillance
e Communication, education and training

There were four objectives for which groups questioned whether the issues of 2011
had been adequately addressed:

Appropriate use of antimicrobials

Prevent microbial infections and their spread

Develop new effective antimicrobials or alternatives for treatment
Additional research and innovation

Underlying the comments on individual objectives, there was a suggestion that not all
objectives are equally important and some form of prioritisation would have been
desirable.

With respect to appropriate use of antimicrobials, some participants felt that actions
were not harmonised. They suggested there should also be more emphasis on tackling
inappropriate use in Member States, not just reducing use. Participants also discussed
the need for antimicrobial stewardship.

The objective on prevention of microbial infections and their spread was seen by one
group as a priority action that still needs time to be measured and supported with
additional tools. Concerns were raised over a lack of cross-border actions on
prevention, as well as a lack of progress in ensuring Member States’ accountability. In
regard to the development of new effective antimicrobials or alternatives for
treatment, four groups expressed concerns about the lack of focus and development in
the animal sector in particular.

When asked about areas that should have been covered by the Action Plan when it
was developed in 2011, the following areas were mentioned:

Improving understanding of prevention

Improved understanding of the varied reasons why farmers use antibiotics

Greater consideration of AMR issues in fish farming

A clearer focus on the 'One Health' concept, covering transmission between

humans and animals as well as addressing human and animal issues separately

e Looking at other causes of AMR besides antibiotic use (e.g. silver resistance,
antiseptics).

e Greater consideration of the cultural differences across Europe, including
situations where health professionals’ incomes are tied to selling antibiotics

e More emphasis on knowledge of the general properties of antibiotics e.g.
dosage, duration of treatment type

e Incentivising industry to develop antibiotics (and the tension that exists in the

veterinary sector about the use of antibiotics)
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e Defining metrics by which the success of the Action Plan could be evaluated
over subsequent years.

The groups were also asked if the Action Plan objectives corresponded with the current
needs in 2015 of tackling AMR within the EU. There was generally a view that the
objectives are still relevant but are now more urgent, and that additional trends and
issues may also need to be addressed. Participants suggested the need for:

e More focus on appropriate use of antimicrobials in primary care and improving
public health guidelines (with more consistency across countries)

e More emphasis on training

e More support for research and development (e.g. horizontal gene transfer,
resistance transmitted in foodstuffs, diagnostics for on-site point-of-care
testing, understanding decision-making in the animal health context)

e More focus on collaboration with developing countries

e A more holistic approach.

Session 3: Coherence
Coherence with EU policies

The six groups were asked to discuss whether the objectives contained in the AMR
Action Plan were coherent with other EU policies in the following areas: environment,
human health, animal health and welfare, food safety, agriculture, research,
competitiveness and SMEs.

For human health, one group said that existing policies do not tackle AMR sufficiently,
and another felt there was separation between AMR and other public health areas. For
animal health, there were concerns that the welfare dimension was not adequately
addressed. For food safety and agriculture, groups felt there is a need for a better
understanding of the relation between AMR and food. They also expressed concern
that farmers could be forced to bear costs brought about by the Action Plan.

For research policy, a problem raised was that although funding seems to be available
SMEs in particular find it hard to access. One group stated that more funding for
diagnostics is needed, while another questioned whether research funded is producing
useful outcomes. It was noted that it was not necessary or desirable for research to be
taking place everywhere - as long as it is taking place somewhere. Few comments
were made about coherence with the areas of competitiveness and SMEs, though
some participants expressed concerns that the costs associated with tackling AMR may
render some businesses less competitive in global markets.

Coherence with Member State and international policies

A second question the groups were asked to answer in respect to coherence was
whether the objectives contained in the AMR Action Plan are coherent with national
policies of Member States as well as at international level. With respect to individual
Member States and their policies and actions, participants generally agreed there was
coherence, but with substantial variation in the speed with which Member States have
engaged in combating AMR. One notable exception to the general perception of
coherence vis-a-vis Member States was the area of developing new antimicrobials or
alternatives to treatment, which was seen as a highly problematic area.

In these discussions, the groups did not generally find the Action Plan coherent with
international policies, though this view pertained predominantly to differences
between the EU and developing countries. However, cooperation with India and China
was seen as good progress, and it was noted that the process of dealing with AMR at a
global level has only begun.
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Session 4: Effectiveness

The focus of this session was on understanding reasons why participants judged that
progress had or had not been made in specific aspects of AMR, and what they had
observed to be the role of the Action Plan. Below are key points for the various topic
areas covered during the effectiveness session. (Each group was asked to focus on
just two or three of the topics).

Appropriate use of antimicrobials in animals (or humans)

The Action Plan may have encouraged Member States to set targets to reduce
consumption in the animal sector (PM-A1)°!.

Important achievements related to the Action Plan include development of a legal
framework for animal health and use of antimicrobials (the Animal Health Law and
proposals on veterinary medicinal products) (PM-H2).

Persistent challenges and obstacles include insufficient monitoring of global travellers,
enforcement of prescribing rules, staff turnover in nursing homes and health care
institutions, and limited understanding of obstacles to prudent use. In addition, more
biosecurity measures should be incorporated in people’s daily routines (e.g. in nursing
homes and schools) (PM-H2).

Prevention of microbial infections and their spread in animals (or humans)

The Action Plan played a positive role in improvements observed in recent years.
However, implementation in some Member States is lacking and greater progress is
hampered by insufficient funding due to lacking political commitment (PM-H1).

The contribution of the Action Plan may have been the greatest by providing a solid
framework for action (PM-H2).

Development of hew effective antimicrobials and alternative treatments

The Action Plan had good intentions regarding the development of new drugs, but has
had little impact in terms of market authorisations and earlier development (PM-M2,
PM-A2).

There have been improvements in scientific methods (e.g. genomics), although no
improvements to the actual antimicrobials pipeline. However, EU action did stimulate
interaction between SME and public authorities and inspire local authorities to offer
similar stimuli. Efforts in this area may be hampered by lack of transparency and
existing regulatory burdens (PM-M1).

There remains a need for a new business model that would facilitate the development
of new antimicrobials (PM-M2).

Research into the causes of antimicrobial resistance; and research on the
prudent use of antimicrobials and the impact of imprudent use

%1 References refer to group numbers, as listed in Appendix 2.
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Research into classic antimicrobials has received much more attention than
alternatives. It may be worthwhile investing more into researching new types of drugs
and treatments (PM-M1).

The Action Plan has helped to attract attention to AMR and generate interest among
researchers across Europe, which is a positive outcome although research remains
fragmented (PM-M2).

Awareness and education about AMR

There is a need for a sustained effort, with long-term engagement, so the Commission
should continue to promote implementation of the Action Plan and raising awareness
of professionals in human health and other areas. In addition to long-term objectives,
a step-by-step approach is needed (PM-H1).

It is also important to reinforce training so that it is not forgotten. On the veterinary
side, there is a big gap in awareness and education between Western Europe and.
poorer parts of Europe. In addition, there are historical and cultural reasons for the
differences between individual Member States (PM-A1).

The level of action differs across Member States, in part due to variance in political
willingness and maturity of MS for implementation (PM-A2).

International and EU cooperation

There is a need to focus more on the One Health approach, to join initiatives and
efforts holistically and with increased consistency. This involves addressing gaps
across Member States and requires education. Greater collaboration with third
countries, such as China and India, may also help bring about positive change (PM-
M2).

Cooperation is important in overcoming a number of international obstacles. For
instance, effective monitoring and stewardship face the challenge of cross-border
provision of care, Internet trade and importation from third countries (PM-H2).

Monitoring and surveillance of AMR and consumption of antimicrobials

The Action Plan has had a role in the gathering of consumption data (ES-VAC), though
Member States have progressed at varying rates (PM-A1, PM-A2).

The Action Plan has encouraged monitoring of resistance in animal sector, but not
facilitated it (PM-A1).

Despite recent progress, monitoring of consumption in humans needs to be
strengthened. Barriers to progress in the area include conflicting interests among
relevant stakeholders and the existence of different health care systems within the
same country (PM-H2).

Informal poll
Another activity, which participants did in the morning (upon arrival or during a

break), supplemented the discussion on effectiveness.’? Participants were asked to
‘vote’ with stickers on a large poster about whether they thought progress had been

% This activity was intended to encourage thinking and discussion, not to provide a definitive picture of
stakeholders’ positions. Nonetheless, it is instructive to review the responses in light of the messages
from discussions.
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made in various AMR-related areas (corresponding to the objectives of the Action
Plan) since 2011, and whether the Action Plan had played a role in that progress. The
results, which were consistent with points raised in discussions, are quantified in
research into the causes of AMR and prudent use of antimicrobials was seen more
positively.
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Table 8.

Overall, participants indicated that more progress had been made in AMR issues
related to animal health (such as appropriate use of antimicrobials, prevention of
infections and their spread, development of alternative treatments, monitoring and
surveillance, and education and training of animal health professionals) than in the
corresponding human health issues. An exception to this is cooperation at an EU-level
and international level, where progress was perceived in both human and animal
health.

In terms of the role of the Action Plan, it was generally seen to have had an impact in
cooperation, particularly at international level. Views on the Action Plan’s impact were
more mixed for monitoring and surveillance, as well as other areas. A notable contrast
is that the Action Plan was seen to have impacted appropriate use of antimicrobials
and infection prevention in animals, but not humans. There was unanimity that there
had been no progress in research into new antimicrobial medicines either for people or
for animals. In addition, views on the impact of the Action Plan varied across different
aspects of research and development. As discussed above, little progress was seen to
have been made in development of new antimicrobials, whereas research into the
causes of AMR and prudent use of antimicrobials was seen more positively.

128



Evaluation of the EC Action Plan against the rising threats from antimicrobial
resistance

Table 8: Summary of results from informal poll on progress in aspects of AMR
related to animal and human health, and the impact of the Action Plan in
those areas.

Human Health Animal Health
Change from 2011 to 2015? .EU AP Change from 2011 to 2015? .EU AP
impact? impact?
Situatio ! | Situatio ! !
Progress nis e Yes i No Progress i nis i e Yes i No
occurred change i occurred i i change i
worse i i worse ! :

Appropriate
use of
antimicrobials
Prevention of
infections and
their spread
Development
of new
effective
antimicrobials
Development
of alternatives
for treatment
of infections
Cooperation at
int’l level
Cooperation at
EU level
Monitoring and
surveillance-
AMR
Monitoring and
surveillance-
antimicrobial
use

Research into
causes of AMR
Research on
prudent use of
antimicrobials
Communicatio
n, education
and training for
health
professionals
Communicatio
n, education and
training- public

Key: Colours are used to help visualise the results. Green indicates broad
agreement that progress was made (from 2011 to 2015) and/or that the Action
Plan had an impact. Red indicates broad agreement that the situation became
worse (from 2011 to 2015) and/or that the Action Plan had no impact. Orange
indicates disagreement about whether change or occurred and/or whether the
Action Plan had an impact, or agreement that no change occurred.
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Overall contribution/Added Value of the Action Plan

Participants were asked to consider, based on their discussion of the Action Plan’s
coherence, relevance and effectiveness, what its overall contribution had been. There
was general agreement on the following points:

The Action Plan has helped promote coordination. Had there been no Action Plan,
organisations such as the OIE and WHO would still have taken action, and stakeholder
organisations would have done the same. The Action Plan helped coordinate their
activities.®?

The Action Plan was not a starting point, but gave a boost to what was taking place
already (e.g. in some Member States- Germany, Netherlands, Denmark)®*

The Action Plan helped create a framework for Member States to take their own
actions. However, while it raised awareness among Member States, there is still a
problem that not all Member States have taken action to the same extent.®®

Headlines and advice to policymakers

Participants were asked to suggest fictional newspaper headlines that might appear in
a world that had no Action Plan, as an alternative way to summarise discussions they
had about the added value of the Action Plan. They suggested:

Member States take the lead in fighting AMR (PM-A1)
Member States call on the EC to take action on AMR (PM-H1)
Microbes strike back (PM-H2)

Without an effective EC Action

Plan more people die than expected because of AMR (PM-M1)

Asked what advice they would like to give policymakers drafting another Action Plan,
participants suggested:

e Ensure further development and implementation at the Member State level
(PM-H1)

e Coordinate with other policy areas (PM-H1)

e Stop focusing on classic antimicrobials; invest in innovative drugs/treatments
(PM-M2)

e Increase open communication/transparency about the Action Plan and its
progress (PM-M1)

¢ Keep the same actions, but with a clear One Health approach (PM-A2)

e Consider a One Health AMR ERIC (European Research Infrastructure
Consortium) (PM-M2)

e Focus on education and public outreach, including education of the media so
that coverage is better (PM-M2)

e Listen well and consult before drafting (it's a complex area with many
stakeholders involved) (PM-H2)

e There is a need for accessible funding (to support some Member States that are
lagging behind) (PM-A1)

% pM-A2,
9
PM-A1, PM-H2

% PM-H1, PM-H2
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Case study feedback

Feedback on case study topic suggestions (listed in Appendix 1) was obtained from 16
participants. All of the topics that were suggested received a varied mix of feedback
and comments, and none of the case study topics were eliminated on the basis of this
feedback. Additional topics suggested include the following:

Influence of different administration routes (feed, top dressing, water,
injection) on AMR,

Reasons for enormous changes in antimicrobial use in animals in different
Member States,

Prophylactic use of antibiotics in dentistry,®®

European Antibiotic Awareness Day, for which the animal health sector has
been invited as well. How can EAAD be made a truly 'One Health' event that
includes joint initiatives and engagement of both sectors?

Effects of implementation of antibiotics stewardship,

How the Action Plan influenced reaching out to the most sensitive populations,
e.g. the very young, old,

One possible explanation for the rapid rise of resistance in Eastern Europe after
the fall of the Berlin Wall is promotional activity by the pharmaceutical
industry: is this still going on or is there now a more responsible attitude?

% Dayer MJ, Jones S, Prendergast B, et al. Incidence of infective endocarditis in England, 2000-13: a secular

trend, interrupted time-series analysis. The Lancet, published online 18 November 2014
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Conclusion

In summary, several key points emerged from the workshop, which are listed below.
These points are based on discussions that took place at the workshop and reflect the
experiences and views of the participants present. Some issues may have received
more emphasis than others, in part due to the mix of participants in attendance and
their interests.

e The Action Plan has not been successful in promoting the ‘One Health’ approach
to tackling AMR. This was thought to be the case with respect to both the
original formulation of the Action Plan’s objectives and the Plan’s
implementation.

e There is substantial variability among individual Member States across several
dimensions related to the Action Plan, namely the extent to which Member
States are engaged in the Plan’s implementation, the extent to which Member
States have developed policies that are coherent with the Action Plan, and the
degree to which the Plan’s objectives are being attained in individual Member
States.

e The main contribution of the Action Plan is perceived in having a coordination
role at a global level and in the EU, whereby individual Member States are
provided with a basic organising framework to continue already ongoing efforts
to tackle AMR and launch new initiatives. By having this coordinating role, the
Action Plan may have been able to result in synergies stemming from more
joined-up activities.

e The domain of animal health appears to have seen more progress and
improvement over the past five years and the Action Plan is seen as having
played a positive role in some of these trends. By contrast, the assessment
with respect to human health is less positive and the Action Plan is regarded as
notably less influential.

e One area that stands out for its unambiguous assessment by workshop
participants is the failure to develop new antimicrobials. Not only is the Action
Plan not considered to have made a positive contribution in this area, the
actual overall situation is considered to have worsened over the past five years.

It is also notable that participants emphasized that the workshop was one of the first
opportunities they were aware of for animal health and human health stakeholders to
come together for a discussion, and that they felt more meetings of this type would be
very worthwhile. Consistent with this, many participants asked for a list of contact
details of the other participants (which has been provided by email and can be found
in Appendix 2).
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Workshop Report Appendix 1: Workshop agenda and questions

Welcome, arrival, coffee, get badges, check group assignments
(groups to be posted on the wall)

Participants will be invited to vote (with a sticker) on a poster on the wall
about

3. How has the situation in various aspects of AMR changed over time?
4. Has there been a role for the Action Plan in these areas?

Session 1 (plenary): Introduction to Action Plan
- Summary of the Action Plan, its objectives and expected outcomes,
current status

Short ‘human histogram’ activity where people are asked to move
around the room depending on their views on two questions:

- Has there been, overall, progress on tackling AMR in the EU?

- Has the AP had an impact?

Introduction to evaluation
- Presentation of the aim and scope of the evaluation and its research
questions
- Role of stakeholders in the evaluation, and expectations from the
workshop
- Plan for the day

Session 2 (6 working groups consisting of participants organized by
area of expertise)
Relevance activity:
- Introduction to relevance concept and explanation of group task (10
min)
- Group activity (35 min)
- Plenary discussion (25 min)

D H R Brea
11:00

O [V BEN Session 3 (6 groups)
Coherence activity:
- Introduction to coherence concept and explanation of group task (10
min)
- Group activity (35 min)
- Plenary discussion (25 min)

s I Y/ Bl Catch-up time if needed (or early break for lunch)
12:00

s H [BEN | unch break

12:45

1 1l Case study review (individual activity)

13:00

- UEE Session 4 (new sets of 6 groups, organized by area of expertise)
Effectiveness activity:
- Introduction to effectiveness concept and explanation of group task
(10 min)
- Group activity plus plenary discussion (2 rounds, with groups
covering different topics in each round)

Pl el Session 5 (plenary): Reflection, next steps and close
16:40 - Completion of workshop review form

Workshop questions:
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Session 2: Relevance
Q1a. Do the action plan objectives address the problems identified in 20117

Q1b. Are there any areas that should have been covered by the Action Plan when it
was developed in 2011 (i.e. any missing areas)?

Q2a. Do the action plan objectives address the problems identified in 20157

Q2b. Are there any areas not currently addressed by the Action Plan that should be
(i.e. any missing areas)?

Session 3: Coherence

Q1. Are the objectives contained in the Action Plan coherent with other EU policies in
the following areas? Explain your answers.

a. Environment

b. Human health

c. Animal health and welfare
d. Food safety

e. Agriculture

f. Research

g. Competitiveness and SMEs

Q2. Are the 7 objectives contained in the AMR Action Plan (list provided) coherent with
policies and programmes on AMR in the EU Member States? Explain your answers.

Session 4: Effectiveness and added value

Part 1: Each group assighed one of the Part 2: Each group assigned one

following areas: of the following cross-cutting
areas:
a. Appropriate use of antimicrobials in
animals (or humans) a. Awareness and education
b. Prevention of microbial infections and about AMR
their spread in animals (or humans) b. International and EU
c. Development of new effective cooperation
antimicrobials and alternative c. Monitoring and surveillance
treatments of AMR and consumption of
d. Research into the causes of antimicrobials.

antimicrobial resistance; and research
on the prudent use of antimicrobials and
the impact of imprudent use
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Both parts:

Q1. How has the situation changed since 2011 in this area?
- What are notable achievements and failures?
- What are barriers and enablers of progress?

Q2. Could the observed trends, either positive or negative, be attributed (at least
partly) to the Action Plan?

- Why or why not?
- What has been the role of the Action Plan?

Q3. Consider how the situation would be different if there were no EU AMR Action
Plan.

- Part 1: What would be a headline from a newspaper in such a world?

- Part 2: What advice would you give to policymakers trying to address this
area?

Case study activity sheet (next page), used for the case study activity.
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Activity sheet: Case Study Input

The evaluation will include a set of case studies exploring specific AMR issues, initiatives or trends that illustrate how the Action Plan is having
an impact (positive or negative), or failing to have an impact. We have prepared a list of possible case study topics. Do you have any
comments on the topics below or suggestions for topics?

1. Getting the data - ESVAC
Success and further
improvements?

2. Incentives to reduce the
use of antimicrobials in
animals and food production

3. Aquaculture and AMR in
maritime waters

4. French awareness
programme extended to
animals

Other topic suggestion:

Descripti Comments?
The European Surveillance of Veterinary Antimicrobial Consumption (ESVAC) project collects
information on how antimicrobial medicines are used in animals across the EU.

Case study focus: How has ESVAC evolved over time, what kind of data is gathered, and how
does this compare to practices in Member States? A comparison could be made with Germany, in
particular, which recently introduced new reporting requirements.

Sources: Byrne J. 2014 German livestock producers must report antibiotic usage under new
regulation. Available at: http://www.feednavigator.com/Regulation/German-livestock-producers-
must-report-antibiotic-usage-under-new-regulation

German drug law Section 58b Notifications about the use of medicinal products . Available at:
http://www.gesetze-im-internet.de/englisch amg/

Tackling incentives for animal producers and veterinarians to prescribe antimicrobials.

Case study focus: Has the Action Plan affected incentives for producers to use antimicrobials, and
for veterinarians to prescribe them? (Could focus on Germany where an alliance has formed to
tackle ongoing criticism about animal husbandry. The alliance consists of meat industry, farmers
and retailers who want stricter animal welfare standards enforced.)

Source: Gyton G. 2014 Alliance formed in Germany on animal welfare. Globalmeatnews.com
Available at: http://www.globalmeatnews.com/Industry-Markets/Alliance-formed-in-Germany-on-
animal-welfare

Antibiotics are used in aquaculture. As aquaculture industry has increased so has the risk of
emergence of antimicrobial resistance.

Case study focus: look at how vaccination instead of usage of antibiotics is used in EU countries
and whether this is something that the EU Commission should further look into.

Source: None yet identified

Several awareness campaigns have been launched in France, e.g. ‘Les Antibiotiques, c’est pas
automatique’, which was extended to animals in 2014.

Case study focus: Lessons learned from the programme and why it was decided that it should be
extended to animals.

Source: Federal Ministry of Health. 2015. Combating Antimicrobial Resistance. Examples of Best -
Practices of the G7 Countries

Please suggest a topic for a case study and, if possible, relevant data source(s).
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 Topic__________|Description | Comments?

1. Increases in
community antibiotic
use over 2008-2012

2. Changes in country-
level indicators of HAIs

3. E-Bug education
programme

4. Trends in MDR-TB in
Eastern Europe

5. TARGET Antibiotics
Toolkit

Other topic suggestion:

According to ECDC data, there was a significant increase in the ratio of broad-spectrum to narrow
spectrum penicillins/cephalosporins/macrolides consumed in the community over the last 5-year period,
2008-2012, in two thirds of respondent countries.

Case study focus: Investigate the context in which this increase took place in 1-2 countries with notable
trends, exploring potential contributing factors and the role of the Action Plan.

Data source: ECDC Surveillance of antimicrobial consumption in Europe 2012 Report:
http://ecdc.europa.eu/en/publications/Publications/antimicrobial-consumption-europe-esac-net-2012.pdf
Data show fluctuations in country -level indicators of HAIs, e.g. MRSA % 2010-2013.

Case study focus: Investigate the context in which this increase took place in 1-2 countries with notable
trends, exploring potential contributing factors and the role of the Action Plan.

Data source: ECDC - HAI-Net PPS interactive database. Available at:
http://ecdc.europa.eu/en/healthtopics/Healthcare-associated infections/database/Pages/database.aspx
e-Bug, started in 2006, has produced materials for educating young people in the EU about prudent
antibiotic use, microbes, transmission of infection, hygiene and vaccines.

Case study focus: Has the Action Plan affected uptake of the programme?

Data source: e-bug overview http://www.researchgate.net/publication/221899720 Overview of e-

Bug An_ antibiotic and hygiene educational resource for schools

Eastern Europe is experiencing a bigger number of drug resistant TB in comparison to Western and
Central Europe.

Case study focus: Investigating the trends in drug-resistant TB in Eastern Europe, with particular focus
on MDR-TB. Has this issue been sufficiently addressed by the Action Plan?

Source: WHO drug resistance in TB. Available at:
http://www.who.int/tb/publications/mdr_surveillance/en/

Public Health England has collaborated with the Royal College of General Practitioners to develop the
TARGET Antibiotics Toolkit. The toolkit aims to help influence prescribers’ and patients’ personal attitudes,
social norms and perceived barriers to optimal antibiotic prescribing. TARGET has been updated following
recent evaluation.

Case study focus: How does this initiative align with the Action Plan and was it influenced by the Action
Plan?

