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RMM

Package leaflet and outer packaging

Summary of product characteristics (SmPC), 
legal status and pack size

Educational/Safety advice tools

Risk minimisation control tools

Routine RMM tools: 
Intended actions 
and mention aRMM
materials 

Additional 
RMM tools

Risk minimisation measures (RMM)   • RMM messages: the key 
information about the risk and the 
actions intended to be taken by 
the healthcare professional or the 
patient for minimising the risk

• RMM tool: the tool by which the 
RMM messages are disseminated 
and adherence to the intended 
actions for risk minimisation is 
supported and/or controlled
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Additional RMM toolbox 

Priya Bahri: Risk minimisation in healthcare  2 [EU-GVP Module XVI revision 3]
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Implementation of RMM in healthcare

ProcessesPolicies Research Capacities

PRAC

NCAs

Engagement
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Implementation of RMM in healthcare

ProcessesPolicies Research Capacities

PRAC

NCAs

Legislation

Engagement policies

EU-GVP M XVI, ADD I 
and ADD II 

EMA Reflection Paper 
on digital support to 
RMM
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Implementation pathway of risk minimisation measures (RMM)

Intended 
actions for risk 
minimisation

[EU-GVP Module XVI revision 3]
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EU-GVP Module XVI rev 3 
• Acknowledges medicine use as 

part of life-cycle

• Takes an implementation science 
approach

• Considers context and impacting 
factors of RMM

• Emphasises stakeholder 
engagement

• Distinguishes between 
implementation to be evaluated 
and implementability as subject to 
proactive formative approach for 
RMM decisions and design
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Formative approach on risk minimisation 
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Relates to:

•  

 = expected opportunities of a risk minimisation measure to be implemented effectively in 
terms of achieving the intended outcomes and avoiding the potential for unintended 
outcomes, based on evidence and input from patients and healthcare professionals

•                            :

 Context of medicine use, disease management and overall clinical context

 Healthcare settings and processes, typical patient environments, circumstances and care 
processes and how RMM could be integrated into the processes 

 Health information diffusion, existing knowledge, attitudes and behaviours in target 
populations, and individual and system factors to adopt changes

Implementability

Underlying healthcare system factors

[EU-GVP Module XVI Revision 3]
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Implementation of RMM in healthcare

ProcessesPolicies Research Capacities

PRAC

NCAs

EMA risk assessment 
processes and 
templates

EMA public hearing 
analyses

PRAC product-
specific engagement 
events

RMM webpage on 
EMA website

PRISMA Group 
reports to PCWP and 
HCPWP
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Implementation of RMM in healthcare

ProcessesPolicies Research Capacities

PRAC

NCAs

Survey report on 
RMM integration 
into HC software

Mapping of clinical 
guidance issuing 
organisations

RMM-HC 
implementation 
mapping for 
selected RMM 
actions/tools  

PRAC impact 
studies 
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Overall aim: 

• To determine the extent to which risk minimisation measures (RMM) are included in 
the relevant clinical practice guidelines (CPGs) and

• To describe factors that determine this RMM inclusion.

Specific objectives: 

• Identify entities issuing CPGs

• Retrieve relevant CPGs and analyse CPGs in terms of RMM inclusion 

• Describe CPG update process and factors for RMM inclusion

Priya Bahri: Risk minimisation in healthcare  12

Study on RMM in clinical guidelines – Study objectives

Recommendations
[Moellebaek et al 2024]
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Study on RMM in clinical guidelines - Study cases

[Moellebaek et al 2024]
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Relevant CPGs: 136

RMM inclusion: 25% of CPGs; usually one sentence only  

Factors that determine RMM inclusion in CPGs:

• Clinicians’ low awareness of RMM despite awareness of the safety concern
• Low expectation regarding clinical utility of RMM, RMM information not always perceived 

as clinically relevant
• Unfamiliarity with pharmacovigilance data supporting RMM, not fully transparent what 

underpins ins RMM  
• Perceived incompatibility of CPGs’ scope (clinical actions) and purpose versus RMM 

information
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Study on RMM in clinical guidelines - Study results

[Moellebaek et al 2024]
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• Remarkably limited inclusion of RMM in CPGs, may be explained by characteristics of CPGs and 
of RMMs as well as lack of connection between national regulators and CPG issuing 
organisations/authors

• Issues raised by CPG authors pertain to need for more fundamental alignment of perspectives 
between clinical and regulatory domains, such as reciprocal institutional confidence, evidentiary 
norms, and clinical relevance criteria

• Previous studies have argued for the important role that CPGs may have for the implementation 
of RMMs

• Study authors recommend to improve HPs’ RMM awareness, more collaboration to advance 
RMM integration in CPGs (via weblinks), monitoring of national implementation of RMMs, 
RMM website, and further research and educational programmes about 
pharmacovigilance for HPs 
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Study on RMM in clinical guidelines - Conclusions

[Moellebaek et al 2024]
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Implementation of RMM in healthcare

ProcessesPolicies Research Capacities

PRAC

NCAs

Conferences and 
trainings

Publications
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Conferences and trainings 2022-2024 
 

DIA 
Europe

DIA Global

DIA LAM

DIA PhV 
Workshop

DIA-EMA 
RM 

InfoDay

GVP M XVI 
Launch 
Event EMA PhV 

Industry 
Platform

PRAC 
Assessors’ 
Training

APEC 
trainings

EURORDIS 
Patient 

Academy

ISoP

ISPE
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Engagement of patient and HP representatives in RMM 
Opportunities:
• Provide insights on RMM options and implementability, to support regulatory decisions on RMM in a 

formative approach 

• Contribute to the development of tailored RMM materials and RMM dissemination plans, e.g. through user-
testing of RMM materials by marketing authorisation holders 

