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Antimicrobial=antibiotic/antiviral/antifungal/antiprotozoal

• Active substances of natural or synthetic origin that kill or inhibit the

growth of microorganisms.

Antimicrobial resistance (AMR)= the ability of microorganisms of becoming 
increasingly resistant to an antimicrobial (to which they were previously susceptible)

• A consequence of natural selection, therefore unavoidable when using the drug

• Exacerbated by human factors: inappropriate use in humans and animals, inadequate 
practices in the food chain and in health care settings etc.

• Genetic mutations conferring resistance (some that can be passed

between the microorganisms)
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DEFINITIONS (for completeness)
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“…But I would like to sound one note of 
warning. […] It is not difficult to make 
microbes resistant to penicillin in the 
laboratory by exposing them to 
concentrations not sufficient to kill them, and 
the same thing has occasionally happened in 
the body. The time may come when penicillin 
can be bought by anyone in the shops. Then 
there is the danger that the ignorant man 
may easily underdose himself and by 
exposing his microbes to non-lethal 
quantities of the drug make them resistant.”

AMR was foreseen by the discoverer of penicillin…

Sir Alexander Fleming FRS FRSE FRCS (1881–1955)
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Wright BMC Biology 2010, 8:123

…and has become a global One Health threat
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AMR as perceived by the general public a short while ago
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AMR: today’s figures
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AMR: grim forecast for the future
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On the upside: AMR has made it to the political Agenda…
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…including in the EU
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AMR goals in the EU Medicines Agencies Network strategy
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Update guidance to developers

Interact with international 
regulators

Focus on alternative therapies 
(other than antibiotics);

Role in prudent use of approved 
antibacterials

Make best use of regulatory tools 
to speed up approval for medicines 
addressing an unmet medical need

06
Early engagement with developers 

of medicines that tackle AMR

Main EMA (h) activities to combat antimicrobial resistance 
(AMR)
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New antibiotics pipeline
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 EMA/CHMP/351889/2013 Addendum to the guideline on the evaluation 

of medicinal products indicated for treatment of bacterial infections 

 EMA/CHMP/594085/2015 Guideline on the use of pharmacokinetics and pharmacodynamics in the 

development of antimicrobial medicinal products

 EMA/CHMP/187859/2017  Addendum to the guideline on the evaluation of medicinal products 

indicated for treatment of bacterial infections to address paediatric-specific clinical data requirements. 

 EMA/CPMP/EWP/559/95 Rev 3 / 2019 Guideline on the evaluation of medicinal products indicated 

for treatment of bacterial infections

 Several Scientific Advice Procedures over the last 7 years: more than in the previous 19 
years

1. EMA updates guidance to developers

PCWP/HCPWP annual meeting with all eligible organisations, 15 November 2022
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2. EMA interacts with international regulators

• EMA/FDA Consultative Advice option allows sponsors to request scientific advice from 
one regulatory agency and concurrently notify the other regulatory agency of the request

Independently from the above options, new development plans are mutually 
discussed between FDA, PMDA, HC and EMA on a monthly basis

Tripartite PMDA-FDA-EMA meetings 2016-2019 and further ones to be foreseen

13 PCWP/HCPWP annual meeting with all eligible organisations, 15 November 2022
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Examples of agreement - cUTI
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FDA EMA
Primary endpoint Combined clinical 

and microbiologic 
response 
(<1x104CFU/mL) 
at TOC at least 5 
days post 
completion of 
therapy; OR co-
primary 5 days 
post-randomisation 
before PO switch 
and 7 days post-
completion of 
therapy

Microbiological 
response (<1x103

CFU/mL) at TOC 7 
days post-
completion of 
therapy, regardless 
of whether there 
was an IV/PO 
switch
(based on 
requirement for 
≥105 CFU/mL at 
baseline)

Agreed proposal for convergence: 
Clinical response and Microbiological 
response with a microbiological 
reduction cut-off at 1x103 CFU/mL 
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2. EMA interacts with international regulators

FDA EMA
Population At least 30% 

patients with 
pyelonephritis
(for an indication 
including 
pyelonephritis)

Separate trials in 
cUTI and 
pyelonephritis OR 
limit % with 
pyelonephritis 
and stratify

Agreed proposal for 
convergence: instead of 
conducting separate trials in 
cUTI and pyelonephritis, 
include both with at least 30% 
cUTI patients and at least 30% 
pyelonephritis patients
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Bacteriophages

- Regulatory issues related to the need of changing the composition of 
the medicinal product over time. Lack of solid clinical data. 

