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Outlines 

• Progress status 

• Looking forward 
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Ongoing collaboration  

• CHMP reflection paper on wording of indication  

• A guide to assessors – finalisation  

• EMA/EUnetHTA experience sharing on therapeutic indication definition and the impact 
of wordings in HTAs’ definition of the medicine eligible population.  

• Payer comments on recommendations on EPAR and SmPC – Letter August 2018 

• May 2019 CHMP Presidency meeting: session with HTAs & Payers 
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Some outcomes 

• CHMP reflection paper on the therapeutic indication welcomed – useful to better 
understand wording and process of indication definition – publication highly valued 

• Strengthen (robustness) rationale in EPAR, e.g. regarding subgroups 

• Section 5.1: use ad misuse; need for guidance - reflection paper?  

• Investigate channels of continuous communication 
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Section 5.1- Pharmacodynamic properties; SmPC guideline: 
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A reflection paper on 5.1; points for consideration? 

• To clarify audience and purpose? Place vs EPAR? 

• Differences between old and new medicines?  

• Difference between therapeutic classes? 

• HTAs and Payers’ expectations and concerns? 

• How far can it support personalised therapy? 

• Opportunity offered with eProduct Information? 

 Strengthen, clarify or revise guidance on 5.1? 
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Any questions? 

Temporary visiting address Spark building ● Orlyplein 24 ● 1043 DP Amsterdam ● The 
Netherlands 
For deliveries refer to www.ema.europa.eu/how-to-find-us 
Send us a question via www.ema.europa.eu/contact       Telephone +31 (0)88 781 6000 
 

Further information 

Follow us on      @EMA_News 



First EMA – Payer Community meeting (September 2017) 

• SmPC: basis of information for healthcare professionals on how to use the medicine 
safely and effectively. It is not a treatment guideline. 

• Therapeutic indication: disease and population in which benefit risk balance positive 

• Other sections of the SmPC provide additional information but aim neither at extending nor at 
restricting the indication(s). 

• Payers observed a trend towards less specified populations covered by the approved 
labelling, which leads to problems for reimbursement decisions 

• Regulators to be explicit about their reasoning; e.g. EPAR to provide a judgement which sub-
group is expected to be performing well and where there are more uncertainties. 

• Payers to consolidate comments and suggestions for improvement on EPAR and SmPC. 
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