Source: Federal Ministry of Health. 2015. Combating Antimicrobial Resistance. Examples of Best -
Practices of the G7 Countries

Please suggest a topic for a case study and, if possible, relevant data source(s).
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Workshop Report Appendix 2: Workshop registrants

A el e

Cees Vermeeren Association of cv@avec-poultry.eu
Poultry Processors
and Poultry Trade
in the EU countries

Klaus Hellmann Association of Klaus.Hellmann@klifovet.de
Veterinary
Consultants /
KLIFOVET
César Gonzalez COPA-COGECA cesar.gonzalez@copa-cogeca.eu
Javier Pello* COPA-COGECA javier.valle@copa-cogeca.eu
Valle
Sara Roda Council of sara.roda@eudental.eu
European Dentists
Elisabeth Bedert Eurocommerce bedert@eurocommerce.eu
Jos van der Meer European jos.vandermeer@radboudumc.nl

academies Science
Advisory Council
Richard Price* European Richard.Price@eahp.eu
Association of
Hospital
Pharmacists
Kees Neef European c.neef@mumc.nl
Association of
Hospital
Pharmacists
Pauline Castres European pca@beuc.eu
Consumer
Organisation
Olivier Espeisse European espeisse_olivier@elanco.com
Federation of
Animal Health
Abela Noel European efn@efn.be
Federation of
Nurses
Associations
Katarina Nedog* European Generic knedog@egagenerics.com
and Biosimilar
Medicines
Association
Elke Grooten European Generic elke.grooten@sandoz.com
and Biosimilar
Medicines
Association/Sandoz
Elsa Vecino European group for elsa.eggvp@gmail.com
Generic Veterinary
Products
Silvia Bottaro* European Hospital eu@hope.be
and Healthcare
Federation
Daniel Pearson European Live dpearson@aviagen.com
Poultry and Poultry
Hatching Egg
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P el e

Association

European Livestock
and Meat Trades
Union

European Patients'
Forum

European Public
Health Alliance
European Wound
Management
Association
European Wound
Management
Association/
Cardiff School of
Health Sciences
Fédération
Européenne pour
la santé Animale et
la Sécurité
Sanitaire
Fédération
Européenne pour
la santé Animale et
la Sécurité
Sanitaire
Federation of
European
Microbiological
Societies
Federation of
European
Microbiological
Societies
Federation of
Veterinarians of
Europe
Federation of
Veterinarians of
Europe

Van Federation of
Dobbenburgh Veterinarians of
Europe
International
Federation for
Animal Health
Europe
International
Federation for
Animal Health
Europe

Medtech Europe

Pharmaceutical
Group of the

Claudia Vinci

Cristina Padeanu

Nikolai Pushkarev

Klaus Boberg

Pedersen

Rose Cooper

Hans- Schons

Peter

Alain Cantaloube

Alessio Maugeri

Bauke Oudega

Despoina Iatriduou

Nancy De Briyne
Rens

Liesbet Dendas

David

John

Gliber
Wilkinson*

Martina
Jamie

cvinci@uecbv.eu

cristina.padeanu@eu-patient.eu
nikolai@epha.org

kbp@ewma.org

RCooper@cardiffmet.ac.uk

hp.schons@adt.de

alain.cantaloube@fesass.eu

alessio.maugeri@fems-microbiology.org

b.oudega@vu.nl

despoina@fve.org

Nancy@fve.org

Rens.vanDobbenburgh@henryschein.com

Idendas@ifahsec.org

djohn@ifahsec.org

martina.gliber@institut-merieux.com
j-wilkinson@pgeu.eu
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Workshop Report Appendix 3: Feedback about the workshop

On the whole, feedback from participants was positive (Figure 2). Attendees reported
that the dynamic and interactive format of the workshop (with a lot of opportunity for
discussion in small groups and sharing of ideas) was good and that the workshop was a

good networking opportunity.

Challenges highlighted by attendees included a need for more human health attendees,
a need for representation from a wider range of Member States, the idea that more
interaction between human and animal health stakeholders may have been beneficial,
and the fact that the workshop was covering a wide range of content with participants of

varying backgrounds.

Figure 2: Scores from workshop feedback question: ‘How would you

rate the event? (1-10, with 10= excellent)’

Workshop attendees' review scores out of 10
(N=21)
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Count of Scores
(o)}

1 2 3 4 5 6-6.5 7
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Report on Stakeholder Workshop 2, held 16 February 2016
Introduction

As part of the ‘Evaluation of the Commission’s Communication to the European
Parliament and the Council on the Action Plan against the rising threats from
Antimicrobial Resistance (AMR) (COM (2011) 748),” a one-day workshop for EU-level
stakeholder organisations was held on 16 February at European Commission premises in
Brussels, Belgium. The evaluation was commissioned by the Directorate General for
Health and Food Safety (DG SANTE) and is being delivered by RAND Europe. This report
provides an overview and summary of the main messages from discussions that took
place during the workshop.

Workshop objectives:
1. Inform stakeholders about the evaluation results and conclusions.

2. Obtain feedback from stakeholders about the findings and recommendations, in
order to further test the validity of the findings and refine the recommendations.

Participants:

A total of 38 individuals representing 36 organisations and companies attended the
workshop (Appendix G). Of these 38 individuals, six were active in areas mainly related
to animal health and veterinary medicine; 11 in human health and medicine; seven in
food safety, consumer interests or the livestock trade; and 13 in research and
innovation. Three RAND Europe facilitators® and three observers from DG SANTE® also
attended.

Structure:

The morning session focused on the findings and conclusions from the evaluation, while
the afternoon focused on the preliminary recommendations. In the morning, the
facilitators presented the findings and then had an open plenary discussion, which
enabled participants to comment on or ask about the findings. In the afternoon, the
facilitators presented their draft recommendations and then facilitated two discussion
sessions. First, participants were assigned to one of six small groups based on interest
area (group allocations are listed in Appendix G) and asked to discuss specific
recommendations and questions (a sample group activity sheet is in Appendix F). Next,
in a plenary session, participants reported the outcomes of their group discussions and
discussed the recommendations. For a detailed agenda, see Appendix F.

This report presents the main points that arose during the plenary discussions and in
additional written feedback submitted by some participants to the facilitators. It does not
present all comments made throughout the day, but rather aims to capture the main
ideas that were discussed.

Feedback received from the participants about the workshop itself - including what they
found useful and areas for improvement - is summarised in Appendix 1.

% C. Lichten, E. Smith, E. Dujso.

% R. Horgan, K. Kielar, E. MacDonald.
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The main points discussed during group and plenary sessions

Morning session: Findings

This section is organised according to the headline findings presented, with comments
grouped according to each set of findings.

Headline findings:

e The EC Action Plan was important as a symbol of political
commitment to tackling AMR.

e The holistic and ‘One Health’ approaches were necessary to address
AMR.

Comments:

The holistic approach was achieved, but there should be more focus on research
and development (R&D) to ensure the supply of antimicrobials is maintained.

Headline finding: The issues covered by the Action Plan were relevant, but
there were some gaps on environmental issues and international
cooperation.

Comments:

Conservation of existing antibiotics is also important, and should be linked to
innovation and stewardship.

One source of antibiotics in the environment is their use in plant products.

Efforts to address environmental issues related to AMR could be linked to existing
EU and Member State (MS) initiatives, such as existing studies on wastewater
treatment, the Innovative Medicines Initiative (IMIB CHEM21 project on
sustainable manufacturing of medicines,100 and LeSPAR™™ cross-sector work on
open innovation.

Given the migration occurring in the EU now (a population prone to
disease/infection), there is a need to look at epidemiological impacts in
collaboration with the World Health Organisation (WHO) and ensure care is
available to these vulnerable populations.

100 http://www.imi.europa.eu/content/chem21

191 | earned Society Partnership on Antimicrobial Resistance
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Headline finding: Monitoring and surveillance activities were generally a
success, but more could have been done.

Comments:

The European Association of Hospital Pharmacists (EAHP) has performed surveys
on practices in hospital pharmacies;102 they found that little improvement had
taken place in AMR surveillance and see a need for challenges to communication
and implementation to be addressed, particularly in Eastern Europe.

Headline finding: There were challenges with addressing the public health
dimension given diversity of Member State approaches.

Comments:

Conservation issues relate to availability: there are shortages of antibiotics and
some are not being marketed in all countries.

When comparing data on antimicrobial usage across countries, it is important to
consider the reasons why some countries may use more antimicrobials than
others. Reasons could include differences in context such as climate conditions or
bacterial strains present in a given country.

Given that the EU has limited power in human health, other ways to encourage
MS to act include benchmarking studies and making some funding contingent on
action being taken or progress being made.

It is important that MS develop Action Plans and also implement them.

Education is very important, especially in primary care.

There is a need to engage with hard-to-reach groups, and these groups require a
different approach than the general public.

There is a need to distinguish interventions that change behaviour from those
that merely provide information, particularly for patients.

It may be helpful to make it clearer to patients (through labelling) which
medications are antibiotics.

Headline finding: Research and innovation funding was sufficient and wide-
ranging but several issues still need to be addressed.

Comments:

‘Alternatives’ (including diagnostics, vaccines, and other alternative and
complementary approaches) are important and may be inadequately addressed in
the Action Plan.
o In addition to R&D, there is a need for existing vaccines and vaccination
programmes to be used.

192 Fyll data for surveys done in 2005 and 2010 available at: http://www.eahp.eu/publications/surveys
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o There is a need to develop treatment alternatives for mild urinary tract
infections (UTIs), sore throats, etc. (for patients who are not severely ill).

o It is important to consider the sociological issue that a patient expects
something when they visit the doctor. Good communication with patients
is essential. When the best alternative is doing nothing, there is a
challenge in convincing the patient.

o There is a need to develop evidence-based recommendations on the use of
different forms of complementary medicine; there is evidence that
integrative medicine settings have lower rates of antibiotic prescriptions
but overall current studies in this area are weak.

o However, a recent Lancet infections disease article suggested there is still
a need for new traditional antibiotics.*®

e Progress has been made including increased funding and development of
regulatory guidance by the U.S. Food and Drug Administration (FDA) and
European Medicines Agency (EMA). However, while money has gone into R&D
over the last five years, it is still early in the cycle so this improvement is fragile.

e A vision is needed for antimicrobials development for treating animals.
Stakeholders such as the European Federation for Animal Health and Sanitary
Security (FESASS) expect new ingredients will be used in humans first and do not
think incentives for development of veterinary antimicrobials have improved in
the EU.

e For human health, the IMI collaboration has been constructive for those involved,
and was linked to the Joint Programming Initiative’s (JPI's) activities. The IMI
could also consider providing data access for people outside its consortia.

e Given that it takes 10-12 years for new drugs to be developed, there is a need for
a longer-term plan to sustain support for the pipeline of innovation.

e Small- and Medium-sized Enterprises (SMEs) are under-funded relative to U.S.
competitors; innovative funding (from the EU) is needed to lure back private
investors.

e An ERIC or IRIC (European or International Research Infrastructure Consortium)
could be used to support information technology (IT), biobanking, etc. required
for bringing together AMR researchers across the EU.

e It is important to have a diverse range of solutions. While public money should
not be wasted, there needs to be some allowance for failure to encourage risky
ideas to be explored.

103 < Alternatives to antibiotics: a pipeline portfolio review’ by L. Czaplewski et al. Lancet Infectious Diseases,
12 January 2016.

http://www.thelancet.com/journals/laninf/article/P11S1473-3099(15)00466-1/abstract
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Headline findings:

Policies to address the use of antimicrobials in human medicine improved,
but volumes of antimicrobials consumed did not change

Animal
achievements and overall sales of veterinary antimicrobials decreased

health legislation and guidance represent major Action Plan

Comments:

¢ Comments on the need to reduce use of antimicrobials were mixed.

o

o

The final goal is to reduce AMR, not just focus on reducing antimicrobial
use, so there is a need to improve prudent use (as well as communication
and education), and see what factors drive increased usage in different
countries.

If there is too much emphasis on reducing use, veterinarians could
become reluctant to take necessary steps when infections do arise.

The EMA’s strategy on use indicated that there is a need for decreasing
use and increasing prevention infection through biosecurity, vaccines,
etc.104

Usage must be reduced, and this requires farmers to be able to implement
biosecurity measures.

e If intensive farming systems exacerbate the problem, a different farming model is
needed, but it is unclear how much evidence on the link between AMR and
farming practices is available.

10% hitp://www.ema.europa.eu/docs/en_ GB/document _library/Scientific_quideline/2015/11/WC500196645.pdf
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Afternoon session: Recommendations

In this section, the recommendations that were presented to the participants are listed,
followed by a summary of the comments made for each set of recommendations.

The holistic approach adopted by the Action Plan was essential
to tackling AMR. The EU played an important role in providing
political leadership and encouraging the intersectoral
collaboration necessary to pursue a holistic approach to
addressing AMR.

e The holistic and ‘One Health’ approaches should be
reinforced and could be strengthened through cross-
sector initiatives. The EU should take further action to
enable greater engagement between sectors.

Recommendations e Reach and relevance could be expanded by dedicating
resources to an EU-level coordinating mechanism on
AMR. This could increase visibility of intra-Commission
engagement, encourage more and faster action by
Member States, encourage cross-sectoral interactions
among stakeholders, raise AMR awareness in the EU.

There were no comments made about this set of recommendations during the afternoon
discussion session.

148



WA gap was identified in the Action Plan in addressing
environmental issues.

Recommendations

Environmental issues could be better integrated into future EU
action on AMR through an approach involving:

e Research to better understand the role of AMR
transmission from the environment to humans
(through animal, human and manufacturing waste);

e Supporting the development of monitoring and
surveillance systems that capture data on AMR
circulation in the environment;

e Using this improved understanding to inform how
environmental policies could help reduce the spread of
AMR;

e Identify ways to involve DG Environment in future AMR
action; and

e Coordinating with ongoing Commission work on a
strategic approach to addressing the risks of
pharmaceuticals in the environment.

Comments from the Farming, Food and Consumers group:

There could be a benefit to research by understanding AMR’s role in the
environment, but a problem needs to be identified first, and then work backwards
to identify its source.

There are many issues to be researched, so it would be important to weigh the
relative importance of research in this area against them.

It may be premature to implement environmental surveillance before doing more
research. Monitoring and surveillance is costly, and it could be more relevant to
improve existing systems first. Monitoring and surveillance should only be done if
the data would be used to make a difference.

Comments from others:

There is a need for a proper risk assessment framework before taking these
actions. There are multiple potential reservoirs for AMR in the environment, but
we do not yet have a quantitative understanding of the importance of each or
how they interact. One must first work out what to monitor before doing costly
monitoring.

Conclusion International cooperation was effective but more
could be done to address AMR as a global issue and
support developing countries.

e Work with WHO towards a global approach to
monitoring and surveillance, building EU
leadership in developing approaches that
brought together data from many national
systems.

e Continue work with international
organisations such as the WHO, TATFAR,
World Organization for Animal Health (OIE)
and the UN FAO, including support for the
Joint Programming Initiative on AMR mapping
of AMR research activities, highlighted by the

Recommendations
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WHO

e Support countries with limited capacity to
address AMR including education and
awareness, strengthening health systems
and training health professionals.

There were no comments made about this set of recommendations during the afternoon
discussion session.
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Monitoring and surveillance activities focusing on human and
animal health issues improved under the Action Plan. The EU
could build on these successes at multiple levels.
e The EU could build a more holistic system for
monitoring AMR issues, linking data on resistance,
consumption and sales of antimicrobials to prescribing

Recommendations trends and other factors.

e Environmental data should be included in future
monitoring and surveillance efforts.

e The EU could contribute to building a global monitoring
and surveillance system.

Comments from the Human Health 2 group:

It is currently unclear what the role of healthcare professionals is in monitoring
and surveillance. Surveillance should not be used to question diagnoses.

The group members disagreed about whether global monitoring is a priority
and/or feasible.

Coordinate with others on waste management, e.g. the Meds Disposal Campaign.
The EU should (not could) build on current successes.

Comments from the Animal Health group:

The recommendations seem suitable, but any intervention needs to be applicable,
practical, and proportionate.

Veterinary monitoring currently includes EFSA data on foodborne pathogens but
nothing on veterinary pathogens themselves so this is an area where more could
be done.

In terms of global monitoring, the EU can do a lot in terms of advising, but the
OIE and FAO are mainly responsible for this work.

While there is emphasis on reducing antimicrobial usage, there is a need for some
context in monitoring to understand why some countries may show higher levels
of antimicrobial sales. For instance, if a country faced a disease outbreak one
year, they would need to use more antimicrobials; higher usage should not be
interpreted as poor practice before contextual factors were considered.

Comments from others

Some countries supply hospital use data, but not all; there could be improvement
in data coverage for hospitals.

In general, there is a benefit in having a holistic system that could put data more
into context.

Global monitoring is unrealistic. The EU role should focus more on supporting
countries with difficulties collecting data and encouraging sharing of best
practices across MS.

If EU legislation required countries to provide data to the ECDC, ECDC maps
would have accurate information, which would help the global health situation
across Europe.

195 For instance, there is currently a project led by Peter Borriello (Veterinary Medicines Directorate, UK) on
this issue.
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Recommendations

There was considerable variability in the extent to which
Member States addressed AMR, particularly in the context of
human health. Different countries also faced diverse issues.

e The Commission should continue providing guidance
and support to Member States to encourage good
practice in public health services and surveillance.

e The Commission should continue to support
awareness-raising activities through European
Antibiotic Awareness Day, and continue to monitor
their impacts.

e Targeted attention could be paid to specific areas
where a Member State is struggling and understanding
the specific challenges blocking progress. A one-size-
fits-all approach will be insufficient. Both funding and
technical support are likely to be required for lagging
countries.

Comments from the Human Health 1 group:

Generally the recommendations are suitable, but may not be feasible. There is a
need for tailored guidelines, but MS contexts vary a lot. Without knowing how to
ensure good clinical practice is achieved, it will be difficult to reduce variability
across MS.

It could be helpful to identify best practice in some countries and how it is
implemented, then encourage other countries to adopt those approaches.
Recommendations and guidance are weak; in some cases (such as the need for
MS to implement rules about antibiotics being given only on prescription) there
may be a need for stronger Iegislation.106

There may also need to be action taken to reduce the online availability of
antibiotics.*”’

There is a need for research on integrated remedies to ensure medical practice is
evidenced-based.

The recommendations should place more emphasis on good diagnostic practice;
there is a need for guidance based on best practices that can be easily
implemented.

Awareness is not enough. There is also a need to support education for patients
and healthcare professionals, and to monitor results of those interventions.

There is more knowledge about infection prevention and control within hospitals
than outside them, so infection prevention and control outside hospitals (e.g. in
schools and migrant centres) should be improved.

Other comments:

Important issues include disparities in access to antibiotics across Europe.

In addition to EU-level coordination, it may help to have initiatives that encourage
coordination at a regional level (involving a few countries), so that countries
facing similar challenges can work together.

An EU mechanism should be introduced to ensure that all antibiotics that should
be available in countries are available.

196 The Research group also made this comment

197 The Research group also made this comment.
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. Critical funding extended to research activities was catalysed
Conclusion :
by the Action Plan.

e The roles of the EU and the Member States should be
clarified.

e The EU should consider how to focus more attention on
the development of alternative treatments in addition
to new antimicrobials.

Recommendations e The EU should consider widening AMR research

activities to encompass behavioural and social aspects
of AMR, for example, regarding prescribing behaviours
in veterinary medicine and reasons patients do not use
antibiotics as prescribed (as in the ARNA project).

e Continue to identify incentives for developing
veterinary medicines.

Comments from the Research group

e There is a need to improve coordination in research and development, but not to
clarify roles.

e The JPI is an existing mechanism that effectively promotes coordination. An
inventory of projects could further improve coordination.

e Specific suggestions for recommendations:

o

o

Develop research infrastructure (perhaps using an ERIC or IRIC
mechanism), e.g. a clinical trials network for recruiting patients with
persistent infections, or a primary care network (also linked to social
science to look at behavioural aspects).

Benchmark research expenditure on AMR. It can be useful to show
policymakers how little funding actually goes into AMR research compared
to other areas.

It may be helpful to look at old products, re-evaluate them in modern
clinical practice, and make them available again, or to explore alternatives
that have been developed in countries where antibiotics are not readily
available.

There is more to do in encouraging open collaboration, though this has
started within the IMI.

R&D collaboration should go beyond Europe to the U.S., Russia, China,
etc.

More young researchers should be encouraged to work in microbiology and
on AMR topics.

e Alternative treatments would relate to 1) different technologies and 2)
alternatives to treatment that avoid use of antibiotics (e.g. topical dressings like
honey).

o

There are many potential alternatives, and it is unclear how to encourage
research investment in this area. The focus of research/investment should
not be dictated from the EU level.

There may be gaps regarding how alternative treatments would be
assessed for regulation, and the route to market may be unclear.
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There is a need for incentives for all antimicrobials (not just veterinary
antimicrobials), as featured by the G7 statement,'® and this issue is missing from
the Action Plan and recommendations.

Comments from the Innovation group

Coordination is key, but not just for funding, also for the research agenda.
‘Alternatives’ should also encompass diagnostics and prevention.

Before widening AMR research to look at social factors, wait for the outcome of
the current Action Plan. That is, review existing data before doing more research.
Regarding incentives for development of veterinary antimicrobials, there is a need
for public-private partnerships and consideration of alternatives to veterinary
antimicrobials. The issue is broader than research, encompassing business
models, reimbursement, intellectual property, and tax rebates (see O’Neill review
for further discussion).

Comments from others

There is a need for support for vaccine development, innovation in technologies
and treatment alternatives, and measures to prevent infection (in humans and
animals).

In veterinary medicine, the lack of incentives for innovation is still an issue. There
is support in the new regulation on Veterinary Medicinal Products, but the option
to reserve a new antibiotic for human use is a new barrier.

There is a need for alternative treatments when antibiotics are not appropriate,
so research should focus on relief of upper respiratory infections and UTIs.

There is also a need for research to answer questions in everyday practice, e.qg.
doctors often cannot say they won't treat a patient; they must offer alternatives.
There is a need for evidence about the complementary medicines that are in use
in Europe.

Additional suggestions about the conclusions and recommendations, and general
comments about the Action Plan and its role

Vaccines and infection prevention:

The Action Plan should cover vaccines, not only in terms of R&D, but also in terms
of their use, helping with access to vaccines and implementation of vaccine
programmes. There are existing, effective vaccines that are underused. The EU
could help monitor vaccine coverage and encourage countries to implement
vaccination programmes.

Innovation:

Overall, the EU approach for R&I should take a long-term view. The Action Plan
lasts five years, but drug discovery takes much longer, so support needs to be
sustained.

The European Commission needs to take an innovation systems approach, going
from basic research to how antibiotics, vaccines and diagnostics could be used.
The JPI is making progress but challenges remain in ensuring the market
encourages innovation.

198http: //www.bmg.bund.de/fileadmin/dateien/Downloads/G/G7-

Ges.Minister 2015/G7 Health Ministers_Declaration AMR_and EBOLA.pdf
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e Universities, SMEs (e.g. around 30 companies in the BEAM alliance are developing
about 100 products related to AMR) and research performing organisations are
important players, and they are also working with big pharmaceutical companies.

e There is a need for more on-site diagnostic tools (and biosecurity) in farming.

The role of the Action Plan and the EU’s approach to AMR:

e The Commission should be more visible. It is doing a lot, but not talking about its
work very much.

e The Action Plan should be compared to other work, such as the O’Neill review, G7
statement, and the national action plans posted on the ECDC website, so
Commission work doesn’t happen in isolation.

Education and training for patients and healthcare professionals, and the role of

antimicrobial stewardship:

e Patient groups109 haven’t been targeted enough in the Action Plan. They are a
good way to share information, inform attitudes, and build pressure from
consumers.

e Education and training are very important, including education of the community,
healthcare workers and future healthcare workers to not over-prescribe
antibiotics.

There needs to be more emphasis on antimicrobial stewardship in the Action Plan.

19 gych as the International Alliance of Patient Organizations (IAPO) and European Patients Forum
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Conclusion

The main points that emerged from the workshop are summarised below. These points
reflect the experiences and views of the participants present. Some issues may have
received more emphasis than others, in part due to the mix of participants in attendance
and their interests.

1. There is a need for greater focus on collaboration and communication
between doctors and patients, and veterinarians and farmers.

a. Primary care doctors have a particularly important role in discussing AMR and
appropriate usage of antibiotics with their patients, as do veterinarians with
farmers.

2. Reducing the use of antimicrobials should happen through both
reductions in inappropriate use and implementation of measures to
prevent infections, which would reduce the need for antimicrobials.

a. It is important that pressure to reduce antimicrobial usage does not interfere
with appropriate treatment of infections.

b. Data on usage should be considered in light of contextual information that
could help explain why certain usage patterns occurred.

c. A more holistic approach to monitoring could help put data into context.

3. Research and innovation are clear priorities, but require a longer
timescale to achieve progress than other interventions, such as infection
prevention and improvements in the appropriateness of usage.

a. Consultees may have prioritised research and innovation less than the areas
of AMR that appear more able to bring immediate impacts.

b. EU efforts to address AMR must factor in this longer timescale, ensuring
support is sustained and covers the entire research and innovation system
(including training the research workforce and the full pipeline from basic
research to the final stages of product development and marketing).

4. Research should not focus only on traditional antimicrobials; there is a
need for support to develop diagnostics (particularly point-of-care diagnostics)
and vaccines, to improve the evidence base for alternative and complementary
medicine approaches that are already in use in Europe, and to improve our
understanding of social factors that affect the use of antimicrobials.

a. There is still no clear future seen for the role of innovation in veterinary
antimicrobials.

5. There is potential to further improve coordination of AMR research and
innovation, but it is important to support a diverse range of ideas and research
actors.

a. Coordination and collaboration in AMR research has improved, in part driven
by the JPI and IMI.

b. An inventory of AMR research projects could help map the AMR research
landscape.
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6.

c. European research infrastructures could help support AMR research by
supporting research networks and biobanking, and helping to enable clinical
trials.

d. The sharing of IMI data outside of the consortia could help that research
investment go further.

e. The EU should consider developing research collaborations in AMR with a
range of third countries, including China and Russia as well as the U.S.

In addition to developing new treatments, it is important to use the drugs we
have effectively.

a. There is a need to ensure access to existing antimicrobials and vaccines
across MS.

b. Stewardship is important for the appropriate use of antimicrobials and should
be further emphasised in the Action Plan.

More needs to be done to ensure progress across MS, particularly in public
health and on issues such as the availability of antibiotics without prescription.

a. Approaches that could be taken at EU level to address the disparities that
persist could include:

i. Benchmarking studies across MS,
ii. Funding that is contingent on AMR action,

iii. Encouragement of collaboration and sharing of best practice at regional
level (as opposed to EU-level),

iv. Facilitation of exchange of best practice among MS.
Efforts to address AMR in the environment and waste management
should build on existing initiatives, and on research about what type of

environmental monitoring or other intervention would be appropriate.

a. Monitoring systems should not be introduced until it is clear what data would
be useful and how such data would be used.

