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Project update

Update of the QRD template - Package leaflet improvement1 2 July 2024

 September 2023 – April 2024 

 QRD subgroup meetings and exchanges with industry

 Surveys with patients/consumers/HCPs

 Survey on general aspects (December ‘23)

 Survey on ‘key information section’ and benefits/risks balance (March ‘24)

 Major changes agreed within QRD subgroup and with industry

 Thorough discussions on ‘key information section’

 QRD subgroup proposal endorsed by QRD Group
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‘Key information section’ - Considerations by QRD subgroup
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QRD subgroup decision and proposal
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Concerns raised against the ‘key information section’ are acknowledged and mostly shared
however

the considerations previously mentioned cannot be disregarded

 

QRD subgroup decides to work on the inclusion of a ‘key information section’ in the PL

Four proposed models discussed with Industry and the QRD Group
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Models discussed
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Australian model
 Too long
 Summary concept
 Extensive information
 No benefits/risks information

UK model
 Less impact on length
 Can be tailored to product class
 Information on benefit can be included

Academia model
 Excellent concept, very visual
 May not work for all types of products
 Might be better suited for section 1 or Medicines Overview 
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QRD subgroup model – Endorsed by the QRD Group
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‘Key information’ - based on results of survey with patients/consumers/HCPs

INFORMATION REQUIRED

 Indication

 Contraindications

 Important precautions

 Dose & how to take

 Goal of treatment

 Main benefits

 Serious side effects

 Main risks
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QRD subgroup model
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 Concise section at the beginning of the PL

 Only key safety messages

 Factual and non-promotional information

 Should not be a summary of the PL

 Cross-references to relevant sections

 Instruction to read the rest of the PL

 Format and need for heading to be discussed

 Guidance to be further elaborated

 Results of user testing to be considered
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Next steps
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Finalise guidance and changes in QRD template

Circulate QRD template for endorsement by the QRD Group

Release proposed QRD template for public consultation

Assess comments received during public consultation

Final discussion at multistakeholders workshop

User testing (by EMA and Industry)

Final adoption by the QRD Group

Translation process and publication
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Official address  Domenico Scarlattilaan 6  ●  1083 HS Amsterdam  ●  The Netherlands
Telephone +31 (0)88 781 6000
Send us a question  Go to www.ema.europa.eu/contact

Follow us on    @EMA_News

monica.buch@ema.europa.eu / qrd@ema.europa.eu 

THANK YOU
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