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Introduction
This report covers the following post-authorisation commitments undertaken by the MAH:
[Full text/description of the PAM]
[In case of submission of a final study report, the application should be resubmitted as a variation. Please inform the product lead accordingly.] 

[bookmark: _Toc411253460]Summary of data submitted 
This section should summarise the MAH’s data.
[bookmark: _Toc411253461]Scientific discussion 
[Include here a critical review of the data provided. In terms of structure it should, in principle, follow the flow of the presentation of data described above.
Be as clear and concise as possible, identifying the most important findings and deficiencies described above (do not repeat data: summarise evidence for each conclusion, discuss if the data submitted fulfil the requirements (legal, guidelines, scientific advice)) and describe the major issues raised and how they were addressed. 
Incorporate comments received in the discussion or overall conclusion. Ensure that the discussion does not contain references to individual CHMP/CAT/PRAC Member States comments.]

[bookmark: _Toc411253462]Overall conclusion
[bookmark: _Hlk72521087][Provide a brief and clear overall conclusion on the assessment of the data, an outcome (PAM fulfilled/not fulfilled) and further actions if required for each PAM.]
[For Quality PAMs only, if applicable:] 
<With respect to on-going stability programs and in accordance with EU GMP guidelines (6.32 of Vol. 4 Part I of the Rules Governing Medicinal Products in the European Union), any confirmed out of specification result, or significant negative trend, should be reported to the Rapporteur and the EMA.>
[Tick the appropriate box for the outcome of the assessment.]

|_|  PAM fulfilled
[bookmark: _Hlk72521193]<No regulatory action required.>
[bookmark: _Hlk72521199]To be ticked if all commitments are fulfilled.

|_|  PAM not fulfilled - - further action required: 
PAMs requiring periodic updates/further submissions (e.g. annual registry updates or protocol review but the final report is still outstanding, etc…) should be ticked as not fulfilled until the last submission.]. 
· [bookmark: _Hlk72521353]<Request for supplementary information required by <date/within 60 days>> [please add a specific deadline or use the default 60 days deadline]
1. [List further data required to be submitted]. 
· [bookmark: _Hlk72521413]<Next interim report should be submitted by <date>> 
[bookmark: _Hlk159595651][bookmark: _Hlk159595884][In cases where the Rapporteur has identified the need for a PI update based on data that is already available, the following sentence should be used:]
<In addition, in view of the available data regarding [….] the MAH should submit a variation in accordance with Articles 16 and 17 of Regulation (EC) No 726/2004 or provide a justification for not doing so. This should be provided no later than 60 days after the receipt of the final assessment report.>
[In cases where the Rapporteur has identified the potential need for a PI update which needs to be further investigated or confirmed by the MAH before submitting a Type II variation, the following sentence should be used:]
<The impact of the available data regarding […] on the product information should be further considered. >
[bookmark: _Hlk72522237][In case of safety-related requests by the Rapporteur (e.g. cumulative safety review to be submitted, or assessment of a measure that is reflected in the RMP), the following sentence should be used:]
<The following safety data shall be submitted within <X months/>/<the next PSUR>:
In case of inspection-related requests for follow-up by the Rapporteur, the following sentence should be used: 
<The MAH is requested to submit the following Corrective Action/Preventive Action (CAPA) related data by <date>.
[bookmark: _Toc363568313][bookmark: _Toc367970002][bookmark: _Toc382297217][bookmark: _Toc15901257][bookmark: _Hlk72522282][bookmark: _Hlk72522364]<Evaluation of the MAH responses to the Request for supplementary information (RSI)>
[MAH responses are evaluated under a new PAM number. Update the Steps taken for the assessment in Section 1.1]
Responses to the RSI are evaluated in <procedure number>.
[bookmark: _Hlk72522450][Include here the assessment of the clarifications provided]
<Overall conclusion>
[Provide a brief and clear overall conclusion on the assessment of the data, an outcome (PAM fulfilled/not fulfilled) and further actions if required for each PAM.]
[For Quality PAMs only, if applicable:] 
<With respect to on-going stability programs and in accordance with EU GMP guidelines (6.32 of Vol. 4 Part I of the Rules Governing Medicinal Products in the European Union), any confirmed out of specification result, or significant negative trend, should be reported to the Rapporteur and the EMA.>
[Tick the appropriate box for the outcome of the assessment.]

|_|  PAM fulfilled
<No regulatory action required.>
To be ticked if all commitments are fulfilled.

|_|  PAM not fulfilled - further action required:
Please note that PAMs requiring periodic updates/further submissions (e.g. annual registry updates or protocol review but the final report is still outstanding, etc…) should be ticked as not fulfilled until the last submission.]. 
· <Request for supplementary information required by <date>>
1. [List further data required]. 
· <Next interim report should be submitted by <date>> 
[In cases where the Rapporteur has identified the need for a PI update based on data that is already available the following sentence should be used:]
<In addition, in view of the available data regarding [….] the MAH should submit a variation in accordance with Articles 16 and 17 of Regulation (EC) No 726/2004 or provide a justification for not doing so. This should be provided no later than 60 days after the receipt of the final assessment report.>
[In cases where the Rapporteur has identified the potential need for a PI update which needs to be further investigated or confirmed by the MAH before submitting a Type II variation the following sentence should be used:]
<The impact of the available data regarding […] on the product information should be further considered. >
[In case of safety-related requests by the Rapporteur (e.g. cumulative safety review to be submitted, or assessment of a measure that is reflected in the RMP), the following sentence should be used:]
<The following safety data shall be submitted within <X months/>/<the next PSUR>:
In case of inspection-related requests for follow-up by the Rapporteur, the following sentence should be used: 
<The MAH is requested to submit the following Corrective Action/Preventive Action (CAPA) related data by <date>.
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