The EU should focus on improving monitoring and surveillance data
within the EU. Global monitoring efforts are a lower priority.

a. Monitoring of non-foodborne veterinary pathogens could be introduced.

b. There is a need to improve coverage of human health data across the EU.
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Appendix 1: Feedback about the workshop

Attendees were asked to fill in a feedback form at the end of the workshop. They were
asked to rate the workshop overall on a scale from one to ten, state which aspect they
liked most and which could be improved, and to write one message about AMR in the EU
or the Action Plan they felt was important for the evaluation. (Most of the responses to
this last question came up during the workshop itself, and they have been incorporated
to the main workshop report). The workshop facilitators received 35 feedback forms.

On the whole, feedback from participants was positive (Figure Al). Attendees reported
that the opportunity to have discussions in small groups and with a range of
stakeholders were positive aspects of the workshop. Several participants highlighted the
small group discussions as being useful while others referred to the plenary discussions.
The opportunity to obtain information on the preliminary results and recommendations
was also seen as a positive aspect. Some participants said the workshop had been well
organised with good time management, and some said it was a good networking
opportunity.

Among areas for improvement, the two main issues identified were i) that the slides
were not visible in the morning session due to an IT problem and ii) that it would have
been helpful to receive the conclusions and recommendations in advance of the
workshop to enable more reflection on them. Several participants said the morning
session should have been more structured and focused, and several commented that it
would have been helpful to hear from the European Commission about the wider context
of the Action Plan and future plans. Among practical considerations, participants
suggested it would have been helpful to have participants’ organisations printed on their
badges and to have name-cards on the tables at each person’s seat.

Figure 3: Scores from workshop feedback question: ‘How would you rate the
event? (1-10, with 10= excellent)’. Mean score= 7.5

Workshop attendees' review scores out
of 10 (N=33)
15

10

Count of scores
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Appendix 2: Documents, events and initiatives mentioned during the workshop
Documents:

- Czaplewski et al. ‘Alternatives to antibiotics: a pipeline portfolio review’. Lancet
Infectious Diseases, 12 January 2016.
http://www.thelancet.com/journals/laninf/article/P11S1473-3099(15)00466-
1/abstract

- EAHP surveys on hospital pharmacies (2005 and 2010; 2015 data to come
http://www.eahp.eu/publications/surveys)

- EMA: CVMP strategy on antimicrobials 2016-2020 (DRAFT), 6 November 2015

- http://www.ema.europa.eu/docs/en GB/document library/Scientific guideline/201
5/11/WC500196645.pdf

- EMA and FDA regulatory guidance: EMA:

http://www.ema.europa.eu/ema/pages/includes/document/open document.jsp?we
bContentld=WC500194333

- EUROCAM. ‘The role of CAM in reducing the problem of AMR’. Brussels, November
2015.

- G7 declaration on AMR
http://www.bmg.bund.de/fileadmin/dateien/Downloads/G/G7-
Ges.Minister 2015/G7 Health Ministers Declaration AMR and EBOLA.pdf

- O'Neill AMR Review (ongoing; multiple reports, www.amr-review.org)

Organisations and initiatives

- BEAM alliance of SMEs (http://beam-alliance.eu/)

- IMI Chem21 project on drug manufacturing waste
http://www.imi.europa.eu/content/chem?21

- Learned Society Partnership on Antimicrobial Resistance (LeSPAR,
http://www.microbiologysociety.org/policy/campaigns.cfm/learned-society-
partnership-on-antimicrobial-resistance)

- Meds Disposal Campaign

- One Health Commission (www. OneHealthCommission.org)

- Patient groups, e.g. the International Alliance of Patients' Organizations and
European Patients Forum

- Small World Initiative (citizen science project for antibiotics discovery,
www.smallworldinitiative.org)

- A project led by Peter Borriello (Veterinary Medicines Directorate, UK) on
monitoring veterinary pathogens
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APPENDIX 1I: PUBLIC

CONSULTATION AND SURVEYS: INTRODUCTORY

INFORMATION AND PRIVACY STATEMENT

Policy field(s)

Target group(s)

consultation
Objective of the
consultation

How to submit your
contribution

Public consultation for the Evaluation of the
Commission’s Communication to the European
Parliament and the Council on the Action Plan against the
Rising Threats from Antimicrobial Resistance (AMR)
(COM (2011) 748)

Agriculture, Food Safety, Public Health, Research and
Innovation

All citizens and organisations are welcome to contribute
to this consultation. Contributions are particularly sought
from stakeholders in the fields of human and animal
health, food safety, and research and development.

The consultation is open from 30.10.2015 to 22.01.2016.

This consultation seeks views on the EU’s Action Plan
against risks arising from antimicrobial resistance (AMR).
The consultation is part of an evaluation of the Action
Plan, which is being carried out by the independent
contractor RAND Europe on behalf of the Directorate-
General for Health and Food Safety in the European
Commission (DG SANTE).

This consultation is one part of the evaluation, which
covers the period 2011-2015 in all 28 EU Member States
and relevant third countries. The evaluation runs from
August 2015 to March 2016. It aims to assess:

e Whether the key strategic actions contained in the
Action Plan were the most appropriate actions to
be taken to combat AMR;

Which elements worked well or not (and why);
Whether the objectives are still relevant to the
needs of tackling AMR; and

e Whether the approach was appropriately holistic.

The evaluation also involves surveys, interviews and
workshops to collect views from multiple perspectives,
including policy makers at the EU and national levels,
researchers, public health experts, and representatives
of professional associations and other interested parties
who are in a position to comment on the Action Plan and
its implementation.

The Action Plan sets out 12 specific actions for achieving
progress on six objectives: the appropriate use of
antimicrobials, infection prevention, research and
innovation on new antimicrobials and treatment
alternatives, international collaboration, monitoring and
surveillance, and awareness.

The views expressed in this public consultation may not
be interpreted as stating an official position of the
European Commission.

Please, submit your response to these public
consultations by 22.01.2016 at the latest. To respond,
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access the questionnaire below.

When submitting your response to the mailbox, please
identify yourself with your name, contact details and
specify if you respond as an individual or as a
representative of an organisation. If you represent an
organisation, please indicate the name and type of the
organisation (Company/Business; Public Authority (types
here) as well as the registration number of the
Transparency Register (if relevant). During the analysis
of replies to a consultation, contributions from
respondents who choose not to register will be treated as
individual contributions.

Before submitting your contribution, please review all the
consultation information presented on this page. We also
invite you to review the background documentation
linked below.

Received contributions, together with the identity of the
contributor, will be published on the Internet, unless the
contributor objects to publication of his/her personal
data on the grounds that such publication would harm
his or her legitimate interests. In this case, the
contribution may be published in an anonymous form.
Otherwise, the contribution will not be published nor will,
in principle, its content be taken into account.

Link to the questionnaire.
guestionnaire*

Reference The Action Plan (PDF)

documents and

other, related Progress report on the Action Plan (2015)
consultations ***

The Roadmap for the evaluation (2015)
Contact details of Directorate General for Health and Food Safety,
(= L] I | LKY-TAV T Unit G4 — Food, Alert systems and Training.

Email address where contributions should be sent (Note
that this link goes to an external contractor who will
collect and process the contributions):

AMR ActionPlanEval@rand.org

Postal address:

Catherine Lichten, AMR Action Plan Evaluation project
manager

RAND Europe

Westbrook Centre, Milton Road

Cambridge CB4 1YG

United Kingdom

View the In the interests of transparency, organisations have been
contributions* * invited to provide the public with relevant information
about themselves by registering in Transparency
Register and subscribing to its Code of Conduct. If the
organisation is not registered, the submission is
published separately from the registered organisations.

Results of Results of the consultation will be made available in a
consultation and synopsis report on this website.
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http://ec.europa.eu/health/antimicrobial_resistance/docs/2015_amr_progress_report_en.pdf
http://ec.europa.eu/smart-regulation/roadmaps/docs/2015_sante_521_evaluation_antimicrobial_resistance_en.pdf
mailto:AMR_ActionPlanEval@rand.org

European Commission rules on personal data protection
personal data are available here.
statement
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SPECIFIC PRIVACY STATEMENT
PUBLIC CONSULTATION IN THE FRAMEWORK OF THE EVALUATION OF THE
COMMISSION’S COMMUNICATION TO THE EUROPEAN PARLIAMENT AND THE
COUNCIL ON THE ACTION PLAN AGAINST THE RISING THREATS FROM

ANTIMICROBIAL RESISTANCE (AMR) (COM (2011) 748)

1. OBJECTIVE

The objective of this consultation, conducted in the framework of the evaluation/study
"Evaluation of the Commission’s Communication to the European Parliament and the
Council on the Action Plan against the rising threats from Antimicrobial Resistance (AMR)
(COM (2011) 748)", is to receive the views of stakeholders and potentially to publish the
received contributions on the Internet, under the responsibility of the Head of Unit "G4",
Directorate-General for Health and Food Safety, European Commission.

As this activity involves the processing of personal data, it is subject to data protection
rules as established by Regulation (EC) 45/20011.%°

2. WHAT PERSONAL INFORMATION DO WE COLLECT AND THROUGH WHICH
TECHNICAL MEANS?

2.1. Identification Data

Personal data collected and further processed are only those data which are necessary for
the management of contributions (such as name, surname, profession, postal and e-mail
addresses, phone number/fax number, etc.), as well as the views of contributors on the
topics concerned.

The processing operations on personal data linked to the management of this consultation
are necessary for the functioning of the Commission as mandated by the Treaties, and
more specifically by Articles 5 and 13 TEU and Articles 244 -250 TFEU.

2.2. Technical information

SelectSurvey, an online survey application, will be used to collect personal data for this
study. SelectSurvey is hosted on a secure RAND server in Santa Monica, USA. Access to
the data is limited to those who require it and data is secured following industry best
practices.

3. WHO HAS ACCESS TO YOUR INFORMATION AND TO WHOM IS IT DISCLOSED?

Received contributions, together with the identity of the contributor, will be published on
the Internet, unless the contributor objects to publication of his/her personal data on the
grounds that such publication would harm his or her legitimate interests. In this case, the
contribution may be published in an anonymous form. Otherwise, in the absence of a
legitimate interest to oppose publication of personal data the contribution will not be
published but its content will still be considered when analysing the results of the

119 Regulation (EC) 45/2001 of the European Parliament and of the Council of 18 December 2000 on the
protection of individuals with regard to the processing of personal data by the Community institutions and
bodies and on the free movement of such data.
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consultation. Any objections concerning publication of personal data should be sent to the
service responsible for the consultation (see Contact information below).

4. HOW DO WE PROTECT AND SAFEGUARD YOUR INFORMATION?

The collected personal data and all information related to the above mentioned
consultation is stored on a computer of the external Contractor, which has to guarantee
the security and confidentiality of the collected information. Received contributions will
also be recorded in a secured and protected database hosted by the Data Centre of the
European Commission, the operations of which abide by the Commission's security
decisions and provisions established by the Directorate of Security for this kind of servers
and services. The database is not accessible from outside the Commission. Inside the
Commission, the database can be accessed using a UserID/Password

5. HOW CAN YOU VERIFY, MODIFY OR DELETE YOUR INFORMATION?

In case you want to verify which personal data is stored, have it modified, corrected or
deleted, please contact us using the Contact Information below and explicitly specifying
your request.

6. HOW LONG DO WE KEEP YOUR DATA?

Your personal data will remain in the Commission database until the results of the
consultation have been completely analysed and usefully exploited. Personal data will be
deleted, at the latest, 1 year after the last action in relation to the evaluation/study in the
framework of which the consultation activity was conducted.

The collected personal data and all information related to the evaluation/study will be
erased by the Contractor at the latest six months after the end of the contract.

7. CONTACT INFORMATION

In case you wish to verify which personal data is stored, have it modified, corrected, or
deleted, or if you have questions regarding the information processed in the context of the
consultation, or on your rights, feel free to contact the support team of the Controller at:

RAND Europe AMR Action Plan Evaluation project team
Office: +44 1223 353 329

Fax: +44 1223 358 845

Email: AMR_ActionPlanEval@rand.org

8. RECOURSE

Complaints, in case of conflict, can be addressed to the European Data Protection
Supervisor.
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APPENDIX J: CONSOLIDATED SET OF QUESTIONNAIRES FOR PUBLIC
CONSULTATION AND SURVEYS

To make it clear what the similarities and differences are across the survey instruments -
for the general public consultation as well as the private stakeholder survey (animal and
public health versions) and member state representative survey (animal and public health
versions), the questions are presented together in the following table, Table 9:
Consultation and survey questions - consolidated table.
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Table 9: Consultation and survey questions - consolidated table

Section 1: Demographic questions

Are you responding: 1

a. As a citizen / private individual

b. As a health professional [re-route to the public health stakeholder survey]

c. As an animal health professional or farmer [re-route to the animal health
targeted survey]

d. On behalf of a public authority [re-route to the Member State survey]

e. On behalf of a company or an organisation (other than a public authority)
[re-route to the targeted survey, animal/public health]

At this point in the public consultation, the respondent’s answer will result in either If 1a
(a) continuing to the general questions (column 'PC’) or (b) routing to the surveys

for experts/people likely to be knowledgeable about the Action Plan and AMR issues,

as indicated here:

Your full name: 2

Your email address for correspondence:

Your age: 4
a. 15-24
b. 25-39
c. 40-54
d. 55 or older
e. I prefer not to answer
Your gender: 5
a. Female
b. Male

c. I prefer not to answer

The country where you live (if your responses will focus on the EU as a whole,
choose ‘EU’):

a. [28 MS options]

b. EU level

c. Other, please specify

If 1c,e

If 1b,e

If 1d

If 1d
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The country where you live
a. [28 MS options]
b. Other, please specify

We would like to ask whether you permit the EC to publish your reply. Do you 7
consent to the publication of your reply?*!!

a. I consent to the publication of my reply, under the name supplied

b. I consent to the publication of my reply, anonymously (no personal data
included)

c. Ido not consent to the publication of my reply and I ask for the confidential
treatment of my contribution (the contribution will not be published and its
contents may not be taken into account. In any case, the contribution will be
subject to the rules on access to documents, Regulation EC No 1049/2001)

Please provide the name of your organisation [open text] 5 5 5 5

How would you describe your main business activities or the activities of the 6 6
organisation you represent?

a. Academic or research centre
b. Health care, hospital, health institution
c. Private company
d. NGO (non-governmental organisation)
e. Industrial or trade association
f. Consultancy
g. Other, please specify
Please specify: 7 7
a. International [if [if
b. National 6b,c,d,e 6b,c,d,e
c. Regional
d. Local

111 This question is included in the MS and SH versions of the Public Consultation, but it will not be included in the email invitation-only SH and MS surveys.
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e. Other, please specify

Please specify: 8 8
a. Research performing organisation (public, non-academic) [if 6a] [if 6a]
b. Research performing organisation (private)
c. University (including teaching)
d. Other, please specify

Please specify: 9 9
a. Public [if 6b] [if 6b]
b. Private

c. University (including teaching)
d. Other, please specify

Please specify size: 10 10
a. Micro enterprise (<10 employees) [if 6¢,f] [if 6¢,f]
b. Small enterprise (11-50 employees)
c. Medium sized enterprise (51-250 employees)
d. Large enterprise (>250 employees)

How would you best describe your organisation? 6 6
a. Government ministry
b. Public health authority
c. Food safety authority
d. Veterinary authority
e. Research organisation
f. Other, please specify
Please specify: 7 7
a. Government authority (national, regional, local level)
b. EU Agency

c. International institution
d. Other, please specify

Please specify: 8 8
a. National [if 7a] [if 7a]
b. Regional
c. Local
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d. Other, please specify

This section aims to assess the extent to which you are familiar with antimicrobial
resistance, EU activities aimed at raising awareness about antimicrobial resistance
and the EU Action Plan against antimicrobial resistance.

Do you think the following statement is true or false: antibiotics kill viruses
a. True
b. False
c. Unsure / do not know

Do you think the following statement is true or false: you should always finish the
course of antibiotics prescribed

a. True

b. False

c. Unsure / Do not know

Have you heard about European Antibiotic Awareness Day?
a. Yes
b. No
c. Unsure / do not know

Where did you hear about European Antibiotic Awareness Day?
A doctor told me

A pharmacist told me

Another health professional (e.g. nurse, physical therapist) told me
A family member, friend or colleague told me

I saw it on a TV advertisement

I saw it on a leaflet or poster

I saw it on the Internet

I read it in a newspaper or I saw it on the TV news

I heard about it on the radio

Other, please specify

Unsure / do not know

Q

AT TS o 00T

Are you aware of the EU’s Action Plan against risks arising from antimicrobial
resistance?
a. Yes

v

10

11
[if 10a]

12
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b. No

In what context have you become aware of the EU’s Action Plan against risks arising 13
from antimicrobial resistance?

Media for the general public

Scientific publications

As part of my profession

School, university, other education

Do not remember / do not know

I am not aware of the EU’s Action Plan against risks arising from

antimicrobial resistance

"D QOO0 oo

How familiar are you with the EU’s Action Plan against risks arising from 11
antimicrobial resistance?

a. Very familiar

b. Somewhat familiar

c. Not at all familiar

d. Unsure / Do not know

Have you participated in actions under the EU Action Plan?
a. Yes
b. No
c. Not applicable
d. Unsure / Do not know

Which actions have you participated in? (select all that apply)

a. Action 1: Strengthen the promotion of the appropriate use of antimicrobials
in all EU Member States (please explain your participation)

b. Action 2: Strengthen the regulatory framework on veterinary medicines and
on medicated feed (please explain your participation)

c. Action 3: Introduce recommendations for prudent use in veterinary
medicine, including follow-up reports, using the same approach as 2002
Council Recommendation on prudent use of antimicrobial agents in human
medicine (please explain your participation)

d. Action 4: Strengthen infection prevention and control in healthcare settings
(please explain your participation)

e. Action 5: Introduction of the new Animal Health Law, which will focus on

11

10
[if 9a,b]

11
[if10a]

10
[if 9a,b]

11
[if10a]
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prevention of diseases, reducing the use of antibiotics and replacing current
Animal Health provisions based on disease control (please explain your
participation)

f. Action 6: To promote, in a staged approach, unprecedented collaborative
research and development efforts to bring new antibiotics to patients (please
explain your participation)

g. Action 7: Promote efforts to analyse the need for new antibiotics into
veterinary medicine (please explain your participation)

h. Action 8: Develop and/or strengthen multilateral and bilateral commitments
for the prevention and control of antimicrobial resistance in all sectors
(please explain your participation)

i. Action 9: Strengthen surveillance systems on antimicrobial resistance and
antimicrobial consumption in human medicine (please explain your
participation)

j. Action 10: Strengthen surveillance systems on antimicrobial resistance and
antimicrobial consumption in animal medicine (please explain your
participation)

k. Action 11: Reinforce and co-ordinate research efforts (please explain your
participation)

[. Action 12: Survey (Eurobarometer) and comparative effectiveness research
(please explain your participation)

m. Unsure / Do not know

Are you in a position to comment on the areas covered by the EU Action Plan with 12 12
respect to the human or animal contexts? Your response to this question will

determine whether you are offered questions on human health, animal health or

both. Please choose the most appropriate answer based on your knowledge and

experience.

Section 2: Relevance

This section aims to assess the extent to which the original objectives of the v v
EU Action Plan correspond to the current needs within the EU. It also

addresses the extent to which the original objectives corresponded with EU

needs when the Action Plan was developed in 2011.

12

12
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This section aims to assess the extent to which the objectives of the EU
Action Plan against antimicrobial resistance correspond to EU needs for
tackling antimicrobial resistance and preventing its spread.

Please rate how relevant the following objectives are for tackling antimicrobial 14
resistance. [very relevant, somewhat relevant, not relevant, unsure/do not know]

a. Appropriate use of antimicrobials in humans

b. Appropriate use of antimicrobials in animals

c. Prevention of microbial infections and their spread in humans

d. Prevention of microbial infections and their spread in animals

e. Development of new effective antimicrobials

f. Development of alternatives for treatment of microbial infections

g. Cooperation at international level to contain the risk of antimicrobial
resistance

h. Cooperation at EU level to contain the risk of antimicrobial resistance

i. Monitoring and surveillance of antimicrobial resistance

j. Monitoring and surveillance of antimicrobial use in humans

k. Monitoring and surveillance of antimicrobial use in animals

I. Research into the causes of antimicrobial resistance

m. Research on the prudent use of antimicrobials and the impact of imprudent

use
n. Communication, education and training for human health professionals
0. Communication, education and training for people caring for animals
p. Communication, education and training for the general public

The EU Action Plan against the rising threats from antimicrobial resistance''? was 13 13
published in 2011. Its objectives correspond to the areas listed below.

12 Communication from the Commission to the European Parliament and the Council Action plan against the rising threats from antimicrobial resistance. http:/eur-
lex.europa.eu/legal-content/EN/TXT/?uri=COM:2011:0748:FIN
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Please rate how relevant each objective was for the EU situation on antimicrobial
resistance when the Action Plan was established in 2011. [Very relevant,
Somewhat relevant, Not relevant, Unsure / Do not know]
a. Appropriate use of antimicrobials in animals

b. Prevention of microbial infections and their spread in animals

c. Development of new effective antimicrobials for use in animals

d. Development of alternatives for treatment of microbial infections for use in

animals

e. Cooperation at international level to contain the risk of antimicrobial
resistance
Cooperation at EU level to contain the risk of antimicrobial resistance
Monitoring and surveillance of antimicrobial resistance in animals
Monitoring and surveillance of antimicrobial use in animals
Research into the causes of antimicrobial resistance
Research on the prudent use of antimicrobials in animals and the impact of
imprudent use
k. Communication, education and training for people caring for animals
I. Communication, education and training for the general public

o ocKa

The EU Action Plan against the rising threats from antimicrobial resistance!'® was
published in 2011. Its objectives correspond to the areas listed below.

Please rate how relevant each objective was for the EU situation on antimicrobial
resistance when the Action Plan was established in 2011. [Very relevant,
Somewhat relevant, Not relevant, Unsure / Do not know]

a. Appropriate use of antimicrobials in humans

b. Prevention of microbial infections and their spread in humans

13 Communication from the Commission to the European Parliament and the Council Action plan against the rising threats from antimicrobial resistance. http:/eur-

lex.europa.eu/legal-content/EN/TXT/?2uri=COM:2011:0748:FIN

13

13
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Development of new effective antimicrobials for use in humans
Development of alternatives for treatment of microbial infections for use in
humans

Cooperation at international level to contain the risk of antimicrobial
resistance

Cooperation at EU level to contain the risk of antimicrobial resistance
Monitoring and surveillance of antimicrobial resistance in humans
Monitoring and surveillance of antimicrobial use in humans

Research into the causes of antimicrobial resistance

Research on the prudent use of antimicrobials in humans and the impact of
imprudent use

Communication, education and training for human health professionals
Communication, education and training for the general public

Please rate how relevant each EU Action Plan objective is for the current (2015) 14
situation on antimicrobial resistance. [Very relevant, Somewhat relevant, Not
relevant, Unsure / Do not know]

a.
b.
C.
d

e.

f.
g.
h
i
J

k.

Appropriate use of antimicrobials in animals

Prevention of microbial infections and their spread in animals
Development of new effective antimicrobials for use in animals
Development of alternatives for treatment of microbial infections for use in
animals

Cooperation at international level to contain the risk of antimicrobial
resistance

Cooperation at EU level to contain the risk of antimicrobial resistance
Monitoring and surveillance of antimicrobial resistance in animals
Monitoring and surveillance of antimicrobial use in animals

Research into the causes of antimicrobial resistance

Research on the prudent use of antimicrobials in animals and the impact of
imprudent use

Communication, education and training for people caring for animals
Communication, education and training for the general public

Please rate how relevant each EU Action Plan objective is for the current (2015) 14
situation on antimicrobial resistance. [Very relevant, Somewhat relevant, Not
relevant, Unsure / Do not know]

14

14
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Appropriate use of antimicrobials in humans

Prevention of microbial infections and their spread in humans
Development of new effective antimicrobials for use in humans
Development of alternatives for treatment of microbial infections for use in
humans

e. Cooperation at international level to contain the risk of antimicrobial
resistance

Cooperation at EU level to contain the risk of antimicrobial resistance
Monitoring and surveillance of antimicrobial resistance in humans
Monitoring and surveillance of antimicrobial use in humans

Research into the causes of antimicrobial resistance

Research on the prudent use of antimicrobials in humans and the impact of
imprudent use

k. Communication, education and training for human health professionals

I.  Communication, education and training for the general public

o0 oo

S @ oo

Are there any other important issues for addressing antimicrobial resistance that are 15
not covered by the objectives listed above?

a. No, all of the important issues are covered

b. Yes, please specify

c. Unsure / Do not know

Do you expect some of these issues to become more important in the next 5-10 16
years than they are now?

a. Yes, all of these issues will become more important in 5-10 years

b. Yes, some of them. Please specify.

c. No, I expect these issues to remain at the same level of importance as they

are now
d. No, I expect these issues to decrease in importance in the next 5-10 years
e. Unsure / Do not know

If you would like to provide reasons for your answers to the question above, please 17
do so here. [open text]

Is the distribution of actions and responsibilities between the EU and Member States
in the areas below appropriate? In an appropriate distribution, actions and
responsibilities are in line with the competencies of the EU and Member States, with

15

16

17

18

15

16

17

15

16

17

18

15

16

17
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no areas being neglected and with no unnecessary duplication of effort. [Yes/No]

a. Appropriate use of antimicrobials in animals

b. Prevention of microbial infections and their spread in animals

c. Development of new effective antimicrobials for use in animals

d. Development of alternatives for treatment of microbial infections for use in
animals

e. Cooperation at international level to contain the risk of antimicrobial
resistance

f. Cooperation at EU level to contain the risk of antimicrobial resistance

g. Monitoring and surveillance of antimicrobial resistance in animals

h. Monitoring and surveillance of antimicrobial use in animals

i. Research into the causes of antimicrobial resistance

j- Research on the prudent use of antimicrobials in animals and the impact of
imprudent use

k. Communication, education and training for people caring for animals

.  Communication, education and training for the general public

Is the distribution of actions and responsibilities between the EU and Member States
in the areas below appropriate? In an appropriate distribution, actions and
responsibilities are in line with the competencies of the EU and Member States, with
no areas being neglected and with no unnecessary duplication of effort. [Yes/No]

a. Appropriate use of antimicrobials in humans

b. Prevention of microbial infections and their spread in humans

c. Development of new effective antimicrobials for use in humans

d. Development of alternatives for treatment of microbial infections for use in

humans

e. Cooperation at international level to contain the risk of antimicrobial
resistance
Cooperation at EU level to contain the risk of antimicrobial resistance
Monitoring and surveillance of antimicrobial resistance in humans
Monitoring and surveillance of antimicrobial use in humans
Research into the causes of antimicrobial resistance
Research on the prudent use of antimicrobials in humans and the impact of
imprudent use
k. Communication, education and training for human health professionals

o~ > @ o

18
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I.  Communication, education and training for the general public

If you have answered ‘no’ to any of the areas above, please give reasons for your 19
answer.

