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Risk Management plan
[Please complete appendix 1 below after assessing the responses to the LOQ.]
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Conclusion
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Other concerns
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[Please complete appendix 1 after assessing the responses to the LOQ.]
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Overall summary and conclusions on the Applicant’s responses

Unresolved Issues
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Appendix 1: [this appendix is optional]
[bookmark: _Toc353199270][bookmark: _Toc358362269]PRAC Rapporteur’s advice on conditions or restrictions with regard to the safe and effective use of the medicinal product
<The PRAC Rapporteur does not advise any changes to the current conditions of the Marketing Authorisation.>
[or]
<The PRAC Rapporteur considers that changes to the conditions of the Marketing Authorisation are necessary and advises that the following changes should be made to the conditions of the Marketing Authorisation.>
[If you chose the second sentence, please fill in below sections]
[bookmark: _Toc358657112]Additional risk minimisation measures
[bookmark: _Hlk35900660][bookmark: _Hlk35901703]<No additional risk minimisation measures are necessary.>
or 
<The PRAC Rapporteur considers that the following additional risk minimisation measures are necessary for the safe and effective use of the product: 
[If this option above is chosen, select below all that apply and please explain why.]
<A DHPC addressing <points to be addressed>>
<An educational material for healthcare professionals to address the risk(s) of>
[list safety concerns to be addressed]
<An educational material for <patients><and/or carers> to address the risk(s) of>
[list safety concerns to be addressed]
<A pregnancy prevention plan to address the risk(s) of>
[list safety concerns to be addressed]
<A patient alert card to address the risk(s) of> 
[list safety concerns to be addressed]
<A patient monitoring card to address the risk(s) of>
[list safety concerns to be addressed]
[For Post authorisation only (e.g. line extension)]
<The PRAC Rapporteur considers that <the following> conditions or restrictions are no longer necessary for the safe and effective use of the medicinal product:>
[Specify any measures no longer considered necessary.]
[bookmark: _Toc358657113]Obligation to conduct post-authorisation measures
[This relates to imposed studies (Annex II conditions for CAPs).]
<No conditions are necessary.>
[Or if new PhV studies or activities are needed, for EACH new study/activity which should be an Annex II condition and please explain why.]
<The PRAC Rapporteur recommends that a <study><activity> to investigate <name safety concern(s)> should be a condition of the MA.>
[Optional statement]
<The PRAC Rapporteur recommends that this should take the form of:>
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