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IV.1 Applicability of efficacy to all patients in the target population  

Based on the data in RMP Part II modules SIII, SIV and SV, the MAH/Applicant should very briefly 
discuss whether there are any gaps in knowledge about efficacy in the target population and whether 
there is a need for further efficacy studies post-authorisation. This should NOT include efficacy studies 
aimed at extending the indication.  

Factors which might be relevant include: 

• Applicability of the efficacy data to all patients in the target population – e.g. if 98% of patients in 
trials were Caucasians discuss whether efficacy is likely to be same in other races in target 
population 

• Factors which might affect the efficacy of the product in everyday medical practice – e.g. use in 
general practice rather than the clinical trial hospital out-patient setting 

• Long term efficacy 

• Any evidence that there might be variability in benefits of treatment for sub populations. 

IV.2 Tables of post-authorisation efficacy studies 

The MAH/Applicant should list any post authorisation efficacy studies which are proposed by the 
MAH/Applicant in relation to the above and also include those studies which have been imposed by the 
CHMP/NCA or which are Specific Obligations. A synopsis of the protocols should be provided in Annex 
8. 

Table 1.  Efficacy studies which are specific obligations and/or conditions of the MA 

Description of study 
(including objectives and 
study number) 

Milestone(s) Due Date(s) 

 1.(e.g. protocol submission) <Enter a date> 
2.(e.g. study start) <Enter a date> 
3.(e.g. study finish) <Enter a date> 
4. (e.g. final report) <Enter a date> 

Table 2.  Other efficacy/effectiveness studies 

Description of study 
(including objectives and 
study number) 

Milestone(s) Due Date(s) 

 1.(e.g. protocol submission) <Enter a date> 
 2.(e.g. study start) <Enter a date> 
 3.(e.g. study finish) <Enter a date> 
 4. (e.g. final report) <Enter a date> 

 

IV.3 Summary of Post authorisation efficacy development plan 

This should be a complete overview of all studies (on-going, planned)  
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 Study (type and 
study number) 

Objectives Efficacy 
uncertainties 
addressed 

Status (planned, 
started) 

 

Date for 
submission of 
interim or final 
reports  

     
     
     

 

IV.4 Summary of completed Post authorisation efficacy studies  

Study (type and 
study number) 

Objectives Efficacy 
uncertainties 
addressed 

Status 
(Completed, 
Study report 
submitted) 

Date of 
submission of 
final study 
report 
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