Section 4: Effectiveness

This section aims to assess the extent to which the implementation of the v
actions in the EU Action Plan caused changes, either positive or negative, in

the antimicrobial resistance situation. It also asks for your assessment of

the extent to which the objectives of the EU Action Plan have been achieved,

and where objectives have not been met, and what factors may have

hindered their achievement. This section also aims to assess the extent to

which factors influenced the efficiency with which the achievements

observed were attained.

This section aims to assess the need for a holistic approach for addressing v
antimicrobial resistance and the extent to which the EU Action Plan against
Antimicrobial Resistance has been effective in capturing a holistic approach.

The EU Action Plan states that, because antimicrobial resistance can spread between 18 20
humans and animals and cross borders, tackling antimicrobial resistance requires a
holistic approach involving many different sectors (e.g. medicine, veterinary
medicine, animal husbandry, agriculture, environment and trade). Do you agree with
the need for a holistic approach?
a. Yes, please specify
b. No, please specify
c. Unsure / Do not know

Does the EU Action Plan capture this holistic approach? 19 21
a. Yes [if 18a] [if 20a]
b. No

c. Unsure / Do not know

How could the EU Action Plan have been more holistic? [open text] 20 22
[if 19b] [if 21b]

The following questions refer to the effectiveness of the EU Action Plan with
regard to specific actions related to human health.

19

20

21
[if 20a]

22
[if 21b]

v

19

20

21
[if 20a]

22
[if 21b]

19

20

21

22
[if 21b]

v
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In the past four years (since 2011), what has been the trend in the_total
consumption of antimicrobials for use in humans in the country where you live (or
EU)?

Increase in use of antimicrobials in humans.

Decrease in use of antimicrobials in humans

No change in the use of antimicrobials in humans

Unsure / Do not know

Qo0 oo

Can the trend in the_total consumption of antimicrobials for use in humans be
attributed, wholly or in part, to the EU Action Plan?

a. Yes, please explain [open text]

b. No, please explain [open text]

c. Unsure / Do not know

In the past four years (since 2011), what do you think the trend has been in the
appropriate use of antimicrobials in humans in the country where you live?
(‘Appropriate use’ refers to using antimicrobials only when necessary and in
accordance with best practice. ‘Inappropriate use’ would be taking antimicrobials for
the wrong reasons or incorrectly).

a. Increase in appropriate use of antimicrobials

b. Decrease in appropriate use of antimicrobials

c. No change in appropriate use of antimicrobials

d. Unsure / Do not know

(S) Do you think the trend in the_appropriate use of antimicrobials in humans can be
attributed, wholly or in part, to the EU Action Plan?

a. Yes, please explain [open text]

b. No, please explain [open text]

c. Unsure / Do not know

In the past four years (since 2011), what has been the trend in country-level
indicators of resistance in microorganisms of major public health importance (e.g.
multidrug-resistant tuberculosis or multidrug-resistant Salmonella), including
Hospital Acquired Infections (HAIs)?

a. General improvement

b. Generally becoming worse

c. No change

24
[if 23
a,b,c]

25

26
[If
25a,b,c]

27

24
[if 23
a,b,c]

25

26
[If
25a,b,c]

27
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d. Unsure / Do not know

(S) Can the trend in country-level indicators of resistance in microorganisms of 28 28
major public health importance be attributed, wholly or in part, to the EU Action [if 27a, [if 27a,
Plan? b,c] b,c]

a. Yes, please explain [open text]
b. No, please explain [open text]
Cc. Unsure / Do not know

The EU Action Plan includes an action to ensure Member States effectively implement 29 29
the 2002 Council Recommendations on the prudent use of antimicrobial agents in
human medicines.

Please indicate whether in your assessment the following aspects of this
recommendation have been achieved in the past four years (since 2011) in the
country in which you live (or the EU).

[Yes this has been achieved; This has partly been achieved; There has been no
progress in this area since 2011; Not applicable; Unsure / Do not know]
a. Implementation of prescription-only requirements for antimicrobial agents.
b. Implementation of control measures against antimicrobial resistance in
nursing homes and long-term care facilities.
c. Development of education and training for healthcare workers on all aspects
of antimicrobial resistance.
d. Improvement in monitoring and assessment at national level of the
implementation and efficiency of national strategies and control measures

Can these developments be attributed (wholly or in part) to the EU Action Plan? 30 30
a. Yes, please explain [open text]
b. No, please explain [open text]
c. Unsure / Do not know

The EU Action Plan includes an action to promote collaborative research and v v
development efforts to bring new antibiotics to patients. The following questions

refer to different aspects of this action. Please indicate whether in your assessment

the following aspects of the action have been achieved in the past four years (since

2011) in the country in which you live (or EU).
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Improvement in efficiency of research and development through open sharing of
knowledge (e.g. through the launch of a programme for research on new antibiotics
with the European Federation of Pharmaceutical Industries and Associations within
the Innovative Medicines Initiative Joint Undertaking).

a. Yes, this has been achieved

b. This has partly been achieved

c. There has been no progress in this area since 2011

d. Unsure / Do not know

Can this development in open sharing of knowledge be attributed (wholly or in part),
to the EU Action Plan?

a. Yes, please explain [open text]

b. No, please explain [open text]

c. Unsure / Do not know

Establishment of adequate market and pricing conditions for new antibiotics.
a. Yes, this has been achieved
b. This has partly been achieved
c. There has been no progress in this area since 2011
d. Unsure / Do not know

Can this development in the establishment of adequate market and pricing
conditions for new antibiotics be attributed (wholly or in part), to the EU Action Plan?
a. Yes, please explain [open text]
b. No, please explain [open text]
c. Unsure / Do not know

Implementing fast track procedures for the marketing authorisation of new
antimicrobials.

a. Yes, this has been achieved

b. This has partly been achieved

c. There has been no progress in this area since 2011

d. Unsure / Do not know

[S] Can this development in implementing fast track procedures for the marketing
authorisation of new antimicrobials be attributed (wholly or in part), to the EU Action
Plan?

32
[if 31a,b]

33

34
[if 33a,b]

35

36
[if 35
a,b]

32
[if 33a,b]

33

34
[if 33a,b]

35

36
[if 35 a,b]

180



a. Yes, please explain [open text]
b. No, please explain [open text]
c. Unsure / Do not know

The following questions refer to the effectiveness of the EU Action Plan with
regard to specific actions related to animal health.

In the past four years (since 2011), what has been the trend in the total
consumption of antimicrobials for use in animals in the country in which you live (or
EU, if you are responding on behalf of an EU-level institution or organisation)?

a. Increase in use of antimicrobials in animals

b. Decrease in use of antimicrobials in animals

c. No change

d. Unsure/ Do not know

Can the trend in the_total consumption of antimicrobials for use in animals be
attributed, wholly or in part, to the EU Action Plan?

a. Yes. Please explain why [open text]

b. No. Please explain why [open text]

c. Unsure/ Do not know

The EU Action Plan includes an action to strengthen the regulatory framework on
veterinary medicines and medicated feed. Please indicate whether the following
aspects of the action have been achieved in the past four years (since 2011) in the
country where you live (or the EU): [Yes, Partly, No, Unsure / Do not know].
a. Appropriate warnings and guidance are provided on labels of veterinary
antimicrobials.
b. Restrictions have been considered on regular or off-label use of certain new
or critically important antimicrobials for humans in the veterinary sector
c. Improvements to rules for advertisement of veterinary antimicrobials
d. Authorisation requirements sufficiently address risks and benefits of
antimicrobial medicines

Can these developments be attributed wholly or in part to the EU Action Plan?
a. Yes, please explain [open text]
b. No, please explain [open text]
c. Unsure / Do not know

23

24
[If
23a,b,c]

25

26

23

24
[If 23a,b,c]

25

26

181



The EU Action Plan includes an action to introduce recommendations for prudent use
of antimicrobials in veterinary medicine. These recommendations were published in
September 2015 (available on the European Commission’s website).

Are you familiar with the recommendations for prudent use of antimicrobials in
veterinary medicine?

a. Yes

b. No

c. Unsure / Do not know

In your assessment, will the recommendations for prudent use of antimicrobials in
veterinary medicine be effective in improving the prudent use of antimicrobials in
veterinary medicine?

a. Yes, please explain [open text]

b. No, please explain [open text]

c. Unsure / Do not know

The EU Action Plan includes an action to promote efforts to analyse the need for new
antibiotics in veterinary medicine. This includes a request for scientific advice to
clarify whether the development of new veterinary antimicrobials would reduce
antimicrobial resistance and the evaluation of the need for incentives that trigger
development in veterinary medicines. Please consider whether these actions have
been effective for tackling antimicrobial resistance in the EU.

First, has the request for scientific advice to clarify whether the development of new
veterinary antimicrobials would reduce antimicrobial resistance been an effective
step for tackling antimicrobial resistance in the EU?

a. Yes, it was an effective step (please explain)

b. It was partly effective (please explain)

c. No, it was not effective (please explain)

d. Unsure / Do not know

Second, how does the current EU regulatory and market environment for veterinary
medicines impact innovation in antimicrobials and related products?

a. Incentives exist that are effective in promoting innovation

b. There are insufficient incentives to promote innovation

c. Barriers discourage innovation in this area

27

28
[If 27a]

29

30

27

28
[if 27a]

29

30
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d. Other (please explain)
e. Unsure / Do not know

The EU Action Plan includes an action on the reinforcement and coordination of 31 37 31 37
research efforts.

Please state whether the following aspects of this action have been effective for
helping to tackle antimicrobial resistance in the EU. [Yes, this has been effective;
This has been partly effective; It is too early to say whether any findings from the
research funded will be effective for tackling antimicrobial resistance; No, this has
not been effective; Unsure / Do not know]
a. Promotion of further research aimed at better understanding antimicrobial
resistance and pathogenic-host interactions.
b. Promotion of further research on the development of diagnostic tools.
c. Promotion of further research on the development of vaccines and other
preventative strategies.
d. Support of launch of a Joint Programming Initiative aimed at coordinating
national research activities related to antimicrobial resistance.
e. Support of launch of the Global Research Collaboration for Infectious Disease
Preparedness (GLOPID-R)

If you would like to provide reasons for your answers to the question above, please 32 38 32 38
do so here. [open text]

The EU Action Plan includes an action on the introduction of the new Animal Health v v
Law, which will focus on prevention of diseases, potentially reducing the use of

antibiotics and replacing current animal health provisions for transmissible animal

disease control.

Are you aware of the new EU Animal Health Law (agreed by the EP and Council on 1 33 33
June 2015, and currently undergoing the procedure for adoption and publication)?

a. Yes

b. No

c. Unsure / Do not know

In your assessment, please indicate the potential effectiveness of the new EU Animal 34 34
Health Law for tackling antimicrobial resistance: [if 33a]
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a. High potential to be effective (please explain)

b. Some potential to be effective (please explain)

c. Little to no potential to be effective (please explain)
d. Unsure / Do not know

In your assessment, please indicate the potential effectiveness of the inclusion of a
legal basis for monitoring antimicrobial resistance in animal pathogens in the
Commission’s proposal for a new EU Animal Health Law.

a. High potential to be effective (please explain)

b. Some potential to be effective (please explain)

c. Little to no potential to be effective (please explain)

d. Unsure / Do not know

The following set of questions refers to efforts to improve awareness and education
about antimicrobial resistance among the general public.

Has the country in which you live (or EU) implemented campaigns to improve
awareness and/or education about antimicrobial resistance among the general
public?

a. Yes, please describe [open text]

b. No

c. Unsure / Do not know

To what extent have these activities been effective?
a. Very effective
b. Somewhat effective
c. Not effective
d. Unsure / Do not know

Did either the EU Action Plan or other forms of EU support play a role in the decision
to implement these activities?
a. Yes, both the EU Action Plan and other forms of support (please specify the
other forms of support)
b. Yes, other forms of support, but not the EU Action Plan (please specify the
other forms of support)
c. No, neither the EU Action Plan nor other forms of EU support
d. Unsure / Do not know

35

v v
36 39
37 40

[If 31a] [If 39a]

38 41
[If 36a] [if 39a]

35

36

37
[If 36a]

38
[If 36a]

39

40
[If 39a]

41
[if 39a]
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Are you aware of bilateral or multilateral mechanisms for preventing or controlling
the spread of antimicrobial resistance between the country in which you live and
other countries or regions?

a. Yes, please describe [open text]

b. No

c. Unsure / Do not know

Can the existence of these bilateral or multilateral mechanisms for preventing or 40
controlling the spread of antimicrobial resistance between the country in which you [If 39a]
live and other countries or regions be attributed (wholly or in part) to the EU Action
Plan?

a. Yes, please explain [open text]

b. No, please explain [open text]

c. Not applicable

d. Unsure / Do not know

Please explain whether the bilateral or multilateral mechanisms for preventing or 41
controlling the spread of antimicrobial resistance that you refer to have been [If 39a]
deepened or further developed as a result of the EU Action Plan. [open text]

The next set of questions focus on monitoring and surveillance of antimicrobial v
resistance and the consumption of antimicrobials for public health.

The EU Action Plan includes an action on strengthening surveillance systems on 42
antimicrobial resistance and antimicrobial consumption in animal medicine.

In your assessment, please indicate the potential effectiveness of the following
aspects of this action for helping to tackle antimicrobial resistance in the country in
which you live (or EU). [Yes, this has been effective; This has been partly effective;
No, this has not been effective; Unsure / Do not know]
a. Reviews of antimicrobial resistance monitoring in zoonotic bacteria and
indicator bacteria from humans, animals and food.
b. With the support of the relevant EU agencies, establishment of
harmonisation between human and veterinary surveillance to allow
comparison of data.

The next set of questions focus on monitoring and surveillance of antimicrobial

43
[If 42a]

44
[If 42a]

40
[If 36a]

41
[If 36a]

v

42

43
[If 42a]

44
[If 42a]
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resistance and the consumption of antimicrobials for use in animals.

The EU Action Plan includes an action on strengthening surveillance systems on
antimicrobial resistance and antimicrobial consumption in animal medicine that has
relevance for public health.

In your assessment, please indicate the potential effectiveness of the following
aspects of this action for helping to tackle antimicrobial resistance in the country in
which you live (or EU). [Yes, this has been effective; This has been partly effective;
No, this has not been effective; Unsure / Do not know]
a. Reviews of the monitoring of antimicrobial resistance in zoonotic bacteria
and indicator bacteria from humans, animals and food.
b. With the support of the relevant EU agencies, establishment of
harmonisation between human and veterinary surveillance to allow
comparison of data.

If you would like to provide reasons for your answers to the question above, please
do so here. [open text]

Thinking about surveillance and monitoring of antimicrobial use in animals in the
EU in the past four years (2011 onwards), what changes have occurred? [Improved,
Not changed; Became worse, Unsure/ Do not know]

a. Data coverage across EU Member States

b. Harmonisation of data gathered across EU Member States

c. Sustainability of surveillance

Thinking about surveillance and monitoring of antimicrobial use in humans in the
EU in the past four years (2011 onwards), what changes have occurred? [Improved,
Not changed; Became worse, Unsure/ Do not know]

a. Data coverage across EU Member States

b. Harmonisation of data gathered across EU Member States

c. Sustainability of surveillance

Can these developments be attributed wholly or in part to the EU Action Plan?
a. Yes, please explain [open text]
b. No, please explain [open text]
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c. Unsure / Do not know

Thinking about surveillance and monitoring of antimicrobial resistance in animals
in the EU in the past four years (2011 onwards), what changes have occurred?
[Improved, Not changed; Became worse, Unsure/ Do not know]

a. Data coverage across EU Member States

b. Harmonisation of data gathered across EU Member States

c. Sustainability of surveillance

Thinking about surveillance and monitoring of antimicrobial resistance in humans
in the EU in the past four years (2011 onwards), what changes have occurred?
[Improved, Not changed; Became worse, Unsure/ Do not know]

a. Data coverage across EU Member States

b. Harmonisation of data gathered across EU Member States

c. Sustainability of surveillance

Can these developments be attributed wholly or in part to the EU Action Plan?
a. Yes, please explain [open text]
b. No, please explain [open text]
c. Unsure / Do not know

Section 5: Efficiency

To help assess whether EU funding for addressing antimicrobial resistance has been
used efficiently, this section addresses which aspects of tackling antimicrobial
resistance should be priorities for receiving EU funding.

EU funds have been spent on interventions related to antimicrobial resistance.
Which areas should have highest priority to receive financial support from the EU?
[high prlorlty/medlum priority/low priority]

Appropriate use of antimicrobials in humans

Appropriate use of antimicrobials in animals

Prevention of microbial infections and their spread in humans

Prevention of microbial infections and their spread in animals
Development of new effective antimicrobials

Development of alternatives for treatment of microbial infections
Cooperation at international level to contain the risks of antimicrobial

Q"0 a0 W

46

47
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49

50

46

47

49

50
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resistance

Cooperation at EU level to contain the risk of antimicrobial resistance
Monitoring and surveillance of antimicrobial resistance

Monitoring and surveillance of antimicrobial use in humans
Monitoring and surveillance of antimicrobial use in animals

Research into the causes of antimicrobial resistance

. Research on the prudent use of antimicrobials and the impact of imprudent

use
Communication, education and training for human health professionals
Communication, education and training for people caring for animals
Communication, education and training for the general public

EU funds have been spent on interventions related to antimicrobial resistance,
including interventions aimed at improving knowledge of antimicrobial resistance,
promoting research on antimicrobial resistance, and implementing harmonised
surveillance of antimicrobial resistance in animals and food.

Which areas do you think should have highest priority to receive financial support
from the EU? [High priority, Medium priority, Low priority, Unsure / Do not know]

a.

b.
C.
d

{C

o oua

k.
l.

Appropriate use of antimicrobials in animals

Prevention of microbial infections and their spread in animals
Development of new effective antimicrobials for use in animals
Development of alternatives for treatment of microbial infections for use in
animals

Cooperation at international level to contain the risk of antimicrobial
resistance

Cooperation at EU level to contain the risk of antimicrobial resistance
Monitoring and surveillance of antimicrobial resistance in animals
Monitoring and surveillance of antimicrobial use in animals

Research into the causes of antimicrobial resistance

Research on the prudent use of antimicrobials in animals and the impact of
imprudent use

Communication, education and training for people caring for animals
Communication, education and training for the general public

EU funds have been spent on interventions related to antimicrobial resistance,

48

51

48

51
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including interventions aimed at improving knowledge of antimicrobial resistance,
promoting research on antimicrobial resistance, and implementing harmonised
surveillance of antimicrobial resistance in animals and food.

Which areas should have highest priority to receive financial support from the EU?
[High priority, Medium priority, Low priority, Unsure / Do not know]

Appropriate use of antimicrobials in humans

Prevention of microbial infections and their spread in humans
Development of new effective antimicrobials for use in humans
Development of alternatives for treatment of microbial infections for use in
humans

Cooperation at international level to contain the risk of antimicrobial
resistance

Cooperation at EU level to contain the risk of antimicrobial resistance
Monitoring and surveillance of antimicrobial resistance in humans
Monitoring and surveillance of antimicrobial use in humans

Research into the causes of antimicrobial resistance

Research on the prudent use of antimicrobials in humans and the impact of
imprudent use

k. Communication, education and training for human health professionals

I. Communication, education and training for the general public

a0 oo

w

o ocKa

If you would like to provide reasons for your answers to the question above, please 22
do so here. [open text]

Are you aware of any ways in which the allocation of EU spending on AMR has been 49 52 49 52
inappropriate or inefficient? Inappropriate and inefficient spending would include
spending on unnecessary activities, spending on areas that may be of a lower
priority than others that did not receive funding, and spending on activities that are
unlikely to help EU efforts to tackle AMR.
a. Yes (please explain)
b. No

Do you have any further comments on EU funding? [open text] 50 53 50 53

Section 6: Coherence with national and regional, international and other EU
policies on antimicrobial resistance
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This section aims to assess the extent to which the EU Action Plan against
Antimicrobial Resistance works in line with policies and strategies introduced by
Member States and other countries, and with international interventions.

Does the country in which you live have a strategic policy dedicated to combating
antimicrobial resistance? Please select all that apply.

A strategy

An action plan

Other, please specify

No, my country does not have a policy in this area

Unsure / Do not know

Pooow

What is your level of familiarity with the national antimicrobial resistance policy in
the country in which you live? [Very familiar, Quite familiar, Not very familiar, Not at
all familiar]

At which level is the strategic policy developed/implemented?
a. National
b. Regional
c. Both national and regional levels
d. Unsure / Do not know

Did the EU Action Plan have any influence on the formulation of the national policy in
the country in which you live?

a. The national policy was influenced by the EU Action Plan

b. The national policy was formulated independently of the EU Action Plan

c. The existing national policy precedes the EU Action Plan

d. Other, please specify

e. Unsure / Do not know

How do the national policy and the EU Action Plan compare in terms of scope?
a. The national policy and the EU Action Plan have similar scope
b. The national policy is broader in scope (i.e. some areas of the national policy
are not addressed by the EU Action Plan)
c. The EU Action Plan is broader in scope (i.e. some areas of the EU Action Plan
are not addressed by the national policy)
d. Unsure / Do not know

51

52
[If 51a,b,c]

53
[If 51a,b,c]

54
[If 51a,b,c]

55
[If 51a,b,c]

54

55
[If
54a,b,c]

56
[If
54a,b,c]

57
[If
54a,b,c]

58
[If
54a,b,c]
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To what extent do the objectives of the EU Action Plan complement the national
policies/priorities related to antimicrobial resistance in the country in which you live?
[Completely complement, Partly complement, Do not complement, Not applicable,
Unsure / Do not know]

a.

b.
C.
d

w

o ocKa

k.
I

Appropriate use of antimicrobials in animals

Prevention of microbial infections and their spread in animals
Development of new effective antimicrobials for use in animals
Development of alternatives for treatment of microbial infections for use in
animals

Cooperation at international level to contain the risk of antimicrobial
resistance

Cooperation at EU level to contain the risk of antimicrobial resistance
Monitoring and surveillance of antimicrobial resistance in animals
Monitoring and surveillance of antimicrobial use in animals

Research into the causes of antimicrobial resistance

Research on the prudent use of antimicrobials in animals and the impact of
imprudent use

Communication, education and training for people caring for animals
Communication, education and training for the general public

To what extent do the objectives of the EU Action Plan complement the national
policies/priorities related to antimicrobial resistance in the country in which you live?
[Completely complement, Partly complement, Do not complement, Not applicable,
Unsure / Do not know]

a.

b.
C.
d

w

- owuau

Appropriate use of antimicrobials in humans

Prevention of microbial infections and their spread in humans
Development of new effective antimicrobials for use in humans
Development of alternatives for treatment of microbial infections for use in
humans

Cooperation at international level to contain the risk of antimicrobial
resistance

Cooperation at EU level to contain the risk of antimicrobial resistance
Monitoring and surveillance of antimicrobial resistance in humans
Monitoring and surveillance of antimicrobial use in humans

Research into the causes of antimicrobial resistance

[If 51a,b,c]

59
[If
54a,b,c]
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K.

Research on the prudent use of antimicrobials in humans and the impact of
imprudent use

Communication, education and training for human health professionals
Communication, education and training for the general public

If you would like to give reasons for your answer, please do so here. [open text]

Which of the following EU Action Plan areas receive funding in the country in which
you live? [Major funding priority, Receives some funding, Little to no funding, Not
applicable, Unsure / Do not know]

a.

b.
C.
d

w

o oa ™

k.
I

Appropriate use of antimicrobials in animals

Prevention of microbial infections and their spread in animals
Development of new effective antimicrobials for use in animals
Development of alternatives for treatment of microbial infections for use in
animals

Cooperation at international level to contain the risk of antimicrobial
resistance

Cooperation at EU level to contain the risk of antimicrobial resistance
Monitoring and surveillance of antimicrobial resistance in animals
Monitoring and surveillance of antimicrobial use in animals

Research into the causes of antimicrobial resistance

Research on the prudent use of antimicrobials in animals and the impact of
imprudent use

Communication, education and training for people caring for animals
Communication, education and training for the general public

Which of the following EU Action Plan areas receive funding in the country in which
you live? [Major funding priority, Receives some funding, Little to no funding, Not
applicable, Unsure / Do not know]

a.

b.
C.
d

Appropriate use of antimicrobials in humans

Prevention of microbial infections and their spread in humans
Development of new effective antimicrobials for use in humans
Development of alternatives for treatment of microbial infections for use in
humans

Cooperation at international level to contain the risk of antimicrobial
resistance

57 60
58

61
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Cooperation at EU level to contain the risk of antimicrobial resistance
Monitoring and surveillance of antimicrobial resistance in humans
Monitoring and surveillance of antimicrobial use in humans

Research into the causes of antimicrobial resistance

Research on the prudent use of antimicrobials in humans and the impact of
imprudent use

k. Communication, education and training for human health professionals

I. Communication, education and training for the general public

bl (@ By

If there are other relevant areas that receive financial support in the country in
which you live, could you describe these? [open text]

Is the national antimicrobial resistance policy coordinated with other relevant policies
in the country in which you live?

a. The national antimicrobial resistance policy is coordinated with other
relevant national policies in my country (please specify the relevant national
policies)

b. There are other relevant national policies in my country which are relevant
to antimicrobial resistance, but these are developed independently of the
national antimicrobial resistance policy

c. There are no other relevant national policies in my country

d. Unsure / Do not know

Are you aware of actions in your country for tackling antimicrobial resistance?
a. Yes, please specify
b. No

Are these actions coordinated well with Member States in the EU?
a. Yes, please specify
b. No, please specify
c. Unsure / do not know

Are you aware of any ways that the EU and Member State governments are
coordinating their activities for tackling antimicrobial resistance?

a. Yes, please specify

b. No

How effective are these coordination efforts? [Very effective, somewhat effective, not

23

24

51

52

59 62

60 63

[If 51a,b,c] [If
54a,b,c]

54

55
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very effective, not effective, unsure / do not know]

If you would like to provide reasons for your answers to the question above, please
do so here

Do you agree with the following statement? EU antimicrobial resistance policy and
strategy complement and/or reinforce existing EU policies in the following areas.