Monoclonal antibodies

- Variety of targets. Important to have proof of concept for specific 
activities. Zinplava approved in the EU for prevention of C.diff. 
Obiltoxaximab SFL approved in the EU for the treatment and post-
exposure prophylaxis of anthrax

Vaccines for healthcare associated infections

- Scientific difficulties acknowledged. Target of future interactions with 
FDA. High potential impact in case of success.
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3. EMA focuses on alternative therapies
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 Old and new antibacterial agents need to be preserved and used rationally, but regulators 
should not dictate criteria for clinical practice, e.g. by defining line of use for reasons 
other than benefit-risk

 Rapid diagnostics are a key area, however a pragmatic approach towards rapid 
diagnostics in the context of product information needs to be retained at this stage

 Modernisation of SmPCs of “old antibiotics” is the most valuable contribution to rational 
use, i.e. ensuring that updated Product information on indications of use, posology, is 
provided in a harmonised way for all EU healthcare professionals

16

4. EMA role on prudent use of antibiotics in humans
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•Based on less comprehensive data and with 
obligation to generate these data post-
authorisation

Conditional Marketing 
authorisation

•When comprehensive data can not be general 
at all, subject to specific obligations

Marketing authorisation under 
exceptional circumstances

•Reduced assessment time for products of major 
public health interest

Accelerated assessment

•Products made available to patients prior 
granting of marketing authorisation

Compassionate use

•Support scheme with early and enhanced 
scientific dialogue

PRIME

•Scientific concept of medicines development and 
data generation

Adaptive pathways

•Forum for informal early dialogue

Innovation task force

•Other tools and initiatives

Early dialogue with EMA 
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5. EMA uses regulatory tools for medicines addressing unmet need

PCWP/HCPWP annual meeting with all eligible organisations, 15 November 2022



Classified as public by the European Medicines Agency 
18

6. EMA engages early with developers to combat AMR

PCWP/HCPWP annual meeting with all eligible organisations, 15 November 2022

Support innovative drug development 

•Scientific, legal and regulatory issues
•Products, methodologies and technologies

Early informal dialogue with opinion leaders 
on

Free of charge

Brainstorming “style” on innovation in areas 
without existing guidance

First step to engage is submit completed 3-
page template

https://www.ema.europa.eu/en/human-regulatory/research-development/innovation-medicines#applying-for-a-briefing-meeting-section
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New Veterinary Legislation: new tools to fight AMR

Of relevance for HCPs: 

EMA/CVMP advice:

• Criteria for the designation of antimicrobials to be reserved for human 
medicine

Many other important activities to tackle AMR (remember OneHealth!) 
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7. EMA activities in the veterinary sector
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• AMR is a major growing public One Health threat

• Needs to be tackled immediately or we risk to going back to the pre-antibiotic era!

• Increased public and political awareness over the last decade

• Global and EU cooperation and coordination of measures is key

• EMA as the EU Regulator for Medicinal products fights AMR by:

• Updating guidance to developers;

• Interacting with international regulators;

• Focusing on alternative therapies;

• Promoting prudent use of approved antibacterials;

• Making best use of regulatory tools to speed up approval for medicines addressing an unmet 
medical need;

• Engaging with developers of medicines that tackle AMR;

• Engaging with all relevant stakeholders
PCWP/HCPWP annual meeting with all eligible organisations, 15 November 202220

Take home messages
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Any questions?

European Medicines Agency

Domenico Scarlattilaan 6 | 1083 HS Amsterdam | The Netherlands

Tel: +31 (0)88781 7690

Send a question via our website www.ema.europa.eu/contact

Radu.Botgros@ema.europa.eu

Follow us on @EMA_News
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Proposal for an EMA multistakeholder workshop on AMR

Audience

• Human and Veterinary stakeholders

• Representatives of patients, consumers and healthcare 

professional organisations, academia,  pharmaceutical 

industry associations, HTA bodies, EMA and National 

Medicines Agencies, and international partners

Date

• 14 November 2023

• Followed by the PCWP/HCPWP annual meeting with 

all eligible organisations on 15 November 2023

22

Scope

• One Health approach

• Focus on antibiotics Vs full range of antimicrobial resistance 

including antibiotics, antivirals, antifungals and antiparasitics

• Focus on what EMA has done/is doing; with participation of 

other EMA partners (e.g. EC, HERA, ECDC, EFSA, WHO)

• Stakeholder discussion on what can be done, gather feedback 

on Agency’s direction and identify actions to be taken by 

other actors 

Format

• One-day F2F meeting; by invitation only

• Live broadcast and recorded  
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Topics for discussion
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• Comments on proposed scope

• Priorities to consider when drafting the agenda - identification of potential objectives

• Expectations from patients and healthcare professionals

• Potential contributions 
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