• Support the dissemination via multiple channels

• Advise and participate in the evaluation of RMM effectiveness

Principles:
 Non-promotional nature

 Independence of the patient and 
healthcare representatives

Ways and forums for engagement at EMA:
 PRAC membership from the communities
 Written consultations
 Scientific advisory groups
 Ad hoc expert groups 
 Public hearings
 Working parties/groups 

[EU-GVP Module XVI revision 3]

For medicinal products

For general topics 
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PRAC Risk Minimisation Alliance (PRISMA) Group

Collating a knowledge base for RMM 
development and implementability 
based on RMM evaluations and a 
formative appraoch

Looking at RMM options in different lights 

= perspectives of all stakeholders with a 

focus on barriers and enablers of

RMM implementation in healthcare
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Formative approach 
for RMM decisions and 
design is the gap to fill 
with healthcare 
systems insights and 
the PRISMA group 
which includes patient, 
GP prescriber, hospital 
and community 
pharmacist 
perspectives can be of 
added value to 
facilitate this approach
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Pilot phase: PRISMA Group achievements in July 2022-23
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• High interest from PRAC rapporteurs and members and important dialogue fostering: 
 Clinical mindset
 Patient and healthcare professional perspectives
 Healthcare systems insights

• Proposals on PRAC lists of questions to stakeholders regarding RMM and for competent 
authorities in support of RMM implementation

• Conduct of two surveys and analyses presented to PRAC: 
 Integration of RMM in dispensing and prescribing software
 Internet access to RMM materials

• Development of a new patient journey-based PRISMA discussion framework and testing 
for specific RMM-tool in general terms; this provided useful input for PRAC, with 
positive reception at PRAC Dec 2023   
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Transitional phase: PRISMA Group achievements in 2024
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• Input to GVP Module XVI revision 3 and ADD I (terminology for RMM toots; stakeholder engagement) in 2024

• Report on integration of RMM in dispensing and prescribing software with proposals for collaboration under 
drafting in 2024/5 based the PRISMA survey I in 2023; as a contribution to Reflection Paper on digital support 
to RMM  in 2025

• Specifications for EMA webpage on RMM with links to the webpages of national competent authorities for 
access to RMM materials agreed in 2024, based on PRISMA survey II in 2023; webpage set up ongoing in 2025

• Reviewed Impact study report article on RMM integration in clinical guidelines in 2024; follow-up mapping of 
guideline issuing organisations in 2025

• Inspired new qualitative Impact studies with focus on healthcare systems topics started in 2024/5

• Contributions from PRISMA group members to EMA and DIA events in 2024

• Development of a discussion framework and processes for PRISMA started in 2023/4 for the operationalisation 
in 2025/6

• Presentation of PRISMA work to PCWP and HCPWP in 2024, to be continued in 2025…
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Implementation of RMM in healthcare

ProcessesPolicies Research Capacities

Legislation

EMA public hearing and 
stakeholder 
engagement policies

EU-GVP M XVI ADD I 
on RMM against 
embryo-fetal risks 

EMA Reflection Paper 
on digital support to 
RMM

EMA risk assessment 
processes and 
templates

EMA public hearing 
analyses

PRAC product-
specific engagement 
events

RMM webpage on 
EMA website

PRISMA Group 
reports to PCWP and 
HCPWP

Survey report on 
RMM integration 
into HC software

Mapping of clinical 
guidance issuing 
organisations

RMM-HC 
implementation 
mapping for 
selected RMM 
actions/tools  

PRAC impact 
studies 

EMA PhV Industry 
Platform, PRAC 
assessors’ and EMA 
trainings, EURORDIS 
summer school, 
learned societies

Other conferences, 
publications

   

PRAC

NCAs

PRISMA 
group

2025
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Patient safety is a collaborative effort

Implementation of RMM in healthcare

PRAC

PRISMA 
group

NCAs

EMA

HCPWP

PCWP

Policies Processes Research Capacities
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Thank you

priya.bahri@ema.europa.eu
Address  Domenico Scarlattilaan 6  ●  1083 HS Amsterdam  ●  The Netherlands
Send us a question  Go to www.ema.europa.eu/contact 
Telephone +31 (0)88 781 6000


	�Risk minimisation in healthcare -�Updates on policy, practice, research and engagement��
	Slide Number 2
	Additional RMM toolbox 
	Slide Number 4
	Slide Number 5
	Slide Number 6
	Implementation pathway of risk minimisation measures (RMM)
	Slide Number 8
	Formative approach on risk minimisation 
	Slide Number 10
	Slide Number 11
	Slide Number 12
	Study on RMM in clinical guidelines – Study objectives�
	Study on RMM in clinical guidelines - Study cases�
	Study on RMM in clinical guidelines - Study results�
	Study on RMM in clinical guidelines - Conclusions�
	Slide Number 17
	�
	Slide Number 19
	Engagement of patient and HP representatives in RMM 
	PRAC Risk Minimisation Alliance (PRISMA) Group�
	Pilot phase: PRISMA Group achievements in July 2022-23�
	Transitional phase: PRISMA Group achievements in 2024�
	Slide Number 24
	����Patient safety is a collaborative effort�������
	Slide Number 26