[Strongly agree, Agree, Disagree, Strongly disagree, Unsure/Do not know]

SO0 a0 oo

Environment

Human health

Animal health and welfare
Food safety

Agriculture

Research

Competiveness

SMEs

If you would like to provide reasons for your answers to the question above, please
do so here.

Are there other policies originating from outside of the country in which you live that

are relevant for your work in the area of antimicrobial resistance?

a.
b.
C.
d

e.

Documents published by other EU MS (please specify)

Documents published by non-EU international organisations (please specify)
Documents published by non-EU countries (please specify)

No, there are no other policies in other countries that are relevant for my
antimicrobial resistance work

Unsure / Do not know

Are you aware of actions at international level for tackling antimicrobial resistance
undertaken by the organisations listed below? [Yes / Unsure / Do not know]

a.

b
C.
d.
e

Non-EU OECD countries (e.g. Switzerland, Norway, USA, Canada)
Transatlantic Task Force on antimicrobial resistance (TATFAR)
World Health Organization (WHO)

World Organisation for Animal Health (OIE)

Food and Agriculture Organization of the United Nations (UN FAO)

[if 51a]

v
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54

55

[if 54a]

v
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63

64

64

65

66

67
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Other, please specify

Please identify any other international organisations active in the fight against
antimicrobial resistance.

Do you think these actions are coordinated well with Member States in the EU?
a. Yes, please specify
b. No, please specify
Cc. Unsure / Do not know

Section 7: Added value

This section aims to assess the added value of the EU Action Plan on
antimicrobial resistance compared to what could be achieved by EU Member
States alone, acting at national and/or regional levels.

(S) Do you agree with the following statement? The EU Action Plan identifies actions
best dealt with at EU level: [Strongly agree, Agree, Disagree, Strongly disagree,
Unsure / Do not know]

If you would like to give reasons for your answer, please do so here. [open text]

(S) Do you agree with the following statement? Overall, the EU Action Plan has
helped bring about improvements in the situation on antimicrobial resistance in the
EU that would not have happened otherwise.

[Strongly agree, Agree, Disagree, Strongly disagree, Unsure / Do not know]

Are you aware of activities related to tackling AMR in the country in which you live
that were enabled by EU funds and would not have occurred without EU funding (or
would have occurred more slowly or to a lesser extent)?

a. Yes (please specify)

b. No

c. Not applicable

d. Unsure / Do not know

If you would like to provide reasons for your answers to the question above, please
do so here. [open text]

28

29
[if 27
Yes]

30

31

56

57
[if 55
Yes]
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59
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[if 58
Yes]
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[if 64 Yes] [if 67 Yes]
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Section 8: Closing question

Are there any further comments you would like to make? [open text] 32 63 66 72 75
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APPENDIX K: INTERVIEW GUIDES FOR INTERVIEWS WITH KEY STAKEHOLDERS
Introduction**

RAND Europe is undertaking an evaluation of the EU’s Action Plan against antimicrobial
resistance (AMR) on behalf of the Directorate-General for Health and Food Safety in the
European Commission (DG SANTE).

The Action Plan sets out 12 specific actions for achieving progress on six objectives: the
appropriate use of antimicrobials, infection prevention, research and innovation on new
antimicrobials and treatment alternatives, international collaboration, monitoring and
surveillance, and awareness.

The evaluation runs from September 2015 to March 2016. It aims to assess:

- Whether the key strategic actions contained in the Action Plan were the most
appropriate actions to be taken to combat AMR;

- Which elements worked well or not (and why);
Whether the objectives are still relevant to the needs of tackling AMR; and
Whether the approach was appropriately holistic.

The evaluation covers the period 2011-2015 in all 28 EU Member States and relevant
third countries. The project aims to collect views from multiple perspectives, including
policy makers at the EU and national levels, researchers, public health experts, and
representatives of professional associations and other interested parties, who are in a
position to comment on the Action Plan and its implementation.

We would like to thank you for taking the time to speak with us.

Responses will be kept confidential and only the independent evaluation team at RAND
Europe will know the identity of participants. When reporting our results, individual
responses will be presented with a generic descriptor and no responses or quotes will be
attributed to individuals, unless expressly permitted. Interviews will be recorded, with
your permission, and the recordings destroyed within six months of the completion of
the evaluation.

You can find a letter of representation from the European Commission, which
summarises the objectives of the study and explains the role of RAND Europe as the
evaluator, here:
http://www.redocuments.org/amr/Letter of recommendation 20ct2015.pdf. Should
you have any additional questions about the research project, please contact the Project
Manager Catherine Lichten at clichten@rand.org.

About RAND Europe

RAND Europe is an independent not-for-profit research institute whose mission is to help
improve policy and decision-making through research and analysis. We realise our
mission by undertaking objective, balanced and relevant research and analysis;
communicating our findings to a wide audience, often through publications, many of

14 This information will be sent to respondents when they are invited to be interviewed, and the key points
(including about recording and use of quotes) will be reviewed at the start of the interview.


http://ec.europa.eu/dgs/health_consumer/docs/communication_amr_2011_748_en.pdf
http://www.redocuments.org/amr/Letter_of_recommendation_2Oct2015.pdf
mailto:clichten@rand.org
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which are available on this web site; working in partnership with our clients; and working
collaboratively with others. Visit us online at www.rand.org/randeurope.html

Demographics (if not already established prior to interview) and familiarity
with the Action Plan

Before we start, do you have any questions about the evaluation or the interview?
Which country are you based in?

How would you best describe your organisation? [Prompt: government, non-
government...]

What is your current position within your organisation?

Which of the following areas of policy best describe the focus of your role? You may say
more than one.

Making sure antimicrobials are used appropriately

Preventing microbial infections and their spread

Developing new effective antimicrobials or alternatives for treatment

Cooperating with international partners to contain the risks of AMR

Improving monitoring and surveillance

Promoting research and innovation into the prudent use of antimicrobials and the
impact of imprudent use

g. Improving communication, education and training

"D QOO0 oo

Are you in a position to comment on the areas above with respect to the human or
animal contexts?

a. Human
b. Animal
c. Both

Please indicate whether your [knowledge/ level of policy responsibility] is specific to a
particular geographic area.

[Prompt: national/EU/international/local]

This section aims to assess the extent to which you are familiar with the EU
AMR Action Plan.

What is your level of familiarity with the EU Action Plan against the risks arising from
AMR?

How did you become aware of the Action Plan?
What role does AMR play in your day-to-day work?

[Prompt: What role does the Action Plan play? Have you received any guidance on
actions to be taken by you/your organisation under the Action Plan?]

198



Evaluation of the EC Action Plan against the rising threats from antimicrobial resistance

Topic guide: All interviews

[Questions to be selected based on interviewees’ expertise and familiarity with the Action
Plan, and to ensure interview should take ~45 minutes. No interviewees would be asked
all questions.]

Relevance, and effectiveness of the holistic approach
This section aims to assess the extent to which the original objectives of the
Action Plan correspond to needs within the EU, and whether actions were
allocated appropriately to the EU/MS.

R1. Based on your experience, would you say that the Action Plan’s objectives address
AMR needs identified in 2011? Why/why not?

R2. Do the Action Plan’s objectives address current AMR needs? Why/why not?
[Prompts: Remind interviewee of objectives with most relevance for their area of work

(see table below). Have the EU needs of tackling AMR evolved? Are there any important
current issues that are not covered by the Action Plan? If so, what are they?]

Ensure appropriate use of antimicrobials in animals and humans

Action Strengthen the promotion of the appropriate use of antimicrobials in human
1 medicines in all Member States
2 Strengthen the regulatory framework on veterinary medicines and on
medicated feed.
3 Introduce recommendations for prudent use in veterinary medicine,

including follow-up reports.
Prevent microbial infections and their spread

4 Strengthen infection prevention and control in healthcare settings.

5 Adoption of a proposal for an EU Animal Health Law.

6 To promote, in a staged approach, unprecedented collaborative research
and development efforts to bring new antibiotics to patients.

7 Promote efforts to analyse the need for new antibiotics into veterinary
medicine.

Cooperating with international partners to contain the risks of AMR

8 Develop and/or strengthen multilateral and bilateral commitments for the
prevention and control of AMR in all sectors

Improve monitoring and surveillance in animal and human medicine

9 Strengthen surveillance systems on AMR and antimicrobial consumption in
human medicine.
10 Strengthen surveillance systems on AMR and antimicrobial consumption in

animal medicine.

Reinforce research and innovation

11 Reinforce and co-ordinate research efforts. Innovation.

Improve communication, education and training

12 Communication, education and training: Survey and comparative
effectiveness research
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R3. Focusing on areas of the Action Plan where you have experience, would you say the
areas of action under the Action Plan are appropriate given the competences of the EU
and Member States?

[Can you give any examples of where the distribution of actions has worked well, or
poorly? Are there any areas that have been neglected- where action is needed but it’s
not clear who should act? What about duplication of efforts?]

This section aims to assess the extent to which the Action Plan has captured a
holistic approach.

R4. The Action Plan aims to capture a holistic or ‘One Health’ approach to antimicrobial
resistance. From your experience, would you say that the actions in the Plan achieve this
‘One Health’ approach?

[Why or why not? What is missing?]

R5. Within the European Commission, has responsibility for the different actions in the
Action Plan been allocated to different DGs and agencies appropriately?

[Why or why not? Are there any gaps where a DG hasn’t been involved that should be?]

R6. Would you say the actions allocated to DGs and agencies at EU level been
successfully carried out?

[Are you aware of reasons for failures (or notable successes)?]
Effectiveness

This section looks at what progress has occurred in specific aspects of AMR and how it
may be linked to the Action Plan (or not).

[Interviewees to only be asked questions relevant to their area of expertise.]

Human health:

E1l. What trends have you observed in the overall consumption of antimicrobials for use
in humans? What about in non-prescription use?

[How have trends varied across Member States? Has there been a change in the
performance gap across Member States?]

E2. Would you say that the Action Plan has had a role in these changes or failed to bring
about changes it could have? Please explain.

E3. What trends have you observed in the appropriate use of antimicrobials in humans?
(Non-prescription use, appropriate prescribing and usage of prescribed antibiotics)

[How have trends varied across Member States? Has there been a change in the
performance gap across Member States?]

E4. Would you say that the Action Plan has had a role in these changes or failed to bring
about changes it could have? Please explain.

E5. What changes have you observed in the treatment of infection in humans?

Specifically:
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- Implementation by MS of prescription-only requirements for antimicrobials,
- Improved measure against AMR in nursing and care homes,
- Education and training on AMR for healthcare workers,

- Quality of assessment and monitoring of national strategies and control
measures,

- Alignment of approaches to treatment/monitoring with 2002 Council
Recommendation on the prudent use of antimicrobial agents in human medicines,

[How have patterns varied across Member States? Has there been a change in the
performance gap across Member States?]

E6. Would you say that the Action Plan has had a role in these changes or failed to bring
about changes it could have in these areas? Please explain.

E7. Regarding efforts to reduce the spread of AMR among humans, what progress has
occurred in how health services are organised and delivered for reducing the spread of
AMR? (i.e. related to implementation of the 2009 Council Recommendations on patient
safety including prevention and control of HAIs, and in particular developing guidance for
infection control.)*®

E8. What trends have you observed in occurrence and resistance of microorganisms of
major public health importance, including hospital acquired infections (HAIs)?

[How have trends varied across Member States? Has there been a change in the
performance gap across Member States?]

E9. Would you say that the Action Plan has had a role in these changes or failed to bring
about changes it could have? Please explain.

[Have the 2012/13 progress reports on the implementation of the 2009 Council
Recommendation helped bring about change? (relates to AP Action 4)]

Animal health:

E10. What trends have you observed in the overall consumption of antimicrobials for use
in animals?

[How have trends varied across Member States? Has there been a change in the
performance gap across Member States?]

E11. Would you say that the Action Plan has had a role in these changes or failed to
bring about changes it could have? Please explain.

E12. What trends have you observed in the prudent use of antimicrobials in animals?

[How have trends varied across Member States? Has there been a change in the
performance gap across Member States?]

15 Training of healthcare workers and surveillance of HAIs is related to this, but covered in other questions.
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E13. What impacts could be brought about by the Guidelines for the prudent use of
antimicrobials in veterinary medicine (2015)?

E14. Regarding changes in the rules, guidance and authorisation requirements for
veterinary medicines and medicated feed, what changes are you aware of in the
following areas:

- Appropriate warnings and guidance on labels of veterinary antimicrobials

- Restrictions on regular or off-label use of certain new or critically important
antimicrobials for humans in the vet sector?

- Rules for advertisement of veterinary antimicrobials.

- The extent to which authorisation requirements address risks and benefits of
antimicrobials.

Rules, guidance and authorisation requirements linked to a strengthened
regulatory framework on veterinary medicines and medicated feed (proposals in
ordinary legislative procedure in EP and Council).

[How have changes varied across Member States?]

E15. Would you say that the Action Plan has had a role in these changes or failed to
bring about changes it could have? Please explain.

E16. Regarding reducing the spread of AMR in animals, one development is the new
Animal Health Law (final regulation pending). What do you see as the potential
contribution of this law for reducing the spread of AMR?

E17. Could you describe any other changes you are aware of from since 2011 that affect
(positively or negatively) the spread of AMR in animals in the EU? Do these relate to the
Action Plan?

Research and innovation:

E18. One aspect of the Action Plan is about launching an antibiotics R&D programme
(with EFPIA and within the IMI-Joint Undertaking) that would improve the efficiency of
R&D through open sharing of knowledge. Would you say this open sharing has been
achieved? What impacts would you say the programme has had (or is having)?

E19. The Action Plan also sets out to create conditions to support establishment of
adequate marketing and pricing conditions for new antibiotics, and implementation of
fast track procedures for market authorisation for new antibiotics. To what extent has
progress been made in these areas?

[Are you aware of whether there has been any increase in the numbers of authorisations
granted or products brought to market? Data sources?]

E20. From your experience, would you say that the Action Plan has had a role in any
changes that have occurred in support for bringing new antibiotics to market and
establishing adequate market conditions? Please explain.

E21. Another aspect of the Action Plan focuses on establishing a framework agreement
with industry on a long-term perspective on public-private partnerships (priorities,
commitments, principles, etc.). Has this been achieved effectively? Why or why not?
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E22. From your observation, have there been adequate resources made available within
IMI/IMI2 and FP7/Horizon 2020 to support the needs of antibiotic development? Why or
why not?

E23. The Action Plan also addresses innovation in veterinary medicine, focusing on
incentives and barriers to innovation, and understanding the need for new antibiotics in
veterinary medicine. Have you observed progress in incentivising innovation in
veterinary medicine and reduction of barriers, such as the uncertainty about whether
new antimicrobials can be authorised?

E24. To understand the need for new veterinary antibiotics, there was a request for
advice from the EMA. The advice was provided- has it had an impact?

E25. One action under the Action Plan focuses on reinforcing and coordinating research
efforts through various means. Could you discuss your observations and any relevant
evidence on progress in the following areas in the EU:
- Support for research into understanding AMR and host-pathogen interactions.
Development of diagnostic tools, vaccines and other preventive measures.
- The Joint Programming Initiative on AMR
Understanding reasons for high usage of antimicrobials in some countries with
high occurrence of AMR in humans (related to ARNA project and any other
relevant work).

Supporting a global mapping of AMR (in cooperation with WHO).

Monitoring and Surveillance (animals):

What developments have occurred in the monitoring and surveillance systems for AMR
and antimicrobial consumption in animal medicine? In particular, in:

E26. European Surveillance of Veterinary Antimicrobial Consumption (ESVAC)?

[How does data quality and coverage vary across Member States? Has this situation
across the EU generally improved or not?]

E27. Monitoring of AMR in zoonotic bacteria and related indicators?
E28. Harmonising human and veterinary surveillance so data can be compared?
E29. What role has the Action Plan played in these developments?

[What is the anticipated impact of including a legal basis for monitoring AMR in animal
pathogens in the Animal Health Law (in progress)?]

Monitoring and Surveillance (humans):

What developments have occurred in the monitoring and surveillance systems for AMR
and antimicrobial consumption in human medicine? In particular, in:

E30. Making data more accessible at all levels (regional, local, hospital)?

[How does data quality and accessibility vary across Member States? Has this situation
across the EU generally improved or not?]
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E31. Transferring the ESAC project to the ECDC to ensure sustainability?
E32. The ARPEC project (Antibiotic Resistance and Prescribing in European Children).
E33. What role has the Action Plan played in these developments?

Public Awareness:

E34. What changes have you observed in awareness and knowledge of AMR and
appropriate usage of antibiotics among the general public? What about among target
groups with higher usage (e.g. )?

[How have trends varied across Member States? Has there been a change in the
performance gap across Member States?]

E35. Would you say that the Action Plan has had a role in these changes, (particularly in
terms of evaluating the impact of national and EU awareness campaigns (and developing
indicators), and exchanging best practices to target key groups)?

Coherence (within EU and externally), and effectiveness of international
collaboration

This section aims to assess the extent to which the Action Plan on AMR is
coherent with other EU policies in a range of fields (environment, human
health, animal health and welfare, food safety, agriculture, research,
competiveness and SMEs).

Cl. We would like to look at the extent to which the actions in the Action Plan are
coherent with other EU policies on the environment, human health, animal health and
welfare, food safety, agriculture, research, and competitiveness and SMEs. In your area
of work, are you familiar with policies or initiatives that relate to AMR issues? What are
they?

C2. Are they consistent with the objectives and actions under the AMR Action Plan, or
are there areas of conflict, or gaps where some sort of policy or initiative is needed?

[Are there overlapping or even competing policies or initiatives that work against the
aims of the Action Plan?]

This section aims to assess the extent to which the Action Plan on AMR works
in line with Member State and international interventions, plans or strategies
on AMR.

C3. In your experience, is the Action Plan coherent with Member States' relevant
national (or regional) strategies (meaning consistent objectives, no conflicts or
unnecessary duplication of effort)?

C4. Are you aware of any new or strengthened bilateral or multilateral commitments or
agreements made since introduction of the Action Plan? Which?

C5. Were these developments on bilateral/multilateral commitments/agreements made
as a result of the Action Plan?

C6. And how does the Action Plan compare with international-level initiatives and
strategies, such as from the WHO, Codex Alimentarius, Tatfar?
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C7. [research/innovation]: Is the Action Plan coherent with research and innovation
initiatives in Member States and internationally?

[Looking at more basic research through to more applied areas like drug innovation and
studies of behaviour and attitudes to antibiotics]

Efficiency

This sections aims to assess the efficiency with which the EU budget has been used for
addressing the objectives of the Action Plan.

Eyl. Have EU funds been used for activities related to the Action Plan in your
DG/agency/centre? How have then been used?

Ey2. To your knowledge, does this spending relate to actions or objectives of the Action
Plan? Which?

[Do you know, at least relatively, how large the budget was for these activities? Perhaps
as a proportion of overall spending, or has there been an increase or decrease in AMR-
related spending?]

Ey3. From your observations, would you say the level of spending is appropriate for the
needs? Are there areas that should receive funding that do not or areas that are being
funded while more critical areas are not?

Ey4. In your assessment, has EU spending related to AMR enabled activities that would
have not occurred otherwise, or would have taken longer?

[Did these activities help achieve objectives of the Action Plan?]
Added value

This section aims to assess the added value of the Action Plan on AMR
compared to what could be achieved by Member States at national and/or
regional levels (acting without the Plan), and how the holistic approach has
contributed.

Al. Overall, based on your experience, what progress has been enabled by the EU Action
Plan compared with what could be achieved by Member States at national and/or
regional levels?

[Are there some observed improvements cannot be reasonably viewed as a result of MS
efforts and initiative alone? Did MS take any actions as a result of the AP that they would
not have taken otherwise? Has the AP resulted in any detrimental impacts for tackling
AMR?

Depending on interviewees’ area, relevant aspects may be: research/innovation,
international collaboration/coordination, improving policies and guidance related to AMR]

A2. If the Action Plan and any of its actions had been discontinued, what do you think
the effects would be?

A3. Thinking about the concept of the ‘One Health’ approach, based on your experience,
has the effort to have a holistic approach enabled more progress be achieved than if
there had not been an attempt to have a holistic approach? [Please explain]
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Closing question

Is there anything else you would like to comment on?
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APPENDIX L: SURVEY RESULTS

The following tables contain survey data used to inform the report. They represent all
data collected through the Member State and stakeholder targeted surveys as of 11
January 2016 and through the general public consultation as of 22 January 2016. For the
MS and SH surveys, the appendix is structured according to the five evaluation criteria
followed in the report. For each question, its actual wording is presented in the heading
of each relevant table.

1.1. Demographics

Country of origin (MS/SH breakdown)

MS SH Total
Austria 4 3 7
Belgium 3 3 6
Bulgaria 1 0 1
Croatia 3 0 3
Cyprus 2 1 3
Czech Republic 1 0 1
Denmark 3 3 6
Estonia 4 0 4
EU 0 30 30
Finland 2 2 4
France 3 4 7
Germany 4 3 7
Greece 1 0 1
Hungary 2 1 3
Iceland 1 0 1
Ireland 4 2 6
Italy 2 3 5
Latvia 2 0 2
Lithuania 1 2 3
Luxembourg 1 1 2
Malta 3 0 3
Netherlands 3 5 8
Norway 1 3 4
Portugal 1 1 2
Romania 3 1 4
Serbia 1 0 1
Slovenia 3 1 4
Spain 3 2 5
Sweden 4 1 5
Switzerland 1 0 1
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MS SH Total
United Kingdom 2 8 10
Not specified 1 1 2
N 70 81 151

Country of origin (Animal/human breakdown)
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Familiarity with the Action Plan (MS/SH breakdown)

MS SH| Total
Very familiar 62.9%| 38.3%| 49.7%
Somewhat familiar 32.9%| 56.8%| 45.7%
Not at all familiar 0.0%| 3.7%| 2.0%
Unsure / Do not know 4.3% 1.2%| 2.7%
N 70 81 151

Familiarity with the Action Plan (Animal/human breakdown)

Unsure /

Do not
Animal| Human Both know Total
Very familiar 53.0% 44.6% 53.6% 0% 49.7%
Somewhat familiar 40.9% 51.8% 46.4% 0% 45.7%
Not at all familiar 1.5% 1.8% 0% 100% 2.0%
Unsure / Do not know 4.6% 1.8% 0.0% 0% 2.7%
N 66 56 28 1 151

Numbers of respondents: MS/SH crosstabulation

Unsure /
Do not
Animal Human Both know Total
MS 39 23 8 0 70
SH 27 33 20 1 81
Total 66 56 28 1 151
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MS respondents by organisation type

Animal | Human | Both | Total

Government 16 4 5 25
41.0% 17.4% 62.5% 35.7%
Public health authority 3) 17 3 25
12.8% 73.9% 37.5% 35.7%
Food safety authority 19 0 2 22
48.7% 0.0% 37.5% 31.4%
Veterinary authority 23 0 2 25
59.0% 0.0% 25.0% 35.7%
Research organisation 2 3 2 7
5.1% 13.0% 25.0% 10.0%
ECDC coordinating body 0 7 0 7
0.0% 30.4% 0.0% 10.0%
EARS Net national participating institution 0 11 1 12
0.0% 47.8% 12.5% 17.1%

EMA National Competent authority
. 9 0 0 9

(veterinary)

23.1% 0.0% 0.0% 12.9%
EFSA focal point 2 0 0 2
5.1% 0.0% 0.0% 2.9%

Have you participated in actions under the EU Action Plan? (MS respondents

only)
Animal Human Both Total

Yes

83.8% 87.0% 75.0% 83.8%
No 8.1% 0.0% 0.0% 4.4%
Not ; 2.7% 8.7% 12.5% 5.9%
applicable 70 170 270 J70
Unsure /
Do not 5.4% 4.3% 12.5% 5.9%
know
N 37 23 8 68

Which actions have you participated in?

