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<date>
Doc ref.
Pharmacovigilance Risk Assessment Committee (PRAC)
PRAC advice
<INN (CAP name)> and <title of the issue> - <EMA procedure number if applicable> <type of procedure if applicable e.g. renewal of the MA, RMP, PASS, safety related variation and DHPC>
CHMP Rapporteur: 
CHMP Co-Rapporteur: as applicable
PRAC Rapporteur: 
PRAC Co-Rapporteur: as applicable
EMA contact (EPL/RMS/PM): 
Background
Brief description of product and mode of action

Description of the issue

<text>
Include reference to relevant CHMP meeting(s) and insert extracts from minutes or ARs as appropriate.
Procedural context in which the issue has arisen:

· Initial assessment
· Post-authorisation procedure:
· Variation
· Renewal
· Post-Authorisation Measures
· Referral
· Etc

· Other

Questions to the PRAC
<text>
State the questions to be addressed or issues for discussion and whether there is a need for specialised experts to be involved.
Timeframe for next CHMP discussion

<Next discussion expected at month/year CHMP meeting; opinion expected at month/year CHMP meeting>
Specify a deadline for the transmission of the PRAC advice to the CHMP.

Documents

Documents relevant for the discussion at the PRAC (e.g. CHMP Rapp/Co-Rapp AR, supportive documentation from the MAH, proposed SmPC/PL, DHPC)

Please specify on each document if it is for information or discussion.
· <list documents> for information/discussion

· <list documents> for information/discussion

· <list documents> for information/discussion

· <list documents> for information/discussion
Discussion
Please insert main points discussed by the PRAC – replies to the questions
Conclusion
Please insert one sentence covering the main conclusions of the PRAC

Please insert recommended REGULATORY ACTION in bullet points:

· XXX

· XXX

· XXXX

This advice is applicable to the following active substances <and products> (in case of CAPs): 

Please insert as appropriate
Timeframe for addressing the issue <at Member States level>

To be agreed in line with <XXX> procedure for X (active substance)
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+44 (0)20 3660 6000
Facsimile

+44 (0)20 3660 5555 
E-mail
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