Annex A6-2 

CMD(h) Pandemic Plan

Mutual Recognition Procedure

Type II variation 

Final Variation Assessment Report

[Prepared under Pandemic Arrangements]

<Invented Name>

 FORMTEXT _
<(Active Substance)>
 FORMTEXT _
AB/H/{nnn}/II/{nn} 

Marketing Authorisation Holder:      
Date:      
This report is effectively an update of the Preliminary Variation Assessment Report and thus retains the core structure of the initial report.  
It is not mandatory to use this template. As alternative approach, the PVAR can be used in which amendments based on the response document have been included 
ADMINISTRATIVE INFORMATION

	Name of the medicinal product(s) in the RMS
	     

	INN (or common name) of the active substance(s)
	     


	Reference Number for the Mutual Recognition Procedure
	     

	Member States concerned
	


In the Reference Member State:

	
	     

	RMS contact person
	Name

     
Tel:
 
     
  E-mail:
     

	Name(s) of the assessors
	Quality: 

Name

     
Tel:
 
     
  Email:
     
Nonclinical: 

Name

     
Tel:
 
     
  Email:
     
Clinical: 

Name

     
Tel:
 
     
  Email:
     


	Variation Procedure Start Date
	     

	Date of PVAR
	     

	Date of Final Variation Assessment Report (re-start of the clock)
	

	Deadline for Comments by CMS (day 85)
	     


	Nature of change requested
	     


I. Recommendation

Based on the review of the data on  FORMDROPDOWN 
,  FORMDROPDOWN 
  FORMDROPDOWN 
, the RMS considers that the variation application <{nn}/C/{nnn}/II/{nn}> for <medicinal product invented name> (<INN>),  FORMTEXT _in the treatment of <indication>, for the following proposed changes <scope of variation>
<is approvable. >

If applicable:

 The list of follow-up measures is included in section V of this report.

<is not approvable since potential serious risks to public health (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 details of these potential serious risks to public health <and/or> other concerns are provided in section V below.>

II. EXECUTIVE SUMMARY

II.1 II.1
Scope of the variation 

<Text>

Only a brief description of the change requested should be included (as included in the PVAR)

III. Assessment of the responses to the Member State(s) Request for supplementary information

III.1 <Quality aspects> 

	Responses to questions concerning the confidential (ASM - Active Substance Manufacturer restricted) part of the DMF are assessed in annex II (this annex is not supplied to the MAH). 


Application assessed under special measures

	
	
	Yes
	No

	1
	Have all potential serious risks to public health been answered satisfactorily?
	
	

	2
	Satisfactory Product Information (if affected by the change)
	
	If no please refer to section III.4


If the answer to question 1 is no then the variation application should be refused and ground(s) for refusal should be formulated in section IV.

If  the answer  to question 1 is yes however there are still some minor remaining questions, these should not be forwarded to the MAH at this moment. These questions should be included in section VI as FUM.

III.2 <Non-clinical aspects> 

Application assessed under special measures

	
	
	Yes
	No

	1
	Have all potential serious risks to public health been answered satisfactorily?
	
	

	2
	Satisfactory Product Information (if affected by the change)
	
	If no please refer to section III.4


If the answer to question 1 is no then the variation application should be refused and ground(s) for refusal should be formulated in section IV.

If  the answer  to question 1 is yes, however there are still some minor remaining questions, these should not be forwarded to the MAH at this moment. These questions should be included in section VI as FUM.

III.3 <Clinical aspects> 

Application assessed under special measures

	
	
	Yes
	No

	1
	Have all potential serious risks to public health been answered satisfactorily?
	
	

	2
	Satisfactory Product Information (if affected by the change)
	
	If no please refer to section III.4


If the answer to question 1 is no then the variation application should be refused and ground(s) for refusal should be formulated in section IV.

If  the answer  to question 1 is yes, however there are still some minor remaining questions, these should not be forwarded to the MAH at this moment. These questions should be included in section VI as FUM.

III.4 <Product information> 

III.4.1 III.4.1 Summary of Product Characteristics>

· The submitted SmPC has been amended in accordance with the comments raised and is acceptable

· Some further amendments are required to the SmPC (see annex I: proposed changes to the SmPC including boxed comments from the RMS) which can be included post approval. The applicant should commit to submit a new single variation application once the pandemic situation has been ended

Delete as applicable)

III.4.2 <III.4.2 Package leaflet 

· The submitted PL has been amended in accordance with the comments raised and is acceptable

· Some further amendments are required to the PL (see annex I: proposed changes to the PL including boxed comments from the RMS) which can be included post approval. The applicant should commit to submit a new single variation application once the pandemic situation has been ended

Delete as applicable)

III.4.3 <III.4.3 Labelling>

· The submitted labelling has been amended in accordance with the comments raised and is acceptable

· Some further amendments are required to the labelling (see annex I: proposed changes to the labelling including boxed comments from the RMS) which can be included post approval. The applicant should commit to submit a new single variation application once the pandemic situation has been ended

IV. Updated discussion <overall conclusion <and benefit risk assessment <and grounds for refusaL of the variation>

The application can be approved.

Other questions/requests for further information identified but not considered a potential serious risk to public health can be dealt with later after approval via one FUM procedure. 

Any (further) changes required to the Product information which can be included after approval, should be submitted as a new single variation application.

The variation is not acceptable since potential serious risks to public health  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 ground(s) for refusal is (are):


[image: image1]
V. FINAL LIST of follow up measures

	Area1
	Description

	 FORMDROPDOWN 

	     

	 FORMDROPDOWN 

	     

	 FORMDROPDOWN 

	     


1. Areas: Quality, Non-clinical, Clinical, Pharmacovigilance, SmPC/PL/labelling

All FUMs listed above concerning quality/non-clinical/clinical and pharmacovigilance can be dealt with as one FUM procedure

Changes required to SPC/PL and labelling should be submitted as one single variation application

<Annex I:
Proposed changes to the <SPC>, <PL>, Labelling> ANNOTATED with THE RMS’s comments AFTER EACH SECTION>

<Annex II
RMS questions on the ASM (Active Substance Manufacturer) restricted/closed part of the EDMF

Name of Product, Applicant, Procedure Ref. No.:      
Active Substance (Drug Substance):       
Name of ASM:      
Address of ASM:      
NOTES:

This EDMF has been assessed under special measures and a full assessment report is not available. <The data supplied fulfil the requirements and demonstrate that the material is of suitable quality for manufacture  of the finished product>/<further information are required as summarised below>

(delete as applicable) 

Where there is more than one EDMF cited in the dossier, a separate annex is needed for each EDMF

These annexes will not be sent to the MAH but only to the relevant ASM / holder of the EDMF




Delete as applicable








< Invented name, AB/H/nnn/II/nn>
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