(MS respondents only)

Animal Human Both Total

Action 1 17 14 5 37
46.2% 60.9% 62.5% 52.9%

Action 2 20 2 6 28
51.3% 8.7% 75.0% 40.0%

Action 3 19 2 5 27
51.3% 8.7% 62.5% 38.6%

Action 4 4 16 5 25
10.3% 69.9% 62.5% 35.7%
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Animal Human Both Total
Action 5 11 1 4 16
28.2% 4.3% 50.0% 22.9%
Action 6 1 1 4 6
2.6% 4.3% 50.0% 8.6%
Action 7 7 1 3 11
17.9% 4.3% 37.5% 15.7%
Action 8 12 12 6 31
33.3% 52.2% 75.0% 44.3%
Action 9 1 18 5 25
5.1% 78.8% 62.5% 35.7%
Action 10 29 2 6 37
74.4% 8.7% 75.0% 52.9%
Action 11 9 1 4 14
23.1% 4.3% 50% 20.0%
Action 12 3 1 2 6
7.7% 4.3% 25.0% 8.6%
Don’t Know 0 1 0 1
0.0% 4.3% 0.0% 1.4%
SH respondents by organisation type
Unsure /
Do not
Animal Human Both know Total
Academic or research centre 3 2 3 0 8
Consultancy 1 0 1 0
Health care, hospital, health institution 5 5 0 0 10
Industrial or trade association 9 4 4 0 17
NGO (non-governmental organisation) 2 11 6 0 19
Private company 1 4 1 0 6
Other 6 5 1 19
Total 26 33 20 1 81
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1.2 Relevance

Relevance - 2011

Please rate how relevant each objective was for
tackling antimicrobial resistance when the Action
Plan was established in 2011. (Appropriate use of

antimicrobials in humans)

Animal v Human

Human Both Total
Not relevant N
0 1 1
% 0.00% 3.60% 1.20%
Somewhat relevant N
3 3 6
% 5.40% | 10.70% 7.10%
Unsure / Do not know N
0 1 1
% 0.00% 3.60% 1.20%
Very relevant N 53 »3 26
% 94.60% | 82.10% | 90.50%
Total N 56 28 84
% 100.00% | 100.00% | 100.00%

Please rate how relevant each objective was for
tackling antimicrobial resistance when the Action
Plan was established in 2011. (Appropriate use of

antimicrobials in humans) MS v SH
MS SH Total
Not relevant N
0 1 1
% 0.00% 1.90% 1.20%
Somewhat relevant N
0 6 6
% 0.00% | 11.30% 7.10%
Unsure / Do not know N
0 1 1
% 0.00% 1.90% 1.20%
Very relevant N a1 45 26
% 100.00% 84.90% 90.50%
Total N 31 53 84
% 100.00% | 100.00% | 100.00%
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Please rate how relevant each objective was for

Animal v Human

tackling antimicrobial resistance when the Action
Plan was established in 2011. (Appropriate use of
antimicrobials in animals)
Animal Both Total

Not relevant N 1 0 1

% 1.60% 0.00% 1.10%

Somewhat relevant N 6 5 11

% 9.50% | 17.90% | 12.10%

Unsure / do not know N 2 1 3

% 3.20% 3.60% 3.30%

Very relevant N 54 22 76

% 85.70% | 78.60% | 83.50%

Total N 63 28 91

% 100.00% | 100.00% | 100.00%

Please rate how relevant each objective was for MS v SH
tackling antimicrobial resistance when the Action
Plan was established in 2011. (Appropriate use of
antimicrobials in animals)
MS SH Total

Not relevant N 0 1 1

% 0.00% 2.10% 1.10%

Somewhat relevant N 3 38 11

% 6.80% | 17.00% | 12.10%

Unsure / do not know N 1 2 3

% 2.30% 4.30% 3.30%

Very relevant N 40 36 76

% 90.90% 76.60% 83.50%

Total N 44 47 91

% 100.00% | 100.00% | 100.00%
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Please rate how relevant each objective was for
tackling antimicrobial resistance when the Action

Animal v Human

Plan was established in 2011. (Prevention of
microbial infections and their spread in humans)
Human Both Total
Not relevant N
1 0 1
% 1.80% 0.00% 1.20%
Somewhat relevant N
8 6 14
% 14.30% 21.40% 16.70%
Unsure / do not know N 0 1 1
% 0.00% 3.60% 1.20%
Very relevant N 47 1 68
% 83.90% 75.00% 81.00%
Total N 56 28 84
% 100.00% | 100.00% | 100.00%
Please rate how relevant each objective was for MS v SH
tackling antimicrobial resistance when the Action
Plan was established in 2011. (Prevention of
microbial infections and their spread in humans)
MS SH Total
Not relevant N
0 1 1
% 0.00% 1.90% 1.20%
Somewhat relevant N
2 12 14
% 6.50% 22.60% 16.70%
Unsure / do not know N 0 1 1
% 0.00% 1.90% 1.20%
Very relevant N 29 39 68
% 93.50% 73.60% 81.00%
Total N 31 53 84
% 100.00% | 100.00% | 100.00%
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Please rate how relevant each objective was for
tackling antimicrobial resistance when the Action

Animal v Human

Plan was established in 2011. (Prevention of
microbial infections and their spread in animals) Animal Both Total
Not relevant N 4 0 4
% 6.30% 0.00% 4.40%
Somewhat relevant N 12 7 19
% 19.00% | 25.00% | 20.90%
Unsure / do not know N 1 1 2
% 1.60% 3.60% 2.20%
Very relevant N 46 20 66
% 73.00% | 71.40% | 72.50%
Total N 63 28 91
% 100.00% | 100.00% | 100.00%
Please rate how relevant each objective was for MS v SH
tackling antimicrobial resistance when the Action
Plan was established in 2011. (Prevention of
microbial infections and their spread in animals) MS SH Total
Not relevant N 2 2 4
% 4.50% 4.30% 4.40%
Somewhat relevant N 4 15 19
% 9.10% 31.90% 20.90%
Unsure / do not know N 1 1 2
% 2.30% 2.10% 2.20%
Very relevant N 37 29 66
% 84.10% | 61.70% | 72.50%
Total N 44 47 91
% 100.00% | 100.00% | 100.00%
Please rate how relevant each objective was for Animal v Human
tackling antimicrobial resistance when the Action ! vyl
Plan was established in 2011. (Development of new
effective antimicrobials) Animal Human Both Total
Not relevant N 3 1 3 7
% 4.80% 1.80% 10.70% 4.80%
Somewhat relevant N 29 18 7 54
% 46.80% 32.10% 25.00% 37.00%
Unsure / do not know N 3 1 2 6
% 4.80% 1.80% 7.10% 4.10%
Very relevant N 27 36 16 79
% 43.50% | 64.30% | 57.10% | 54.10%
Total N 62 56 28 146
% 100.00% | 100.00% | 100.00% | 100.00%
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Please rate how relevant each objective was for MS v SH
tackling antimicrobial resistance when the Action Y
Plan was established in 2011. (Development of new
effective antimicrobials)
MS SH Total
Not relevant N 0 7 7
% 0.00% | 8.90% | 4.80%
Somewhat relevant N 24 30 54
% 35.80% | 38.00% | 37.00%
Unsure / do not know N 3 3 6
% 450% | 3.80% | 4.10%
Very relevant N 40 39 79
% 59.70% | 49.40% | 54.10%
Total N 67 79 146
% 100.00% | 100.00% | 100.00%

Please rate how relevant each objective was for
tackling antimicrobial resistance when the Action

Animal v Human

Plan was established in 2011. (Development of
alternatives for treatment of microbial infections)
Animal Human Both Total
Not relevant N 1 2 3 6
% 1.60% 3.60% 11.10% 4.10%
Somewhat relevant N 13 19 3 35
% 20.60% | 33.90% | 11.10% | 24.00%
Unsure / do not know N 2 1 1 4
% 3.20% 1.80% 3.70% 2.70%
Very relevant N 47 34 20 101
% 74.60% 60.70% 74.10% 69.20%
Total N 63 56 27 146
% 100.00% | 100.00% | 100.00% | 100.00%
Please rate how relevant each objective was for MS v SH
tackling antimicrobial resistance when the Action
Plan was established in 2011. (Development of
alternatives for treatment of microbial infections)
MS SH Total
Not relevant N 1 5 6
% 1.50% | 6.30% 4.10%
Somewhat relevant N 18 17 35
% 26.90% | 21.50% | 24.00%
Unsure / do not know N 2 2 4
% 3.00% | 2.50% 2.70%
Very relevant N 46 55 101
% 68.70% | 69.60% 69.20%
Total N 67 79 146
% 100.00% | 100.00% | 100.00%
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Please rate how relevant each objective was for
tackling antimicrobial resistance when the Action

Animal v Human

Plan was established in 2011. (Cooperation at
international level to contain the risk of
antimicrobial resistance) Animal Human Both Total
Somewhat relevant N 15 11 4 30
% 24.20% | 19.60% | 14.80% | 20.70%
Unsure / do not know N 2 0 1 3
% 3.20% 0.00% 3.70% 2.10%
Very relevant N 45 45 22 112
% 72.60% | 80.40% | 81.50% | 77.20%
Total N 62 56 27 145
% 100.00% | 100.00% | 100.00% | 100.00%
Please rate how relevant each objective was for MS v SH
tackling antimicrobial resistance when the Action v
Plan was established in 2011. (Cooperation at
international level to contain the risk of
antimicrobial resistance) MS SH Total
Somewhat N
relevant 10 20 30
% 15.20% 25.30% 20.70%
Unsure / N
do not 2 1 3
know
% 3.00% | 1.30% 2.10%
very N 54 58 112
relevant
% 81.80% 73.40% 77.20%
Total N 66 79 145
% 100.00% | 100.00% | 100.00%
Please rate how relevant each objective was for A U
tackling antimicrobial resistance when the Action
Plan was established in 2011. (Cooperation at EU
level to contain the risk of antimicrobial resistance)
Animal Human Both Total
Somewhat relevant N 11 8 3 22
% 17.50% 14.30% 11.10% 15.10%
Unsure / do not know N 2 0 1 3
% 3.20% 0.00% 3.70% 2.10%
Very relevant N 50 48 23 121
% 79.40% 85.70% 85.20% 82.90%
Total N 63 56 27 146
% 100.00% | 100.00% | 100.00% | 100.00%
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Please rate how relevant each objective was for

tackling antimicrobial resistance when the Action MS v SH
Plan was established in 2011. (Cooperation at EU
level to contain the risk of antimicrobial resistance)
MS SH Total
Somewhat N 6 16 22
relevant
% 9.00% 20.30% 15.10%
Unsure / N
do not 2 1 3
know
% 3.00% [ 1.30% | 2.10%
very N 59 62 121
relevant
% 88.10% | 78.50% | 82.90%
Total N 67 79 146
% 100.00% | 100.00% | 100.00%

Please rate how relevant each objective was for

Animal v Human

tackling antimicrobial resistance when the Action
Plan was established in 2011. (Monitoring and
surveillance of antimicrobial resistance)
Animal Human Both Total
Not relevant N 1 1 0 2
% 1.60% 1.80% 0.00% 1.40%
Somewhat relevant N 13 6 4 23
% 20.30% | 10.70% | 14.80% [ 15.60%
Unsure / do not know N 1 0 1 2
% 1.60% 0.00% 3.70% 1.40%
Very relevant N 49 49 22 120
% 76.60% 87.50% 81.50% 81.60%
Total N 64 56 27 147
% 100.00% | 100.00% | 100.00% | 100.00%

Please rate how relevant each objective was for

tackling antimicrobial resistance when the Action MS v SH
Plan was established in 2011. (Monitoring and
surveillance of antimicrobial resistance)
MS SH Total
Not relevant N 0 2 2
% 0.00% 2.50% 1.40%
Somewhat relevant N 5 18 23
% 7.40% | 22.80% | 15.60%
Unsure / do not know N 1 1 2
% 1.50% 1.30% 1.40%
Very relevant N 62 58 120
% 91.20% 73.40% 81.60%
Total N 68 79 147
% 100.00% | 100.00% | 100.00%
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Please rate how relevant each objective was for

Animal v Human

tackling antimicrobial resistance when the Action
Plan was established in 2011. (Monitoring and
surveillance of antimicrobial use in human)
Human Both Total
Not relevant N 1 0 1
% 1.80% [  0.00% 1.20%
Somewhat relevant N 7 5 12
% 12.70% | 18.50% | 14.60%
Unsure / do not know N 0 1 1
% 0.00% 3.70% 1.20%
Very relevant N 47 21 68
% 85.50% | 77.80% | 82.90%
Total N 55 27 82
% 100.00% | 100.00% | 100.00%
Please rate how relevant each objective was for MS v SH
tackling antimicrobial resistance when the Action
Plan was established in 2011. (Monitoring and
surveillance of antimicrobial use in human)
MS SH Total
Not relevant N 0 1 1
% 0.00% | 1.90% 1.20%
Somewhat relevant N 1 11 12
% 3.30% | 21.20% 14.60%
Unsure / do not know N 0 1 1
% 0.00% | 1.90% 1.20%
Very relevant N 29 39 68
% 96.70% 75.00% 82.90%
Total N 30 52 82
% 100.00% | 100.00% | 100.00%
Please rate how relevant each objective was for Animal v Human
tackling antimicrobial resistance when the Action
Plan was established in 2011. (Monitoring and
surveillance of antimicrobial use in animals)
Animal Both Total
Somewhat relevant N 7 7 14
% 10.90% | 25.90% | 15.40%
Unsure / do not know N 2 1 3
% 3.10% 3.70% 3.30%
Very relevant N 55 19 74
% 85.90% 70.40% 81.30%
Total N 64 27 91
% 100.00% | 100.00% | 100.00%
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Please rate how relevant each objective was for MS v SH
tackling antimicrobial resistance when the Action
Plan was established in 2011. (Monitoring and
surveillance of antimicrobial use in animals)
MS SH Total

Somewhat relevant N 3 11 14

% 6.70% | 23.90% | 15.40%

Unsure / do not know N 2 1 3

% 4.40% 2.20% 3.30%

Very relevant N 40 34 74

% 88.90% | 73.90% | 81.30%

Total N 45 46 91

% 100.00% | 100.00% | 100.00%

Please rate how relevant each objective was for

Animal v Human

tackling antimicrobial resistance when the Action
Plan was established in 2011. (Research into the
causes of antimicrobial resistance)
Animal Human Both Total

Not relevant N 1 1 2 4

% 1.60% 1.80% 7.40% 2.70%

Somewhat relevant N 18 14 8 40

% 28.60% | 25.00% | 29.60% | 27.40%

Unsure / do not know N 2 0 2 4

% 3.20% 0.00% 7.40% 2.70%

Very relevant N 42 41 15 98

% 66.70% 73.20% 55.60% 67.10%

Total N 63 56 27 146

% 100.00% | 100.00% | 100.00% | 100.00%

Please rate how relevant each objective was for MS v SH
tackling antimicrobial resistance when the Action
Plan was established in 2011. (Research into the
causes of antimicrobial resistance)
MS SH Total

Not relevant N 0 4 4

% 0.00% | 5.10% 2.70%

Somewhat relevant N 13 27 40

% 19.40% 34.20% 27.40%

Unsure / do not know N 2 2 4

% 3.00% | 2.50% 2.70%

Very relevant N 52 46 98

% 77.60% | 58.20% | 67.10%

Total N 67 79 146

% 100.00% | 100.00% | 100.00%
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Please rate how relevant each objective was for

Animal v Human

tackling antimicrobial resistance when the Action
Plan was established in 2011. (Research on the
prudent use of antimicrobials and the impact of
) Animal Human Both Total
Not relevant N 1 1 0 2
% 1.60% 1.80% [  0.00% 1.40%
Somewhat relevant N 14 9 4 27
% 22.20% 16.10% 14.80% 18.50%
Unsure / do not know N 2 0 3 5
% 320% | 0.00% | 11.10% | 3.40%
Very relevant N 46 46 20 112
% 73.00% 82.10% 74.10% 76.70%
Total N 63 56 27 146
% 100.00% | 100.00% | 100.00% | 100.00%
Please rate how relevant each objective was for MS v SH
tackling antimicrobial resistance when the Action
Plan was established in 2011. (Research on the
prudent use of antimicrobials and the impact of
imprudent use) MS SH Total
Not relevant N 0 2 2
% 0.00% | 2.50% | 1.40%
Somewhat relevant N 8 19 27
% 11.90% | 24.10% | 18.50%
Unsure / do not know N 2 3 5
% 3.00% | 3.80% | 3.40%
Very relevant N 57 55 112
% 85.10% | 69.60% | 76.70%
Total N 67 79 146
% 100.00% | 100.00% | 100.00%
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Please rate how relevant each objective was for
tackling antimicrobial resistance when the Action
Plan was established in 2011. (Communication,
education and training for human health
professionals)

Animal v Human

Human Both Total
Not relevant N 0 5 5
% 0.00% | 7.40% | 2.40%
Somewhat relevant N 9 2 11
% 16.10% 7.40% 13.30%
Unsure / do not know N 0 1 1
% 0.00% | 3.70% 1.20%
Very relevant N 47 22 69
% 83.90% | 81.50% | 83.10%
Total N 56 27 83
% 100.00% | 100.00% | 100.00%
Please rate how relevant each objective was for
tackling antimicrobial resistance when the Action
Plan was established in 2011. (Communication,
education and training for human health MS v SH
professionals) MS SH Total
Not relevant N 0 2 2
% 0.00% | 3.80% 2.40%
Somewhat relevant N 1 10 11
% 3.20% | 19.20% | 13.30%
Unsure / do not know N 0 1 1
% 0.00% | 1.90% 1.20%
Very relevant N 30 39 69
% 96.80% | 75.00% 83.10%
Total N 31 52 83
% 100.00% | 100.00% | 100.00%
Please rate how relevant each objective was for Animal v Human
tackling antimicrobial resistance when the Action
Plan was established in 2011. (Communication,
education and training for people caring for animals) Azl Both Tl
Not relevant N 0 1 1
% 0.00% | 3.80% 1.10%
Somewhat relevant N 15 4 19
% 23.40% 15.40% 21.10%
Unsure / do not know N 1 2 3
% 1.60% 7.70% 3.30%
Very relevant N 48 19 67
% 75.00% 73.10% 74.40%
Total N 64 26 90
% 100.00% | 100.00% | 100.00%

222



Evaluation of the EC Action Plan against the rising threats from antimicrobial resistance

Please rate how relevant each objective was for MS v SH
tackling antimicrobial resistance when the Action
Plan was established in 2011. (Communication,
education and training for people caring for animals) g - Total
otal
Not relevant N 0 1 1
% 0.00% 2.20% 1.10%
Somewhat relevant N 8 11 19
% 18.20% 23.90% 21.10%
Unsure / do not know N 1 2 3
% 2.30% 4.30% 3.30%
Very relevant N 35 32 67
% 79.50% 69.60% 74.40%
Total N 44 46 90
% 100.00% | 100.00% | 100.00%

Please rate how relevant each objective was for

Animal v Human

tackling antimicrobial resistance when the Action
Plan was established in 2011. (Communication,
education and training for the general public) Animal Human Both Total
Not relevant N 2 1 1 4
% 3.10% 1.80% 3.70% 2.70%
Somewhat relevant N 21 15 6 42
% 32.80% | 26.80% | 22.20% | 28.60%
Unsure / do not know N 1 0 2 3
% 1.60% 0.00% 7.40% 2.00%
Very relevant N 40 40 18 98
% 62.50% 71.40% 66.70% 66.70%
Total N 64 56 27 147
% 100.00% | 100.00% | 100.00% | 100.00%

Please rate how relevant each objective was for MS v SH
tackling antimicrobial resistance when the Action
Plan was established in 2011. (Communication,
education and training for the general public) MS SH Total
Not relevant N 1 3 4
% 1.50% | 3.80% 2.70%
Somewhat relevant N 16 26 42
% 23.50% | 32.90% 28.60%
Unsure / do not know N 1 2 3
% 1.50% | 2.50% 2.00%
Very relevant N 50 48 98
% 73.50% 60.80% 66.70%
Total N 68 79 147
% 100.00% | 100.00% | 100.00%
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Relevance - 2015

Please rate how relevant each EU Action Plan

objective is for the current (2015) situation on

antimicrobial resistance. (Appropriate use of
antimicrobials in humans)

Animal v Human

Human Both Total

Somewhat relevant N 4 2 6

% 7.4% 7.4% 7.4%

Unsure / do not know N 0 1 1

% 0.0% 3.7% 1.2%

Very relevant N 50 24 74

% 92.6% 88.9% 91.4%

Total N 54 27 81

% 100.0% | 100.0% | 100.0%

Please rate how relevant each EU Action Plan MS v SH
objective is for the current (2015) situation on
antimicrobial resistance. (Appropriate use of
antimicrobials in humans)
MS SH Total

Somewhat relevant N 1 5 6

% 3.20% | 10.00% 7.40%

Unsure / do not know N 0 1 1

% 0.00% 2.00% 1.20%

Very relevant N 30 44 74

% 96.80% | 88.00% | 91.40%

Total N 31 50 81

% 100.00% | 100.00% | 100.00%

Please rate how relevant each EU Action Plan

objective is for the current (2015) situation on

antimicrobial resistance. (Appropriate use of
antimicrobials in animals)

Animal v Human

Animal Both Total
Not relevant N 1 0 1
% 1.50% 0.00% 1.10%
Somewhat relevant N 3 4 7
% 4.60% 14.80% 7.60%
Unsure / do not know N 0 1 1
% 0.00% 3.70% 1.10%
Very relevant N 61 22 83
% 93.80% 81.50% 90.20%
Total N 65 27 92
% 100.00% | 100.00% | 100.00%
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Please rate how relevant each EU Action Plan

objective is for the current (2015) situation on SIS
antimicrobial resistance. (Appropriate use of
antimicrobials in animals) MS SH Total
ota
Not relevant N 0 1 1
% 0.00% | 2.20% 1.10%
Somewhat relevant N 3 4 7
% 6.50% | 8.70% 7.60%
Unsure / do not know N 0 1 1
% 0.00% | 2.20% 1.10%
Very relevant N 43 40 83
% 93.50% 87.00% 90.20%
Total N 46 46 92
% 100.00% | 100.00% | 100.00%

Please rate how relevant each EU Action Plan
objective is for the current (2015) situation on

Animal v Human

antimicrobial resistance. (Prevention of microbial
infections and their spread in humans)
Human Both Total
Not relevant N 0 1 1
% 0.00% | 3.70% |  1.20%
Somewhat relevant N 7 6 13
% 13.00% | 22.20% | 16.00%
Unsure / do not know N 0 1 1
% 0.00% | 3.70% |  1.20%
Very relevant N 47 19 66
% 87.00% 70.40% 81.50%
Total N 54 27 81
% 100.00% | 100.00% | 100.00%

Please rate how relevant each EU Action Plan GRSl
objective is for the current (2015) situation on
antimicrobial resistance. (Prevention of microbial
infections and their spread in humans) MS SH Total
Not relevant N 1 0 1
% 3.20% | 0.00% 1.20%
Somewhat relevant N 3 10 13
% 9.70% 20.00% 16.00%
Unsure / do not know N 0 1 1
% 0.00% | 2.00% 1.20%
Very relevant N 27 39 66
% 87.10% | 78.00% | 81.50%
Total N 31 50 81
% 100.00% | 100.00% | 100.00%
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Please rate how relevant each EU Action Plan
objective is for the current (2015) situation on
antimicrobial resistance. (Prevention of microbial
infections and their spread in animals)

Animal v Human

Animal Both Total
Somewhat relevant N 9 8 17
% 14.1% | 29.6% 18.7%
Unsure / do not know N 0 1 1
% 0.0% 3.7% 1.1%
Very relevant N 55 18 73
% 85.9% | 66.7% | 80.2%
Total N 64 27 91
% 100.0% 100.0% 100.0%
Please rate how relevant each EU Action Plan MS v SH
objective is for the current (2015) situation on
antimicrobial resistance. (Prevention of microbial
infections and their spread in animals)
MS SH Total
Somewhat relevant N 7 10 17
% 15.6% 21.7% 18.7%
Unsure / do not know N 0 1 1
% 0.0% 2.2% 1.1%
Very relevant N 38 35 73
% 84.4% 76.1% 80.2%
Total N 45 46 91
% 100.0% 100.0% 100.0%

Please rate how relevant each EU Action Plan

objective is for the current (2015) situation on

antimicrobial resistance. (Development of new
effective antimicrobials)

