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ADMINISTRATIVE INFORMATION

	Name of the medicinal product(s) in the RMS
	[bookmark: Tekstvak1]     

	Name of the active substance (INN, common  name):
	[bookmark: Tekstvak2]     

	Pharmaco-therapeutic group (ATC code)
	[bookmark: Tekstvak3]     

	Pharmaceutical form(s) and strength(s)
	[bookmark: Tekstvak4]     



	Procedure number
	[bookmark: Tekstvak5]     

	Member States concerned
	[bookmark: Text52]     




	RMS contact person

	[bookmark: Tekstvak16]Name		     
[bookmark: Tekstvak17]Tel:	 	     
  E-mail:	     

	Name(s) of the assessors

	Quality: 
Name		     
Tel:	 	     
  Email:	     

Nonclinical: 
Name		     
Tel:	 	     
  Email:	     

Clinical: 
Name		     
Tel:	 	     
  Email:	     

 Pharmacovigilance:
 Name		     
 Tel:	 	     
 Email





	Nature of change/s requested
	     



	Active Substance Master File (ASMF) Assessment Report/s 
<Active substance> - <ASM> - <ASMF reference number> <ASMF holder’s version> 
	Attached as separate document/s <including confidential Annex 1> N/A








[bookmark: _Toc38083980][bookmark: _Toc55320613]Recommendation
[bookmark: Dropdown1][bookmark: Dropdown2][bookmark: Dropdown3]Based on the review of the data on ,  , the RMS considers that the <group of> variation<s> < following a worksharing procedure according to Article 20 of Commission Regulation (EC) No 1234/2008>  for <medicinal product invented name> (<INN>), in the treatment of <indication>, for the following proposed changes <scope of variation>
<is approvable.>
<is not approvable unless the MAH can provide satisfactory responses to the <X> request for supplementary information. The details of these/this objections/request for supplementary information are provided in section V.>
<is not approvable since major objections (see section V.1) have been identified which preclude a recommendation for such variation and recommend that the variation to the terms of the Marketing Authorisation should be refused.>

<The section below should only be filled out in case of variation(s) with impact on the conditions to the Marketing Authorisation>
[bookmark: _Toc514423492]Conditions to Marketing Authorisation pursuant to Article 21a, 22 or 22a of Directive 2001/83/EC

Please choose one of the following options and delete the ones not applicable
|_|	For the condition(s)/ to the Marketing Authorisation that have been lifted as a result of the variation assessment, see section IV.
|_|	For the previously agreed condition(s) to the Marketing Authorisation that remain(s) valid and is/are still outstanding, see section IV.
|_|	For the new condition(s) to the Marketing Authorisation that has/have been agreed as a result of the variation assessment, see section IV.

[bookmark: _Toc55320614]EXECUTIVE SUMMARY
[bookmark: _Toc55320615]II.1	Scope of the variation 
<Text> 

[bookmark: _Toc55320616]Assessment of the responses to the Member State(s) Request for supplementary information
I.1 [bookmark: _Toc55320617]<Quality aspects> 
<Text below relevant subheadings as detailed below> <N/A>

<III.1.1 Major objections>

< III.1.1.1 Active substance (related to additional data provided by the applicant only)>

	The assessment of the active substance in this FVAR should only address responses to questions concerning additional information provided by the applicant, which is not included in the ASMF. In case a full Module 3.2.S for the Active Substance is provided by the applicant, assessment of responses to questions regarding the active substance should be included in this FVAR.
The assessment of the responses to questions on the Applicant’s Part and Restricted Part of the ASMF should be provided in the separate AR on the ASMF.



<Text> <N/A>
Question
Summary of the Applicant’s response
Assessment of the Applicant’s response

<III.1.1.2 Medicinal product>
<Text> <N/A>
Question 
Summary of the Applicant’s response
Assessment of the Applicant’s response

<III.1.2 Other concerns>

<III.1.2.1 Active substance (related to additional data provided by the applicant only)>

	The assessment of the active substance in this FVAR should only address responses to questions concerning additional information provided by the applicant, which is not included in the open part as provided by the ASMF holder. In case a full dossier for the Active Substance is provided by the applicant the full assessment of the active substance should be included in this FVAR.
The assessment of the responses to questions on applicant’s part and restricted part of the ASMF should be provided in the separate AR on the ASMF.



