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Background 

• Dec 2015, Strategy for EU Medicines Network to 2020 
• Feb 2016, HMA Multi-annual Work Plan 
• Feb 2017, HMA Support for better use for medicines 
• Mar 2017, EC report to improve the EU product information 
• Nov 2017, EMA action plan related to product information 
• Dec 2017, merging HMA/EMA work on product information 
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HMA Support for better use for medicines 

• Co-chaired by Spain and Norway 
• Member States participating in the Group: the Netherlands, 

United Kingdom, Iceland, Norway, Spain and Germany 
(since April 2018). Also the chair of CMDh, EMA (since 
DEC/17) and European Commission (since APR/18). Some 
other MS have expressed their interest in joining. 

• Nine teleconferences since FEB/17 
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Support for better use: relevant themes  

• Revisiting the content of information on medicinal products 
currently provided to patients and healthcare professionals 

• Analysis of new contents of information on medicinal 
products that could be provided to patients and healthcare 
professionals in a clearer and more educational format 

• To explore solutions to integrate the information contents 
analyzed in work streams 1 and 2 into current process of 
assessment and approval of medicines 
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Some initiatives of HMA’s Better Use Group 

• Provide HMA with a Position Paper on Statutory Medicines 
Information 

• Gather information from MS through two surveys circulated 
through the QRD group members 

• Discussion of different initiatives ongoing in Member States 
• Implementing recommendations of Work Package 6 (Risk 

Communication) of SCOPE (Strengthening Collaboration for 
Operating Pharmacovigilance in Europe) 
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The Netherlands: Program on support 
for better use of medicines 

• Collaboration 
Watchyourmeds (product 
content explained in small 
movies) 

• Medicines information Bank 



Norway: «Quick-guide» for patients 

• Information aid for doctors, 
pharmacist and patients 

• Summary of information in simplified 
and accessible format  

• Core information (indication, dosage, 
contra-indications, interactions), 
practical use (meals, alcohol, missed 
dose, seek help, signs of relevant 
serious side-effects, etc)  

• Where to find more information 



Spain: structured product information 



Spain: structured product information 
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Spain: structured product information 

• Texts information fragmented by sections 
(no word and/or only pdf anymore) 

• Easy search and navigation 
• Links with other info formats (video) 
• Possibility to offer information for 

handicapped 
• Possibility to offer information relevant for 

subpopulations (children, elderly, by 
gender, by disease…) 

• … and imagine what else… 
 
 



MS questionnaire (through QRD members) I* 

• Questionnaire answered by PL, IS, HR, UK, IT, HU, SE*, 
FI*, EE*, AT, NL, FR, ES, SK, NO, and BE (13 complete 
responses) 

• Questions regarding e-PI (ongoing projects with structured 
data), views on electronic PIL and Quick Guides/Highlights 
on PILs  

* Results from the 2nd questionnaire circulated to QRD members 
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MS questionnaire (through QRD members) II 

• Ongoing projects and experience with structured data in 
NL, ES (already implemented) and NO. BE mentioned some 
private initiatives. 

• MAHs should upload PI into a tool offered by NCAs 
• Not considered a work overload but a efficient approach 
• The use of an international standard for e-PI is required to 

help ensure consistency 
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MS questionnaire (through QRD members) III 

• Online availability of PILs as relevant and important but 
digital PILs cannot (yet) replace paper PILs 

• Most MS positive towards replacing paper PILs by e-PILs for 
products administered by HCP (some pilots ongoing) 

• A transition to the “digital first model” needed 
• NO has conducted a pilot on quick-guides. Some experience 

in UK, NL, HU and, to a lesser extent, IT and AT 
 

https://www.google.es/url?sa=i&rct=j&q=&esrc=s&source=images&cd=&cad=rja&uact=8&ved=2ahUKEwjm2f2BtaraAhWIPBQKHV_7AFQQjRx6BAgAEAU&url=https://www.actasanitaria.com/la-ema-las-autoridades-sanitarias-nacionales-discuten-las-consecuencias-del-brexit/&psig=AOvVaw3DW1F_67fyEYUm_56r3gZr&ust=1523267827226925


EC report to improve the EU PI 

• Unique opportunity to 
improve the information EU 
patients receive on their 
medicines, within the 
boundaries of the current 
legislation 
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EMA Action Plan 

• Involving all stakeholders (patients, 
consumers, healthcare professionals, 
industry, academics) and in 
collaboration with EU Member States 
and EC 

 



EC Report Recommendations 

1 - Room for improvement of PL rather than of SmPC 
2 - Amendments of Guidelines and QRD templates to enhance 

readability of PL 
3 - Improving patient input in developing and testing of PLs 
4 - Promotion and exchanges of best practice 
5 - Electronic SmPC/PL formats (highest priority in EMA Action 

Plan: work started in 2017) 
6 - Potential introduction of key information section in the 

SmPC and PL 
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EMA survey on 
‘electronic PI’ initiatives 

• Launched on EMA website  
Nov 2017 – Feb 2018 

• Targeted dissemination to 
EMA’s stakeholders and EU 
partners 
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Responders to EMA’s survey 

• 11 NCAs (BU, HR, DE, HU, IE, MT, NL, ES, SE, UK, NO) 
• 6 HCP organisations 
• 7 Patient organisations 
• 1 Academia 
• 1 Health-related media/advocacy 
• 15 Pharma industry (including innovative, generic, OTC) 
• 11 Consultants / tech developers 
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Conclusions 

• Electronic Product Information is in the core of any initiative 
• High impact on regulatory business 
• High impact on the way the industry works 
• High impact in clinical practice 
• More important, is the most relevant way to progress on 

how medicines information is provided to health care 
professionals and patients 
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Next steps 

• May-June.-  Analysis of responses and mapping of EU and 
selected non-EU initiatives by the EMA and HMA group 

• July 3rd.- F2F meeting in Madrid, to analyze current work. 
finalise the mapping and prepare the agenda for the 
EC/EMA/HMA workshop (stakeholder participation?) 

• November 28-29.- EC-EMA-HMA multi-stakeholder 
workshop at EMA aimed at establishing key principles for 
the use of electronic SmPC/PL 
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