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BACKGROUND AND OBJECTIVES METHODS

Need for Publi ltation (Survey) Multiple-choi 0 d questi
antimicrobial (i) Facilitating the introduction D ublic consuitation {>urvey ultiple-choice pen-end questions

resistance (AMR) of novel antimicrobials by European Commission questions (N=10) (N=5)

(ii)) Responsible use of existing

antibiotics Descriptive Qualitative thematic

analysis framework analysis
Actions included in the proposal for the

reform of the EU pharmaceutical legislation a N\
End-users HCP Industry

ULATION OF THE EUROPEAN P ObjECtiveS: N=90 (19%) N=82 (17%) N=172 (36%)
T Assess stakeholder recommendations Sub-group analysis

: : N=478 Public Body Research Other
!:)ased on public C.OnSl.J|tatI0n feedback ( ) N=36 (7,5%) N=33 (7%) N=66 (13,5%)
informing the legislation \

CALL FOR ACTIONS ACROSS THE MEDICINAL PRODUCT LIFE CYCLE RAISED BY STAKEHOLDERS

High-level summary

of multi-stakeholder
responses to the Antimicrobial Drug Research & Mark.etin.g Marlfe.t . Pricing & Prescription Use
public consultation: @l development Authorisation exclusivity reimbursement

Public-private Regulatory Extension of Delinkage of EU-wide clinical Monitoring
investments in flexibilities and intellectual prices and practice prescription
Participant early research and support property rights volumes guidelines and behavior and

recommendations development policy resistance

Clear, stringent eligibility criteria & conditionality Health education and training
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Aimed result Incentivising research and developments in Ensure predictable and  Stimulating responsible use
antimicrobials and antimicrobial resistance sustainable access to

antimicrobials

INCENTIVES TO STIMULATE

R&D IN ANTIMICROBIALS PRICING MECHANISMS RESPONSIBLE USE
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Additional AMR specific
regulatory flexibilities,
such as priority review
and fast-track programs

Subscription payment
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for HCPs and public
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European responsibility

e.g. via joint Ban over-the-counter
procurement practice antimicrobials

ﬁ Q Industry

Restricted regulation
for non-human use of
antibiotics

Decreased regulatory
fees

Development of EU
priority pathogen list

Monitor prescription
behavior and
resistance
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(1 CONCLUSION ©

The proposal for the new pharmaceutical e Additional actions could be included to further
legislation receives a lot of reaction by Not all included actions (i.e. transferable enhance innovation (i.e. reduced regulatory
stakeholders, this nuanced analysis of the public exclusivity voucher) were supported by all fees, a priority pathogens list) and responsible
consultation can enhance understanding stakeholder groups use (i.e. more restricted regulation)
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