Animal v Human

Animal Human Both Total
Not relevant N 3 2 1 6
% 4.70% 3.70% 3.70% 4.10%
Somewhat relevant N 28 13 10 51
% 43.80% 24.10% 37.00% 35.20%
Unsure / do not know N 3 0 2 5
% 4.70% 0.00% 7.40% 3.40%
Very relevant N 30 39 14 83
% 46.90% 72.20% 51.90% 57.20%
Total N 64 54 27 145
% 100.00% | 100.00% | 100.00% | 100.00%
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Please rate how relevant each EU Action Plan objective is for SIS
the current (2015) situation on antimicrobial resistance.
(Development of new effective antimicrobials)
MS SH Total
Not relevant N 0 6 6
% 0.00% 7.80% 4.10%
Somewhat relevant N 26 25 51
% 38.20% 32.50% 35.20%
Unsure / do not know N 3 2 5
% 4.40% 2.60% 3.40%
Very relevant N 39 44 83
% 57.40% 57.10% 57.20%
Total N 68 77 145
% 100.00% | 100.00% | 100.00%
Please rate how relevant each EU Action Plan .
objective is for the current (2015) situation on a8 0
antimicrobial resistance. (Development of
alternatives for treatment of microbial infections) )
Animal Human Both Total
Not relevant N 0 3 1 4
% 0.00% 5.60% 3.70% 2.80%
Somewhat relevant N 13 13 5 31
% 20.30% | 24.10% | 18.50% | 21.40%
Unsure / do not know N 3 1 2 6
% 4.70% 1.90% 7.40% 4.10%
Very relevant N 48 37 19 104
% 75.00% 68.50% 70.40% 71.70%
Total N 64 54 27 145
% 100.00% | 100.00% | 100.00% | 100.00%
Please rate how relevant each EU Action Plan GRSl
objective is for the current (2015) situation on
antimicrobial resistance. (Development of
alternatives for treatment of microbial infections) MS SH Total
Not relevant N 0 4 4
% 0.00% | 5.20% 2.80%
Somewhat relevant N 16 15 31
% 23.50% 19.50% 21.40%
Unsure / do not know N 3 3 6
% 4.40% |  3.90% 4.10%
Very relevant N 49 55 104
% 72.10% 71.40% 71.70%
Total N 68 77 145
% 100.00% | 100.00% | 100.00%
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Please rate how relevant each EU Action Plan n
objective is for the current (2015) situation on Al AL Sl
antimicrobial resistance. (Cooperation at
international level to contain the risk of antimicrobial
resistance) Animal Human Both Total
Not relevant N 0 2 0 2
% 0.00% 3.70% 0.00% 1.40%
Somewhat relevant N 12 6 6 24
% 19.00% | 11.10% | 22.20% | 16.70%
Unsure / do not know N 0 0 1 1
% 0.00% 0.00% 3.70% 0.70%
Very relevant N 51 46 20 117
% 81.00% | 85.20% | 74.10% | 81.30%
Total N 63 54 27 144
% 100.00% | 100.00% | 100.00% | 100.00%
Please rate how relevant each EU Action Plan MS v SH
objective is for the current (2015) situation on
antimicrobial resistance. (Cooperation at international
level to contain the risk of antimicrobial resistance)
MS SH Total
Not relevant N 0 2 2
% 0.00% 2.63% 1.39%
Somewhat relevant N 10 14 24
% 14.71% 18.42% 16.67%
Unsure / do not know N 0 1 1
% 0.00% 1.32% 0.69%
Very relevant N 58 59 117
% 85.29% 77.63% 81.25%
Total N 68 76 144
% 100.00% 100.00% 100.00%
Please rate how relevant each EU Action Plan ]
objective is for the current (2015) situation on AERT V]
antimicrobial resistance. (Cooperation at EU level to
contain the risk of antimicrobial resistance)
Animal Human Both Total
Somewhat relevant N 10 6 1 17
% 15.60% | 11.30% 3.80% | 11.90%
Unsure / do not know N 0 0 1 1
% 0.00% 0.00% 3.80% 0.70%
Very relevant N 54 47 24 125
% 84.40% 88.70% 92.30% 87.40%
Total N 64 53 26 143
% 100.00% | 100.00% | 100.00% | 100.00%
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Please rate how relevant each EU Action Plan SIS
objective is for the current (2015) situation on
antimicrobial resistance. (Cooperation at EU level to
contain the risk of antimicrobial resistance)
MS SH Total
Somewhat relevant N 7 10 17
% 10.40% | 13.20% | 11.90%
Unsure / do not know N 0 1 1
% 0.00% | 1.30% 0.70%
Very relevant N 60 65 125
% 89.60% | 85.50% | 87.40%
Total N 67 76 143
% 100.00% | 100.00% | 100.00%

Please rate how relevant each EU Action Plan
objective is for the current (2015) situation on
antimicrobial resistance. (Monitoring and
surveillance of antimicrobial resistance)

Animal v Human

Animal Human Both Total
Not relevant N 1 0 1 2
% 1.50% 0.00% 3.70% 1.40%
Somewhat relevant N 6 11 3 20
% 9.20% 20.40% 11.10% 13.70%
Unsure / do not know N 1 0 1 2
% 1.50% 0.00% 3.70% 1.40%
Very relevant N 57 43 22 122
% 87.70% 79.60% 81.50% 83.60%
Total N 65 54 27 146
% 100.00% | 100.00% | 100.00% | 100.00%
Please rate how relevant each EU Action Plan MS v SH
objective is for the current (2015) situation on
antimicrobial resistance. (Monitoring and
surveillance of antimicrobial resistance)
MS SH Total
Not relevant N 1 1 2
% 1.40% | 1.30% 1.40%
Somewhat relevant N 6 14 20
% 8.70% 18.20% 13.70%
Unsure / do not know N 1 1 2
% 1.40% |  1.30% 1.40%
Very relevant N 61 61 122
% 88.40% 79.20% 83.60%
Total N 69 77 146
% 100.00% | 100.00% | 100.00%

229



Evaluation of the EC Action Plan against the rising threats from antimicrobial resistance

Please rate how relevant each EU Action Plan
objective is for the current (2015) situation on

Animal v Human

antimicrobial resistance. (Monitoring and
surveillance of antimicrobial use in human)
Human Both Total
Not relevant N 0 1 1
% 0.00% 3.70% 1.30%
Somewhat relevant N 8 3 11
% 15.10% | 11.10% | 13.80%
Unsure / do not know N 0 1 1
% 0.00% 3.70% 1.30%
Very relevant N 45 22 67
% 84.90% | 81.50% | 83.80%
Total N 53 27 80
% 100.00% | 100.00% | 100.00%

Please rate how relevant each EU Action Plan

objective is for the current (2015) situation on LR
antimicrobial resistance. (Monitoring and surveillance
of antimicrobial use in humans) MS SH Total
Not relevant N 1 0 1
% 3.20% | 0.00% 1.30%
Somewhat relevant N 3 8 11
% 9.70% | 16.30% 13.80%
Unsure / do not know N 0 1 1
% 0.00% | 2.00% 1.30%
Very relevant N 27 40 67
% 87.10% | 81.60% 83.80%
Total N 31 49 80
% 100.00% | 100.00% | 100.00%

Please rate how relevant each EU Action Plan
objective is for the current (2015) situation on

Animal v Human

antimicrobial resistance. (Monitoring and
surveillance of antimicrobial use in animals) )
Animal Both Total
Not relevant N 1 1 2
% 1.50% | 3.70% | 2.20%
Somewhat relevant N 5 6 11
% 7.70% 22.20% 12.00%
Unsure / do not know N 0 1 1
% 0.00% | 3.70% |  1.10%
Very relevant N 59 19 78
% 90.80% 70.40% 84.80%
Total N 65 27 92
% 100.00% | 100.00% | 100.00%
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Please rate how relevant each EU Action Plan

objective is for the current (2015) situation on el
antimicrobial resistance. (Monitoring and surveillance
of antimicrobial use in animals)
MS SH Total

Not relevant N 1 1 2

% 2.20% | 2.20% | 2.20%

Somewhat relevant N 4 7 11

% 8.70% | 15.20% | 12.00%

Unsure / do not know N 0 1 1

% 0.00% | 2.20% | 1.10%

Very relevant N 41 37 78

% 89.10% | 80.40% | 84.80%

Total N 46 46 92

% 100.00% | 100.00% | 100.00%

Please rate how relevant each EU Action Plan
objective is for the current (2015) situation on

Animal v Human

antimicrobial resistance. (Research into the causes
of antimicrobial resistance) .
Animal Human Both Total
Not relevant N 1 3 1 5
% 1.60% 5.60% 3.70% 3.40%
Somewhat relevant N 19 11 10 40
% 29.70% 20.40% 37.00% 27.60%
Unsure / do not know N 1 0 2 3
% 1.60% 0.00% 7.40% 2.10%
Very relevant N 43 40 14 97
% 67.20% 74.10% 51.90% 66.90%
Total N 64 54 27 145
% 100.00% | 100.00% | 100.00% | 100.00%

Please rate how relevant each EU Action Plan UEEE
objective is for the current (2015) situation on
antimicrobial resistance. (Research into the causes of
antimicrobial resistance) MS SH i
Not relevant N 1 4 5
% 1.50% | 5.20% 3.40%
Somewhat relevant N 15 25 40
% 22.10% | 32.50% | 27.60%
Unsure / do not know N 1 2 3
% 1.50% | 2.60% 2.10%
Very relevant N 51 46 97
% 75.00% 59.70% 66.90%
Total N 68 77 145
% 100.00% | 100.00% | 100.00%
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Please rate how relevant each EU Action Plan
objective is for the current (2015) situation on

Animal v Human

antimicrobial resistance. (Research on the prudent
use of antimicrobials and the impact of imprudent
use) Animal Human Both Total

Not relevant N 1 2 0 3

% 1.60% 3.70% 0.00% 2.10%

Somewhat relevant N 13 8 4 25

% 20.60% | 14.80% | 14.80% | 17.40%

Unsure / do not know N 2 0 2 4

% 3.20% 0.00% 7.40% 2.80%

Very relevant N a7 44 21 112

% 74.60% | 81.50% | 77.80% | 77.80%

Total N 63 54 27 144

% 100.00% | 100.00% | 100.00% | 100.00%

Please rate how relevant each EU Action Plan R
objective is for the current (2015) situation on
antimicrobial resistance. (Research on the prudent
use of antimicrobials and the impact of imprudent
use) MS SH Total
Not relevant N 0 3 3
% 0.00% 3.90% | 2.10%
Somewhat relevant N 9 16 25
% 13.20% 21.10% 17.40%
Unsure / do not know N 2 2 4
% 2.90% 2.60% | 2.80%
Very relevant N 57 55 112
% 83.80% 72.40% 77.80%
Total N 68 76 144
% 100.00% | 100.00% | 100.00%

Please rate how relevant each EU Action Plan
objective is for the current (2015) situation on

Animal v Human

antimicrobial resistance. (Communication, education
and training for human health professionals)
Human Both Total
Not relevant N 0 1 1
% 0.00% 3.70% | 1.20%
Somewhat relevant N 5 4 9
% 9.30% | 14.80% | 11.10%
Unsure / do not know N 0 1 1
% 0.00% 3.70% | 1.20%
Very relevant N 49 21 70
% 90.70% | 77.80% | 86.40%
Total N 54 27 81
% 100.00% | 100.00% | 100.00%
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Please rate how relevant each EU Action Plan

objective is for the current (2015) situation on el
antimicrobial resistance. (Communication,
education and training for human health
professionals)
MS SH Total
Not relevant N 1 0 1
% 3.20% 0.00% | 1.20%
Somewhat relevant N 0 9 9
% 0.00% 18.00% 11.10%
Unsure / do not know N 0 1 1
% 0.00% 2.00% | 1.20%
Very relevant N 30 40 70
% 96.80% 80.00% 86.40%
Total N 31 50 81
% 100.00% 100.00% | 100.00%
Please rate how relevant each EU Action Plan Animal v Human
objective is for the current (2015) situation on
antimicrobial resistance. (Communication,
education and training for people caring for
animals) Animal Both Total
Not relevant N 0 1 1
% 0.00% | 3.70% 1.10%
Somewhat relevant N 14 6 20
% 22.20% | 22.20% | 22.20%
Unsure / do not know N 0 2 2
% 0.00% | 7.40% | 2.20%
Very relevant N 49 18 67
% 77.80% 66.70% 74.40%
Total N 63 27 90
% 100.00% | 100.00% | 100.00%
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Please rate how relevant each EU Action Plan UERE
objective is for the current (2015) situation on
antimicrobial resistance. (Communication,
education and training for people caring for
animals) MS SH Total
Not relevant N 1 0 1
% 2.30% 0.00% 1.10%
Somewhat relevant N 8 12 20
% 18.20% 26.10% 22.20%
Unsure / do not know N 0 2 2
% 0.00% 4.30% 2.20%
Very relevant N 35 32 67
% 79.50% 69.60% 74.40%
Total N 44 46 90
% 100.00% | 100.00% | 100.00%

Please rate how relevant each EU Action Plan
objective is for the current (2015) situation on

Animal v Human

antimicrobial resistance. (Communication,
education and training for the general public) Animal Human Both Total
Not relevant N 1 0 0 1
% 1.60% 0.00% 0.00% 0.70%
Somewhat relevant N 14 38 8 30
% 21.90% | 14.80% | 29.60% | 20.70%
Unsure / do not know N 0 0 2 2
% 0.00% | 0.00% | 7.40% 1.40%
Very relevant N 49 46 17 112
% 76.60% 85.20% 63.00% 77.20%
Total N 64 54 27 145
% 100.00% | 100.00% | 100.00% | 100.00%
Please rate how relevant each EU Action Plan LB
objective is for the current (2015) situation on
antimicrobial resistance. (Communication,
education and training for the general public)
MS SH Total
Not relevant N 1 0 1
% 1.50% | 0.00% 0.70%
Somewhat relevant N 11 19 30
% 16.20% | 24.70% | 20.70%
Unsure / do not know N 0 2 )
% 0.00% | 2.60% 1.40%
Very relevant N 56 56 112
% 82.40% | 72.70% | 77.20%
Total N 68 77 145
% 100.00% | 100.00% | 100.00%
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Are there any other important issues for Animal v Human
addressing antimicrobial resistance not covered ! v HU
by the objectives listed above?
Animal Human Both Total
No, all of the important issues are N 33 28 4 65
covered 5
% 51.60% | 53.80% | 16.00% | 46.10%
Unsure / Do not know N 9 4 4 17
% 14.10% 7.70% 16.00% 12.10%
Yes N 22 20 17 59
% 34.40% | 38.50% | 68.00% | 41.80%
Total N 64 52 25 141
% 100.00% | 100.00% | 100.00% | 100.00%
Are there any other important issues for MS v SH
addressing antimicrobial resistance not covered
by the objectives listed above?
MS SH Total
No, all of the important issues are N 34 31 65
covered 5
% 50.00% | 42.50% | 46.10%
Unsure / Do not know N 10 7 17
% 14.70% 9.60% | 12.10%
Yes N 24 35 59
% 35.30% | 47.90% | 41.80%
Total N 68 73 141
% 100.00% | 100.00% | 100.00%
Do you expect some of these issues to become Animal v Human
more important in the next 5-10 years than they
are now? Animal Human Both Total
No, | expect these issues to decrease in | N 2 0 0 2
importance in the next 5-10 years 5
4l 3.10% 0.00% 0.00% 1.40%
No, | expect these issues to remainat | N 10 10 3 23
the same level of importance as they S
are now Yo 15.60% 19.20% 11.50% 16.20%
Unsure / Do not know N 6 0 0 6
% 9.40% 0.00% 0.00% 4.20%
Yes, all of these issues will become N 21 26 13 60
more important in 5-10 years S
%o 32.80% 50.00% 50.00% 42.30%
Yes, some of them will become more N 25 16 10 51
important in 5-10 years o
4l 39.10% 30.80% 38.50% 35.90%
Total N 64 52 26 142
% 100.00% | 100.00% | 100.00% | 100.00%
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Do you expect some of these issues to become

more important in the next 5-10 years than they LA
are now? MS SH Total
No, | expect these issues to decrease in | N 2 0 2
importance in the next 5-10 years 5
% 3.00% | 0.00% [ 1.40%
No, | expect these issues to remainat | N 18 5 23
the same level of importance as they o
are now 4l 26.90% 6.70% | 16.20%
Unsure / Do not know N 4 2 6
% 6.00% | 2.70% [ 4.20%
Yes, all of these issues will become N 28 32 60
more important in 5-10 years o
4l 41.80% 42.70% 42.30%
Yes, some of them will become more N 15 36 51
important in 5-10 years o
% 22.40% | 48.00% | 35.90%
Total N 67 75 142
% 100.00% | 100.00% | 100.00%
Distribution of actions
Is the distribution of actions and responsibilities ]
between the EU and Member States in the areas iiiialviLbman
below appropriate? (Appropriate use of
antimicrobials in humans) Human Both Total
No N 7 8 15
% 135% |  30.8% 19.2%
Unsure / do not know N 11 5 16
% 21.2% 19.2% 20.5%
Yes N 34 13 47
% 65.4% 50.0% 60.3%
Total N 52 26 78
% 100.0% 100.0% 100.0%
Is the distribution of actions and responsibilities MS v SH
between the EU and Member States in the areas
below appropriate? (Appropriate use of
antimicrobials in humans)
MS SH Total
No N 5 10 15
% 17.2% 20.4% | 19.2%
Unsure / Do not know N 5 11 16
% 17.2% 22.4% | 20.5%
Yes N 19 28 47
% 65.5% 57.1% | 60.3%
Total N 29 49 78
% 100.0% | 100.0% | 100.0%
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Is the distribution of actions and responsibilities
between the EU and Member States in the areas

Animal v Human

below appropriate? (Appropriate use of
antimicrobials in animals)
Animal Both Total
No N 13 8 21
% 20.3% 30.8% 23.3%
Unsure / do not know N 18 4 22
% 28.1% 15.4% 24.4%
Yes N 33 14 47
% 51.6% 53.8% 52.2%
Total N 64 26 90
% 100.0% 100.0% 100.0%
Is the distribution of actions and responsibilities MS v SH
between the EU and Member States in the areas
below appropriate? (Appropriate use of
antimicrobials in animals)
MS SH Total
No N 8 13 21
% 18.2% 28.3% 23.3%
Unsure / Do not know N 10 12 22
% 22.7% 26.1% 24.4%
Yes N 26 21 47
% 59.1% 45.7% 52.2%
Total N 44 46 90
% 100.0% 100.0% 100.0%
Is the distribution of actions and responsibilities ]
between the EU and Member States in the areas AninalviLiinan
below appropriate? (Prevention of microbial
infections and their spread in humans)
Human Both Total
No N 7 6 13
% 13.7% 23.1% 16.9%
Unsure / do not know N 11 6 17
% 21.6% 23.1% 22.1%
Yes N 33 14 47
% 64.7% 53.8% 61.0%
Total N 51 26 77
% 100.0% 100.0% 100.0%
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Is the distribution of actions and responsibilities

between the EU and Member States in the areas ALK
below appropriate? (Prevention of microbial
infections and their spread in humans)
MS SH Total
No N 2 11 13
% 7.1% 22.4% 16.9%
Unsure / Do not know N 5 12 17
% 17.9% 24.5% 22.1%
Yes N 21 26 47
% 75.0% 53.1% 61.0%
Total N 28 49 77
% 100.0% | 100.0% | 100.0%
Is the distribution of actions and responsibilities ]
between the EU and Member States in the areas AL Ve
below appropriate? (Prevention of microbial
infections and their spread in animals)
Animal Both Total
No N 7 4 11
% 10.9% 16.0% 12.4%
Unsure / do not know N 21 5 26
% 32.8% 20.0% 29.2%
Yes N 36 16 52
% 56.3% 64.0% 58.4%
Total N 64 25 89
% 100.0% 100.0% 100.0%
Is the distribution of actions and responsibilities MS v SH
between the EU and Member States in the areas
below appropriate? (Prevention of microbial
infections and their spread in animals)
MS SH Total
No N 3 8 11
% 6.8% 17.8% 12.4%
Unsure / Do not know N 12 14 26
% 27.3% 31.1% 29.2%
Yes N 29 23 52
% 65.9% 51.1% 58.4%
Total N 44 45 89
% 100.0% 100.0% 100.0%
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e e e B s e Al v
below appropriate? (Development of new effective
antimicrobials)
Animal Human Both Total
No N 6 10 7 23
% 9.40% 19.20% 26.90% 16.20%
Unsure / do not know N 34 19 8 61
% 53.10% | 36.50% | 30.80% | 43.00%
Yes N 24 23 11 58
% 37.50% 44.20% 42.30% 40.80%
Total N 64 52 26 142
% 100.00% | 100.00% | 100.00% | 100.00%
Is the distribution of actions and responsibilities MS v SH
between the EU and Member States in the areas
below appropriate? (Development of new effective
antimicrobials)
MS SH Total
No N 10 13 23
% 15.2% 17.1% | 16.2%
Unsure / Do not know N 27 34 61
% 40.9% 44.7% | 43.0%
Yes N 29 29 58
% 43.9% 38.2% | 40.8%
Total N 66 76 142
% 100.0% 100.0% | 100.0%
O e L e pomal v uran
below appropriate? (Development of alternatives for
treatment of microbial infections)
Animal Human Both Total
No N 12 12 10 34
% 18.80% 23.10% 38.50% 23.90%
Unsure / do not know N 32 17 6 55
% 50.00% 32.70% 23.10% 38.70%
Yes N 20 23 10 53
% 31.30% 44.20% 38.50% 37.30%
Total N 64 52 26 142
% 100.00% | 100.00% | 100.00% | 100.00%
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Is the distribution of actions and responsibilities

between the EU and Member States in the areas SIS
below appropriate? (Development of alternatives for
treatment of microbial infections)
MS SH Total
No N 11 23 34
% 16.7% 30.3% 23.9%
Unsure / Do not know N 29 26 55
% 43.9% 34.2% 38.7%
Yes N 26 27 53
% 39.4% 35.5% 37.3%
Total N 66 76 142
% 100.0% | 100.0% | 100.0%
T T Aol v s
below appropriate? (Cooperation at international
level to contain the risk of antimicrobial resistance)
Animal Human Both Total
No N 12 9 7 28
% 18.80% | 17.30% | 26.90% | 19.70%
Unsure / do not know N 16 14 4 34
% 25.00% | 26.90% | 15.40% | 23.90%
Yes N 36 29 15 80
% 56.30% 55.80% 57.70% 56.30%
Total N 64 52 26 142
% 100.00% | 100.00% | 100.00% | 100.00%
Is the distribution of actions and responsibilities MS v SH
between the EU and Member States in the areas
below appropriate? (Cooperation at international level
to contain the risk of antimicrobial resistance)
MS SH Total
No N 8 20 28
% 12.1% | 26.3% 19.7%
Unsure / Do not know N 15 19 34
% 22.7% | 25.0% 23.9%
Yes N 43 37 80
% 65.2% | 48.7% 56.3%
Total N 66 76 142
% 100.0% | 100.0% 100.0%
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e e pomal v s
below appropriate? (Cooperation at EU level to
contain the risk of antimicrobial resistance)
Animal Human Both Total
No N 15 7 7 29
% 23.80% 13.50% 26.90% 20.60%
Unsure / do not know N 16 13 5 34
% 25.40% 25.00% 19.20% 24.10%
Yes N 32 32 14 78
% 50.80% | 61.50% | 53.80% | 55.30%
Total N 63 52 26 141
% 100.00% | 100.00% | 100.00% | 100.00%
Is the distribution of actions and responsibilities MS v SH
between the EU and Member States in the areas
below appropriate? (Cooperation at EU level to
contain the risk of antimicrobial resistance)
MS SH Total
No N 9 20 29
% 13.8% | 26.3% 20.6%
Unsure / Do not know N 15 19 34
% 23.1% | 25.0% 24.1%
Yes N 41 37 78
% 63.1% | 48.7% 55.3%
Total N 65 76 141
% 100.0% | 100.0% 100.0%
e e e poimal v s
below appropriate? (Monitoring and surveillance of
antimicrobial resistance)
Animal Human Both Total
No N 9 5 4 18
% 14.10% 9.60% 15.40% 12.70%
Unsure / do not know N 14 14 6 34
% 21.90% 26.90% 23.10% 23.90%
Yes N 41 33 16 90
% 64.10% 63.50% 61.50% 63.40%
Total N 64 52 26 142
% 100.00% | 100.00% | 100.00% | 100.00%
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Is the distribution of actions and responsibilities MS v SH
between the EU and Member States in the areas
below appropriate? (Monitoring and surveillance of
antimicrobial resistance)
MS SH Total
No N 4 14 18
% 6.1% | 18.4% 12.7%
Unsure / Do not know N 12 22 34
% 18.2% | 28.9% 23.9%
Yes N 50 40 90
% 75.8% | 52.6% 63.4%
Total N 66 76 142
% 100.0% | 100.0% 100.0%
Is the distribution of actions and responsibilities ]
between the EU and Member States in the areas A Ve
below appropriate? (Monitoring and surveillance of
antimicrobial use in human)
Human Both Total
No N 4 2 6
% 7.7% 7.7% 7.7%
Unsure / do not know N 14 7 21
% 26.9% 26.9% 26.9%
Yes N 34 17 51
% 65.4% 65.4% 65.4%
Total N 52 26 78
% 100.0% 100.0% 100.0%
Is the distribution of actions and responsibilities MS v SH
between the EU and Member States in the areas
below appropriate? (Monitoring and surveillance of
antimicrobial use in human)
MS SH Total
No N 0 6 6
% 0.0% | 12.2% 7.7%
Unsure / Do not know N 5 16 21
% 17.2% | 32.7% 26.9%
Yes N 24 27 51
% 82.8% | 55.1% 65.4%
Total N 29 49 78
% 100.0% | 100.0% 100.0%
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Is the distribution of actions and responsibilities

Animal v Human

between the EU and Member States in the areas
below appropriate? (Monitoring and surveillance of
antimicrobial use in animals) Animal Both Total
No N 12 4 16
% 18.8% 15.4% 17.8%
Unsure / do not know N 13 6 19
% 20.3% 23.1% 21.1%
Yes N 39 16 55
% 60.9% 61.5% 61.1%
Total N 64 26 90
% 100.0% 100.0% 100.0%
Is the distribution of actions and responsibilities MS v SH
between the EU and Member States in the areas
below appropriate? (Monitoring and surveillance of
antimicrobial use in animals)
MS SH Total
No N 6 10 16
% 13.6% 21.7% 17.8%
Unsure / Do not know N 7 12 19
% 15.9% 26.1% 21.1%
Yes N 31 24 55
% 70.5% 52.2% 61.1%
Total N 44 46 90
% 100.0% | 100.0% | 100.0%
Is the distribution of actions and responsibilities ]
between the EU and Member States in the areas AL Y e
below appropriate? (Research into the causes of
antimicrobial resistance)
Animal Human Both Total
No N 7 8 5 20
% 10.90% 15.40% 19.20% 14.10%
Unsure / do not know N 26 21 7 54
% 40.60% 40.40% 26.90% 38.00%
Yes N 31 23 14 68
% 48.40% 44.20% 53.80% 47.90%
Total N 64 52 26 142
% 100.00% | 100.00% | 100.00% | 100.00%
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Is the distribution of actions and responsibilities

between the EU and Member States in the areas MS v SH
below appropriate? (Research into the causes of
antimicrobial resistance)
MS SH Total
No N 8 12 20
% 12.1% 15.8% 14.1%
Unsure / Do not know N 25 29 54
% 37.9% 38.2% 38.0%
Yes N 33 35 68
% 50.0% 46.1% 47.9%
Total N 66 76 142
% 100.0% 100.0% 100.0%
e R e snmaly man
below appropriate? (Research on the prudent use of
antimicrobials and the impact of imprudent use)
Animal Human Both Total
No N 8 11 4 23
% 12.50% | 21.20% | 15.40% | 16.20%
Unsure / do not know N 24 18 9 51
% 37.50% 34.60% 34.60% 35.90%
Yes N 32 23 13 68
% 50.00% 44.20% 50.00% 47.90%
Total N 64 52 26 142
% 100.00% | 100.00% | 100.00% | 100.00%
Is the distribution of actions and responsibilities MS v SH
between the EU and Member States in the areas
below appropriate? (Research on the prudent use of
antimicrobials and the impact of imprudent use)
MS SH Total
No N 10 13 23
% 15.2% 17.1% 16.2%
Unsure / Do not know N 23 28 51
% 34.8% 36.8% 35.9%
Yes N 33 35 68
% 50.0% 46.1% 47.9%
Total N 66 76 142
% 100.0% | 100.0% | 100.0%
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Is the distribution of actions and responsibilities
between the EU and Member States in the areas