<Text> <N/A>
Question 
Summary of the Applicant’s response
Assessment of the Applicant’s response

<III.1.2.2 Medicinal product>
<Text> <N/A>
Question 
Summary of the Applicant’s response
Assessment of the Applicant’s response
I.2 [bookmark: _Toc55320618]<Non-clinical aspects> 
<Text> <N/A>

[bookmark: _Toc184542134][bookmark: _Toc55320619]<II.2.1 Major objections>
<Text> <N/A>
Question
Summary of the Applicant’s response
Assessment of the Applicant’s response

<II.2.2 Other concerns >
<Text> <N/A>
Question
Summary of the Applicant’s response
Assessment of the Applicant’s response

I.3 [bookmark: _Toc55320620]<Clinical aspects (including RMP)> 
<Text> <N/A>

<III.3.1  Major objections>
<Text> <N/A>
Question
Summary of the Applicant’s response
Assessment of the Applicant’s response

<III.3.2 Other concerns>
<Text> <N/A>
Question
Summary of the Applicant’s response
Assessment of the Applicant’s response

I.4 [bookmark: _Toc55320621]<Product information> 
<Text> <N/A>
<Harmonisation of PL and labelling is included as part of this procedure.>
<PL and labelling are harmonised for this product.>	

<III.4.1  Major objections>
<Text> <N/A>
Question
Summary of the Applicant’s response
Assessment of the Applicant’s response

 <III.4.2 Other concerns>
<Text> <N/A>
Question
Summary of the Applicant’s response
Assessment of the Applicant’s response

[bookmark: _Toc517774819][bookmark: _Toc38083987][bookmark: _Toc55320622][bookmark: _Hlk55319863]Updated discussion <OVERALL CONCLUSION><AND BENEFIT-RISK Assessment> <AND GROUNDS FOR REFUSAL the <group OF> <VARIATION<s>> 

Please also indicate
- if existing conditions to the Marketing authorisation pursuant to Article 21a, 22 or 22a of Directive 2001/83/EC  remain valid or can be lifted, 
-if new conditions to the Marketing authorisation pursuant to Article 21a, 22 or 22a of Directive 2001/83/EC should be imposed,
or that no conditions to the Marketing authorisation are applicable.
Please also provide a justification, by e.g. referring to other parts of the FVAR.


[bookmark: _Toc55320623]<further Request for supplementary information as proposed by the RMS >
	Questions must be divided into ‘ major objections’ and/or ‘other concerns’, which are defined as follow:
‘ Major objections’, preclude a recommendation to the variation to the term of the marketing authorisation. In principle, one ‘ major objection’ may entail more than one question and the use of bullet points or subheadings is encouraged. It is vital that the structure and content of the objection are clear and understandable to the reader. Detailed comments may be necessary along with a reference to guidance documents
Ideally, the objection should include a clarification as to what kind of response/action by the MAH could be considered to solve the problem.
‘Other concerns’, may affect the proposed conditions to the variation to the terms of the marketing authorisation and product information.  


[bookmark: _Toc38083988][bookmark: _Toc55320624]V.1 <  Major objections>
<Text below relevant subheadings as detailed below> <N/A>
[bookmark: _Toc55320625]<V.1.1 Quality aspects>
<V.1.1.1 Active Substance (related to additional data provided by the applicant only)>

	In case the ASMF procedure is used the following should be stated in case major objections  are being raised on the restricted or applicant’s part of the ASMF:
‘For  major objections on the restricted or applicant’s part of the ASMF see separate AR on the ASMF’



<V.1.1.2 Medicinal Product>


[bookmark: _Toc55320626]<V.1.2 Non clinical aspects> 


[bookmark: _Toc55320627]<V.1.3 Clinical efficacy>


[bookmark: _Toc55320628]<V.1.4 Clinical safety>

[bookmark: _Toc55320629]<V.1.5 RMP>


[bookmark: _Toc55320630]<V.1.6 Product information>

[bookmark: _Toc38083989][bookmark: _Toc55320631]V.2  < Other concerns>
<Text below relevant subheadings as detailed below> <N/A>
[bookmark: _Toc55320632]<V.2.1 Quality aspects>
< V.2.1.1. Active Substance (related to additional data provided by applicant only)>

	In case the ASMF procedure is used the following should be stated in case other concerns are being raised on the restricted or applicant’s part of the ASMF:
‘For other concerns on the restricted or applicant’s part of the ASMF see separate AR on the ASMF’.



< V.2.1.2. Medicinal Product>


[bookmark: _Toc55320633]<V.2.2 Non clinical aspects>


[bookmark: _Toc55320634]<V.2.3 Clinical efficacy>


[bookmark: _Toc55320635]<V.2.4 Clinical safety>

[bookmark: _Toc55320636]<V.2.5 RMP>

[bookmark: _Toc55320637]<V.2.6 Product information>

































[bookmark: _Toc55320638][bookmark: _Toc184541226][bookmark: Text49][bookmark: Text50][bookmark: Text51]Annex:
Proposed changes to the <SmPC>, <PL>, <Labelling> ANNOTATED with THE RMS’s comments AFTER EACH SECTION>
[bookmark: _Toc10285834]
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