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Disclaimer

The views and opinions expressed in the following PowerPoint slides are 
those of the individual presenter and should not be attributed to Drug 
Information Association, Inc. (“DIA”), its directors, officers, employees, 
volunteers, members, chapters, councils, Special Interest Area 
Communities or affiliates, or any organisation with which the presenter is 
employed or affiliated. 

These PowerPoint slides are the intellectual property of the individual 
presenter and are protected under the copyright laws of the United States 
of America and other countries.  Used by permission.  All rights reserved. 
Drug Information Association, DIA and DIA logo are registered 
trademarks or trademarks of Drug Information Association Inc.  All other 
trademarks are the property of their respective owners.
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Presentation Overview

Why do we need 
RMMs?

EMA Workshop on 
RMMs Sept ‘15

Actions Following 
the Workshop

Challenges

Opportunities

Conclusions 
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http://www.communityassociationlawblog.com/2013_05_01_archive.html
http://www.geograph.org.uk/photo/3639351
https://mom2momflorida.wordpress.com/2011/06/29/in-action-action/
https://leadershipfreak.wordpress.com/2012/05/16/how-to-face-the-challenges-of-leadership/
http://www.juku.it/en/poorly-defined-storage-and-the-role-of-primary-data/
http://2012books.lardbucket.org/books/public-speaking-practice-and-ethics/s14-01-why-conclusions-matter.html


Why do we need RMMs?

Remember this memo?
• It is estimated that 5% of all hospital 

admissions are due to an adverse drug 

reaction (ADR)

• ADRs are the fifth most common cause of 

death in hospital

• An estimated 197,000 deaths per year in 

the EU are caused by ADRs 

• The total cost to society of ADRs in the 

EU is €79bn
http://europa.eu/rapid/press-release_MEMO-08-782_en.htm?locale=en
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http://europa.eu/rapid/press-release_MEMO-08-782_en.htm?locale=en


Conclusions: EMA’s Workshop on RMMs

Optimise use of current regulatory tools

Collaboration with HCPs & patients is key to developing RMMs

Understand factors that affect adherence to RMMs by patients & HCPs

Effective communication

A more systematic approach to measuring the effectiveness of RMMs at different levels

http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/events/2015/08/event_detail_001193.jsp&mid=WC0b01ac058004d5c35

https://www.targetdashboard.com/blog/56/Ways-to-effectively-implement-Gauges-in-your-Dashboard.aspx
https://leadershipfreak.wordpress.com/2012/07/11/women-dont-take-risks-like-men/
http://mikejwalker.typepad.com/mike_walkers_blog/page/3/
http://stackoverflow.com/questions/30576085/d3-best-practices-to-visualize-data
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/events/2015/08/event_detail_001193.jsp&mid=WC0b01ac058004d5c3


Actions Following the Workshop

• Discuss current practices/experience in development/implementation of 

RMMs

• Brainstorm how to facilitate input from HCPs on feasibility, info & 

evaluation of RMMs; product-specific issues, therapeutic class and 

overall therapeutic environment

• Discuss how to better inform HCPs on ongoing activities/initiatives in the 

EU regulatory network for post-authorisations and prepare 

recommendations as appropriate. 

RMM Topic Group: Objectives
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Challenges - Questions

Optimisation of existing RMMs 
and development of new RMMs

Balance & 
proportionality

Feasibility

Unintended 
consequences of an RMM

Medication 
Errors

Tresiba®
(insulin 

degludec)

Ionsys®
(fentanyl)
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Challenges – Answers (1)

If a medication is 
available in multiple 
strengths, there is 

always a risk?

Packaging needs to be 
clearly designed for all 

users (e.g. colour blind / 
visually impaired insulin 

users) and to prompt 
HCPs in counselling

Space on packaging for 
pharmacy labels?

Delay between launch of 
RMM and regular use of 

medication

DHCPs - Lost in the 
post? Surgery? Ward? 