Animal v Human

below appropriate? (Communication, education and
training for human health professionals)
Human Both Total
No N 8 5 13
% 15.7% 19.2% 16.9%
Unsure / do not know N 13 9 22
% 25.5% 34.6% 28.6%
Yes N 30 12 42
% 58.8% 46.2% 54.5%
Total N 51 26 77
% 100.0% 100.0% 100.0%
Is the distribution of actions and responsibilities MS v SH
between the EU and Member States in the areas
below appropriate? (Communication, education and
training for human health professionals)
MS SH Total
No N 2 11 13
% 6.9% 22.9% 16.9%
Unsure / Do not know N 6 16 22
% 20.7% 33.3% 28.6%
Yes N 21 21 42
% 72.4% 43.8% 54.5%
Total N 29 48 77
% 100.0% 100.0% 100.0%
Is the distribution of actions and responsibilities ]
between the EU and Member States in the areas Animaliviblimsn
below appropriate? (Communication, education and
training for people caring for animals)
Animal Both Total
No N 6 7 13
% 9.4% 26.9% 14.4%
Unsure / do not know N 19 8 27
% 29.7% 30.8% 30.0%
Yes N 39 11 50
% 60.9% 42.3% 55.6%
Total N 64 26 90
% 100.0% | 100.0% | 100.0%
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Is the distribution of actions and responsibilities

between the EU and Member States in the areas SIS
below appropriate? (Communication, education and
training for people caring for animals)
MS SH Total
No N 4 9 13
% 8.9% 20.0% 14.4%
Unsure / Do not know N 12 15 27
% 26.7% 33.3% 30.0%
Yes N 29 21 50
% 64.4% 46.7% 55.6%
Total N 45 45 90
% 100.0% | 100.0% | 100.0%
Is the distribution of actions and responsibilities ]
between the EU and Member States in the areas (I A
below appropriate? (Communication, education and
training for the general public)
Animal Human Both Total
No N 8 5 7 20
% 12.30% 9.80% 29.20% 14.30%
Unsure / do not know N 25 15 8 48
% 38.50% | 29.40% | 33.30% [ 34.30%
Yes N 32 31 9 72
% 49.20% 60.80% 37.50% 51.40%
Total N 65 51 24 140
% 100.00% | 100.00% | 100.00% | 100.00%
Is the distribution of actions and responsibilities MS v SH
between the EU and Member States in the areas
below appropriate? (Communication, education and
training for the general public)
MS SH Total
No N 5 15 20
% 7.6% 20.3% 14.3%
Unsure / Do not know N 21 27 48
% 31.8% 36.5% 34.3%
Yes N 40 32 72
% 60.6% 43.2% 51.4%
Total N 66 74 140
% 100.0% | 100.0% | 100.0%
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1.3 Effectiveness

Holistic approach

The EU Action Plan states that, because antimicrobial

Animal v Human

resistance can spread between humans and animals
and cross borders, tackling antimicrobial resistance
requires a holistic approach involving many different
sectors (e.g. medicine, veterinary medicine, animal
husbandry, agriculture, environment and trade). Do
you agree with the need for a holistic approach? Animal Human Both Total
No N 1 1 0 2
% 1.5% 1.9% 0.0% 1.4%
Unsure / Do not know N 0 1 0 1
% 0.0% 1.9% 0.0% 0.7%
Yes N 64 51 28 143
% 98.5% | 96.2% | 100.0% 97.9%
Total N 65 53 28 146
% 100.0% | 100.0% | 100.0% 100.0%
The EU Action Plan states that, because antimicrobial MS v SH
resistance can spread between humans and animals
and cross borders, tackling antimicrobial resistance
requires a holistic approach involving many different
sectors (e.g. medicine, veterinary medicine, animal
husbandry, agriculture, environment and trade). Do
you agree with the need for a holistic approach? MS SH Total
No N 7 21 28
% 10.30% | 28.00% | 19.60%
Unsure / Do not know N 0 1 1
% 0.0% | 1.3% 7%
Yes N 68 75 143
% 98.6% | 97.4% | 97.9%
Total N 69 77 146
% 100.0% | 100.0% | 100.0%
Does the EU Action Plan capture this holistic Animal v Human
approach?
Animal Human Both Total
No N 10 7 11 28
% 15.6% 13.7% 39.3% 19.6%
Unsure / Do not know N 10 8 7 25
% 15.6% 15.7% 25.0% 17.5%
Yes N 44 36 10 90
% 68.8% 70.6% 35.7% 62.9%
Total N 64 51 28 143
% 100.0% | 100.0% | 100.0% 100.0%
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Does the EU Action Plan capture this holistic

MS v SH
approach?
MS SH Total
No N 7 21 28
% 10.3% | 28.0% | 19.6%
Unsure / Do not know N 8 17 25
% 11.8% | 22.7% | 17.5%
Yes N 53 37 90
% 77.9% | 49.3% | 62.9%
Total N 68 75 143
% 100.0% | 100.0% | 100.0%
Trends
In the past four years (since 2011), what has been Animal v Human
the trend in the total consumption of antimicrobials
for use in humans in the country in which you live?
Human Both Total
Decrease in the use of antimicrobials | N 16 5 21
% 30.80% | 18.50% | 26.60%
Increase in the use of antimicrobials N 16 10 26
% 30.80% | 37.00% | 32.90%
No change in the use of antimicrobials | N 10 6 16
% 19.20% | 22.20% | 20.30%
Unsure / Do not know N 10 6 16
% 19.20% | 22.20% | 20.30%
Total N 52 27 79
% 100.00% | 100.00% | 100.00%
In the past four years (since 2011), what has been MS v SH
the trend in the total consumption of antimicrobials
for use in humans in the country in which you live?
MS SH Total
Decrease in the use of antimicrobials | N 12 9 21
% 38.7% 18.8% | 26.6%
Increase in the use of antimicrobials | N 8 18 26
% 25.8% 37.5% | 32.9%
No change in the use of antimicrobials | N 8 8 16
% 25.8% 16.7% | 20.3%
Unsure / Do not know N 3 13 16
% 9.7% 27.1% | 20.3%
Total N 31 48 79
% 100.0% | 100.0% | 100.0%
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Can the trend in the total consumption of

Animal v Human

antimicrobials for use in humans be attributed,
wholly or in part, to the EU Action Plan?
Human Both Total
No N 18 8 26
% 41.90% | 38.10% | 40.60%
Unsure / Do not know N 18 11 29
% 41.90% 52.40% 45.30%
Yes N 7 2 9
% 16.30% 9.50% | 14.10%
Total N 43 21 64
% 100.00% | 100.00% | 100.00%
Can the trend in the total consumption of MS v SH
antimicrobials for use in humans be attributed,
wholly or in part, to the EU Action Plan? MS SH Total
No N 14 12 26
% 50.0% | 33.3% 40.6%
Unsure / Do not know N 11 18 29
% 39.3% | 50.0% 45.3%
Yes N 3 6 9
% 10.7% | 16.7% 14.1%
Total N 28 36 64
% 100.0% | 100.0% 100.0%
In the past four years (since 2011), what has been Animal v Human
the trend in the appropriate use of antimicrobials in
humans in the country in which you live?
Human Both Total
Decrease in appropriate use of N 5 2 7
antimicrobials 5
% 9.43% | 7.41% 8.75%
Increase in appropriate use of N 21 8 29
antimicrobials 5
% 39.60% 29.60% 36.30%
No change in appropriate use of N 15 10 25
antimicrobials S
%o 28.30% | 37.04% 31.25%
Unsure / Do not know N 12 7 19
% 22.64% 25.93% 23.75%
Total N 53 27 30
% 100.00% | 100.00% | 100.00%
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In the past four years (since 2011), what has been

the trend in the appropriate use of antimicrobials in LSRG
humans in the country in which you live?
MS SH Total
Decrease in appropriate use of N 3 4 7
antimicrobials 5
%o 9.70% 8.20% 8.80%
Increase in appropriate use of N 11 18 29
antimicrobials 5
% 35.50% 36.70% 35.00%
No change in appropriate use of N 8 17 o5
antimicrobials 9
% 25.80% | 34.70% | 31.30%
Unsure / Do not know N 9 10 19
% 29.00% 20.40% 23.80%
Total N 31 49 80
% 100.00% | 100.00% | 100.00%
Can the trend in the appropriate use of ]
antimicrobials in humans be attributed, wholly or in el AU
part, to the EU Action Plan? Human Both Total
No N 14 6 20
% 34.15% | 28.57% | 32.26%
Unsure / Do not know N 14 7 21
% 34.15% 33.33% 33.87%
Yes N 13 8 21
% 31.71% | 38.10% | 33.87%
Total N 41 21 62
% 100.00% | 100.00% | 100.00%
Can the trend in the appropriate use of MS v SH
antimicrobials in humans be attributed, wholly or in
part, to the EU Action Plan? MS SH Total
No N 11 9 20
% 47.80% 23.10% 32.30%
Unsure / Do not know N 8 13 21
% 34.80% 33.30% 33.90%
Yes N 4 17 21
% 17.40% | 43.60% | 33.90%
Total N 23 39 62
% 100.00% | 100.00% | 100.00%
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In the past four years (since 2011), what has been the trend in country-

level indicators of resistance in microorganisms of major public health

importance (e.g. multidrug-resistant tuberculosis or multidrug-resistant
Salmonella), including Hospital Acquired Infections (HAISs) in the country

Animal v Human

in which you live?

Human Both Total
General N 13 2 15
improvement 5
4l 24.50% 7.40% 18.80%
Generally becoming | N 22 13 35
worse P
4l 41.50% 48.10% 43.80%
No change N 9 6 15
% 17.00% | 22.20% | 18.80%
Unsure / Do not N 9 6 15
know P
% 17.00% | 22.20% | 18.80%
Total N 53 27 30
% 100.00% | 100.00% | 100.00%
In the past four years (since 2011), what has been the trend in MS v SH
country-level indicators of resistance in microorganisms of major
public health importance (e.g. multidrug-resistant tuberculosis or
multidrug-resistant Salmonella), including Hospital Acquired
Infections (HAIS) in the country in which you live?
MS SH Total
General N 7 8 15
improvement 5
% 22.60% | 16.30% | 18.80%
Generally becoming | N 14 21 35
worse o
4l 45.20% 42.90% 43.80%
No change N 7 8 15
% 22.60% | 16.30% | 18.80%
Unsure / Do not N 3 12 15
know o
4l 9.70% 24.50% 18.80%
Total N 31 49 30
% 100.00% | 100.00% | 100.00%
Can the trend in country-level indicators of resistance in microorganisms 3
of major public health importance be attributed, wholly or in part, to the A Y e
EU Action Plan?
Human Both Total
No N 20 6 26
% 45.50% | 28.60% | 40.00%
Unsure / Do not N 13 11 24
know o
4l 29.50% 52.40% 36.90%
Yes N 11 4 15
% 25.00% | 19.00% | 23.10%
Total N 44 21 65

%

100.00% | 100.00% | 100.00%
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Can the trend in country-level indicators of resistance in MS v SH
microorganisms of major public health importance be attributed,
wholly or in part, to the EU Action Plan?
MS SH Total
No N 14 12 26
% 50.00% 32.40% 40.00%
Unsure / Do not N 8 16 24
know P
% 28.60% | 43.20% | 36.90%
Yes N 6 9 15
% 21.40% 24.30% 23.10%
Total N 28 37 65
% 100.00% | 100.00% | 100.00%
Please indicate whether in your opinion the following aspects of this ]
recommendation have been achieved in the past four years (since 2011) in iiiialviLbmen
the country in which you live (or EU). (Implementation of prescription-only
requirements for antimicrobial agents.)
Human Both Total
Achieved N 18 12 30
% 36.00% 44.40% 39.00%
No progress N 5 2 7
% 10.00% 7.40% 9.10%
Not applicable N 7 1 8
% 14.00% 3.70% 10.40%
Partly achieved N 13 3 16
% 26.00% 11.10% 20.80%
Unsure / Do not 7 9 16
know
14.00% 33.30% 20.80%
Total N 50 27 77
% 100.00% | 100.00% | 100.00%
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Please indicate whether in your opinion the following aspects of this MS v SH
recommendation have been achieved in the past four years (since
2011) in the country in which you live (or EU). (Implementation of
prescription-only requirements for antimicrobial agents.)
MS SH Total
Achieved N 19 11 30
% 61.30% | 23.90% | 39.00%
No progress N 0 7 7
% 0.00% 15.20% 9.10%
Not applicable N 7 1 8
% 22.60% 2.20% | 10.40%
Partly achieved N 3 13 16
% 9.70% 28.30% 20.80%
Unsure / Do not N 2 14 16
know p
% 6.50% | 30.40% | 20.80%
Total N 31 46 77
% 100.00% | 100.00% | 100.00%

Please indicate whether in your opinion the following aspects of this

recommendation have been achieved in the past four years (since 2011) in I A

the country in which you live (or EU). (Implementation of control
measures against antimicrobial resistance in nursing homes and long-
term care facilities.)
Human Both Total
Achieved N 3 3 6
% 6.00% 11.10% 7.80%
No progress N 10 3 13
% 20.00% 11.10% 16.90%
Not applicable N 1 0 1
% 2.00% 0.00% 1.30%
Partly achieved N 25 11 36
% 50.00% 40.70% 46.80%
Unsure / Do not 11 10 21
know
22.00% 37.00% 27.30%
Total N 50 27 77
% 100.00% | 100.00% | 100.00%
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Please indicate whether in your opinion the following aspects of this MS v SH
recommendation have been achieved in the past four years (since
2011) in the country in which you live (or EU). (Implementation of
control measures against antimicrobial resistance in nursing homes
and long-term care facilities.) |
MS SH Total
Achieved N 4 2 6
% 12.90% 4.30% 7.80%
No progress N 5 8 13
% 16.10% | 17.40% | 16.90%
Not applicable N 1 0 1
% 3.20% 0.00% 1.30%
Partly achieved N 14 22 36
% 45.20% | 47.80% | 46.80%
Unsure / Do not N 7 14 21
know o
4l 22.60% 30.40% 27.30%
Total N 31 46 77
% 100.00% | 100.00% | 100.00%
Please indicate whether in your opinion the following aspects of this ]
recommendation have been achieved in the past four years (since 2011) in AnimalviLiiman
the country in which you live (or EU). (Development of education and
training for healthcare workers on all aspects of antimicrobial resistance.)
Human Both Total
Achieved N 6 5 11
% 12.00% 18.50% 14.30%
No progress N 5 2 7

%

10.00% 7.40% 9.10%

Partly achieved N

%

32

13 45

64.00% 48.10% 58.40%

Unsure / Do not 7 7 14
know

14.00% 25.90% 18.20%

Total N 50 27 77

%

100.00% | 100.00% | 100.00%
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Please indicate whether in your opinion the following aspects of this MS v SH
recommendation have been achieved in the past four years (since
2011) in the country in which you live (or EU). (Development of
education and training for healthcare workers on all aspects of
antimicrobial resistance.)
MS SH Total
Achieved N 10 1 11
% 32.30% | 2.20% | 14.30%
No progress N 2 5 7
% 6.50% | 10.90% 9.10%
Partly achieved N 16 29 45
% 51.60% 63.00% 58.40%
Unsure / Do not N 3 11 14
know o
% 9.70% | 23.90% | 18.20%
Total N 31 46 77
% 100.00% | 100.00% | 100.00%
Please indicate whether in your opinion the following aspects of this ]
recommendation have been achieved in the past four years (since 2011) in I A
the country in which you live (or EU). (Improvement in monitoring and
assessment at national level of the implementation and efficiency of
national strategies and control measures)
Human Both Total
Achieved N 7 5 12
% 14.00% 19.20% 15.80%
No progress N 7 0 7
% 14.00% 0.00% 9.20%
Not applicable N 2 0 2
% 4.00% 0.00% 2.60%
Partly achieved N 29 14 43
% 58.00% 53.80% 56.60%
Unsure / Do not 5 7 12
know
10.00% 26.90% 15.80%
Total N 50 26 76
% 100.00% | 100.00% | 100.00%
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Please indicate whether in your opinion the following aspects of this MS v SH
recommendation have been achieved in the past four years (since
2011) in the country in which you live (or EU). (Improvement in
monitoring and assessment at national level of the implementation
and efficiency of national strategies and control measures)
MS SH Total
Achieved N 10 2 12
% 32.30% | 4.40% | 15.80%
No progress N 4 3 7
% 12.90% 6.70% 9.20%
Not applicable N 0 2 2
% 0.00% 4.40% 2.60%
Partly achieved N 16 27 43
% 51.60% | 60.00% | 56.60%
Unsure / Do not N 1 11 12
know p
%o 3.20% 24.40% 15.80%
Total N 31 45 76
% 100.00% | 100.00% | 100.00%
Can these developments be attributed (wholly or in part) to the EU Action Animal v Human
Plan?
Human Both Total
No N 5 4 9
% 10.00% | 14.80% | 11.70%
Unsure / Do not N 25 15 40
know 5
4l 50.00% 55.60% 51.90%
Yes N 20 8 28
% 40.00% 29.60% 36.40%
Total N 50 27 77
% 100.00% | 100.00% | 100.00%
Can these developments be attributed (wholly or in part) to the EU MS v SH
Action Plan?
MS SH Total
No N 7 2 9
% 22.60% 4.30% [ 11.70%
Unsure / Do not N 15 25 40
know 5
gl 48.40% 54.30% 51.90%
Yes N 9 19 28
% 29.00% | 41.30% | 36.40%
Total N 31 46 77
% 100.00% | 100.00% | 100.00%
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In the past four years (since 2011), what do you think has been the trend MS v SH
in the total consumption of antimicrobials for use in animals in the
country in which you live?
MS SH Total
Decrease inuse of | N 24 29 53
antimicrobials in p
animals %o 53.30% | 64.40% | 58.90%
Increase in use of N 8 6 14
antimicrobials in o
animals 4l 17.80% | 13.30% | 15.60%
No change N 11 3 14
% 24.40% 6.70% 15.60%
Unsure / Do not N 2 7 9
know o
gl 4.4% 15.5% 10.0%
Total N 45 45 90
% 100.00% | 100.00% | 100.00%
In the past four years (since 2011), what do you think has been Animal v Human
the trend in the total consumption of antimicrobials for use in
animals in the country in which you live?
Animal Both Total
Decrease inuse of | N 36 17 53
antimicrobials in p
animals 4l 57.10% 63.00% 58.90%
Increase in use of N 10 4 14
antimicrobials in o
animals 4l 15.90% | 14.80% | 15.60%
No change N 12 2 14
% 19.00% 7.40% 15.60%
Unsure / Do not N 5 4 9
know o
gl 7.9% 14.8% 10.0%
Total N 63 27 90
% 100.00% | 100.00% | 100.00%
Can the trend in the total consumption of antimicrobials for use in MS v SH
animals be attributed, wholly or in part, to the EU Action Plan?
MS SH Total
No N 15 7 22
% 34.90% 17.90% 26.80%
Unsure / Do not N 16 13 29
know 0
gl 37.20% 33.30% 35.30%
Yes N 12 19 31
% 27.90% | 48.70% | 37.80%
Total N 43 39 82
% 100.0% 100.0% 100.0%
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Can the trend in the total consumption of antimicrobials for use .
in animals be attributed, wholly or in part, to the EU Action Plan? AE Y A
Animal Both Total
No N 17 5 22
% 28.80% | 21.70% | 26.80%
Unsure / Do not N 18 11 29
know o
% 30.50% 47.80% 35.30%
Yes N 24 7 31
% 40.70% | 30.40% | 37.80%
Total N 59 23 82
% 100.0% | 100.0% | 100.0%

Developing new AMs

Improvement in efficiency of research and development through open Animal v Human
sharing of knowledge (e.g. through the launch of a programme for
research on new antibiotics with the European Federation of
Pharmaceutical Industries and Associations within the Innovative
Medicines Initiative Joint Undertaking) in the country in which you live.
Animal Human Both Total
There has beenno | N 1 19 4 24
progress in this area [
since 2011 4l 6.70% | 37.30% | 14.80% | 25.80%
This has partly been | N 1 10 12 23
achieved o
4l 6.70% 19.60% 44.40% 24.70%
Unsure / Do not N 13 19 9 41
know p
% 86.70% | 37.30% | 33.30% | 44.10%
Yes, this has been | N 0 3 2 5
achieved o
%o 0.00% 5.90% 7.40% 5.40%
Total N 15 51 27 93
% 100.00% | 100.00% | 100.00% | 100.00%
Improvement in efficiency of research and development through open MS v SH
sharing of knowledge (e.g. through the launch of a programme for
research on new antibiotics with the European Federation of
Pharmaceutical Industries and Associations within the Innovative
Medicines Initiative Joint Undertaking) in the country in which you
live. MS SH
There has beenno | N 11 13 24
progress in this area [
since 2011 Yo 34.40% 21.30% 25.80%
This has partly been | N 7 16 23
achieved o
%o 21.90% | 26.20% | 24.70%
Unsure / Do not N 13 28 a1
know o
gl 40.60% 45.90% 44.10%
Yes, this has been N 1 4 5
achieved o
% 3.10% 6.60% 5.40%
Total N 32 61 93
% 100.00% | 100.00% | 100.00%
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Can this development in open sharing of knowledge be attributed (wholly -
or in part), to the EU Action Plan? il AT,
Animal Human Both Total
No N 1 9 1 11
% 16.70% 33.30% 5.90% | 22.00%
Unsure / Do not N 5 12 4 21
know o
gl 83.30% | 44.40% | 23.50% | 42.00%
Yes N 0 6 12 18
% 0.00% 22.20% 70.60% | 36.00%
Total N 6 27 17 50
% 100.00% | 100.00% | 100.00% | 100.00%
Can this development in open sharing of knowledge be attributed MS v SH
(wholly or in part), to the EU Action Plan?
MS SH Total
No N 2 9 11
% 14.30% 25.00% 22.00%
Unsure / Do not N 8 13 21
know p
% 57.10% | 36.10% | 42.00%
Yes N 4 14 18
% 28.60% | 38.90% | 36.00%
Total N 14 36 50
% 100.00% | 100.00% | 100.00%
Establishment of adequate market and pricing conditions for new Animal v Human
antibiotics in the country in which you live.
Animal Human Both Total
There has beenno | N 2 21 10 33
progress in this area [
since 2011 %o 13.30% 42.00% 37.00% 35.90%
This has partly been | N 0 8 2 10
achieved o
Yo 0.00% 16.00% 7.40% 10.90%
Unsure / Do not N 13 20 15 48
know o
% 86.70% 40.00% 55.60% 52.20%
Yes, this has been | N 0 1 0 1
achieved o
Yo 0.00% 2.00% 0.00% 1.10%
Total N 15 50 27 92
% 100.00% | 100.00% | 100.00% | 100.00%
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Establishment of adequate market and pricing conditions for new MS v SH
antibiotics in the country in which you live.
MS SH
There has beenno | N 11 22 33
progress in this area [
since 2011 4l 34.40% | 36.70% | 35.90%
This has partly been | N 4 6 10
achieved p
4l 12.50% 10.00% 10.90%
Unsure / Do not N 16 32 48
know o
% 50.00% | 53.30% | 52.20%
Yes, this has been | N 1 0 1
achieved P
% 3.10% 0.00% 1.10%
Total N 32 60 92
% 100.00% | 100.00% | 100.00%
Can this development in the establishment of adequate market and :
pricing conditions for new antibiotics be attributed (wholly or in part), to Animallil e
the EU Action Plan?
Animal Human Both Total
No N 1 13 2 16
% 16.70% | 48.10% | 22.20% | 38.10%
Unsure / Do not N 5 9 6 20
know o
% 83.30% 33.30% 66.70% 47.60%
Yes N 0 5 1 6
% 0.00% 18.50% 11.10% 14.30%
Total N 6 27 9 42
% 100.00% | 100.00% | 100.00% | 100.00%
Can this development in the establishment of adequate market and MS v SH
pricing conditions for new antibiotics be attributed (wholly or in part),
to the EU Action Plan?
MS SH
No N 5 11 16
% 45.50% 35.50% 38.10%
Unsure / Do not N 6 14 20
know 0
% 54.50% | 45.20% | 47.60%
Yes N 0 6 6
% 0.00% 19.40% 14.30%
Total N 11 31 42
% 100.00% | 100.00% | 100.00%
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Implementing fast track procedures for the marketing authorisation of Animal v Human
new antimicrobials in the country in which you live.
Animal Human Both Total
There hasbeenno | N 1 11 4