Pharmacy?
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Challenges – Answers (2)

Vague checklists –
not diagnosis / 

condition specific

Set number of 
“information 

materials” per pack 
used for multiple 

patients

Information overload 
(checklists, cards, 
communications 
from all areas)

Health system 
hierarchy & reporting

Not all HCPs have 
access to diagnoses 

/ indications
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Opportunities - Questions

Learnings 
from those 

with real-life 
experience 

implementing 
RMMs, e.g. 

nurses, 
pharmacists

New tools 
allow instant 

access to 
online 

information

Ensuring 
correct media 
& correct tool 
used for each 

situation

Message 
adapted to 

each 
audience
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Opportunities – Answers (1)

Involve HCPs earlier 
on in the development 

process

Guides should cover 
all HCPs involved in 

medication use

Target 
communications with 

appropriate tool and to 
appropriate audience, 

using mixed media

Use of scientific 
publications / 

communications / 
events
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Opportunities - Answers (2)

Integration into 
Institutional 
protocols / 
guidelines

Incorporate into 
education of 

HCPs (CE/CPD*)

Point of 
prescribing / 
dispensing 

software alerts

Access to shared 
eHealth records 

(with indications / 
diagnoses)

Multi-professional 
collaboration & 

shared 
responsibilities

*Continuing Education / Continuous Professional Development12



Some Practical Solutions

Good Pharmacy 
Practices 

(pharmacovigilance 
e.g. ES)

GP Quality 
Circles 

(e.g. NL, 
DE)

GP-Pharmacist 
Pharmacotherapy 

Meetings (e.g. 
“PTAMs” in NL) 

Dossier 
Pharmaceutique 
Partagé (e.g. FR, 

BE)

Practice 
Guidance / 
CPD / CE 
(e.g. UK)

Error process 
database (e.g. 

“Patientsikkerhed”,  
DK)
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http://egad.engineering.queensu.ca/?page_id=855
https://en.wikipedia.org/wiki/Patient_safety
http://www.legalment.net/2010/11/10/formacio-oberta-a-les-administracions/elearning/
https://openclipart.org/detail/99271/meeting
http://thecollaboratory.wikidot.com/2013-fall-sociology-accelerated
http://thecollaboratory.wikidot.com/2013-fall-sociology-accelerated


Conclusions – Closing the Loop

Engage earlier with HCPs, and after launch

Broaden and tailor RMMs & communications 
with the right tool

Should we be using CE/CPD more for RMM 
implementation, use, uptake & adherence?

Contact: j.wilkinson@pgeu.eu14

mailto:j.wilkinson@pgeu.eu


Ask



References for Best Practices

http://www.portalfarma.com/Profesionales/consejoinforma/Paginas/Buenas-practicas-Farmacia-Comunitaria.aspx

https://www.researchgate.net/publication/278716124_Pharmacotherapeutic_Circles

https://www.medicijngebruik.nl/english/products-and-services

http://aop.sagepub.com/content/40/9/1640.abstract

http://www.ordre.pharmacien.fr/Le-Dossier-Pharmaceutique/Qu-est-ce-que-le-DP

http://www.apb.be/fr/corp/Le-pharmacien/role-et-taches-principales/Pages/Dossier-pharmaceutique-partage.aspx

https://www.gov.uk/government/publications/toolkit-on-the-risks-of-valproate-medicines-in-female-patients

https://www.gov.uk/government/publications/e-learning-modules-medicines-and-medical-devices/e-learning-
modules-medicines-and-medical-devices

http://pro.medicin.dk/Generelt/Patientsikkerhed
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http://www.portalfarma.com/Profesionales/consejoinforma/Paginas/Buenas-practicas-Farmacia-Comunitaria.aspx
https://www.researchgate.net/publication/278716124_Pharmacotherapeutic_Circles
https://www.medicijngebruik.nl/english/products-and-services
http://aop.sagepub.com/content/40/9/1640.abstract
http://www.ordre.pharmacien.fr/Le-Dossier-Pharmaceutique/Qu-est-ce-que-le-DP
http://www.apb.be/fr/corp/Le-pharmacien/role-et-taches-principales/Pages/Dossier-pharmaceutique-partage.aspx
https://www.gov.uk/government/publications/toolkit-on-the-risks-of-valproate-medicines-in-female-patients
https://www.gov.uk/government/publications/e-learning-modules-medicines-and-medical-devices/e-learning-modules-medicines-and-medical-devices
http://pro.medicin.dk/Generelt/Patientsikkerhed
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