Recertification: Variation


3.6 Variation application – annex 

TYPE(S) of CHANGE(S)
 FORMCHECKBOX 

Copy of the relevant page(s) from the Guideline for this/these change(s) is attached and the relevant boxes for conditions and documentation (both for Type IA and Type IB) are ticked

	


Variations included in this application:

	Number and title of variation, as per the classification guideline
	Procedure type

	 FORMCHECKBOX 

	a)
	Specific variation applied for, as per the classification guideline 
	type


(Select and include in this section the applicable variation(s) from the list presented at the end of this application form template (see detailed instructions provided with the list). The above example and the list of variations at the end of the form should subsequently be deleted from the completed form to be submitted).

	Precise scope and background for change, and justification for grouping,  worksharing and classification of unforeseen changes (if applicable)
(Include a description and background of all the proposed changes. In case of grouping and worksharing a justification should be provided in a separate paragraph. If a variation concerns an unforeseen change, include a justification for its proposed classification).



	PRESENT 1,2
	PROPOSED 1,2

	
	


1 Specify the precise present and proposed wording or specification, including dossier section number(s) at the lowest possible level.

2 For SPC, labelling and package leaflet changes, underline or highlight the changed words presented in the table above or provide as a separate Annex

	Other Applications 3(Please provide brief information on any ongoing variation  or other variation(s) submitted in parallel, or renewal application(s), or line-extension(s))



3 Due to complexity it is not necessary to complete this section for worksharing or grouped type IA variations affecting more than one MA.
	Declaration of the Applicant:
I hereby submit a notification/application for the above PMF(s) to be varied in accordance with the proposals given above. I declare that (Please tick the appropriate declarations):


 FORMCHECKBOX 

There are no other changes than those identified in this application (except for those addressed in other variations submitted in parallel;


 FORMCHECKBOX 

Where applicable, all conditions as set for the variation(s) concerned are fulfilled;


 FORMCHECKBOX 

For type IA notifications: the required documents as specified for the changes concerned have been submitted;


 FORMCHECKBOX 

Where applicable, national fees have been paid;


 FORMCHECKBOX 

This notification/application has been submitted simultaneously in RMS and all CMSs (for products within the Mutual Recognition Procedure and worksharing) or both to EMEA and (Co-) Rapporteur (for products within the Centralised Procedure) or, in case of worksharing involving the EMEA, to both the RMS/CMS and the EMEA;

 FORMCHECKBOX 

For worksharing or grouped type IA variations affecting more than one MA: the MAs concerned belong to the same MAH.


Change(s) will be implemented from 4:
 FORMCHECKBOX 

Next production run/next printing


 FORMCHECKBOX 

Date:  ______________________





   4 Only to be completed for Type IB and Type II variations.
	Fees paid (if applicable) Amount5  __________________________________________________________

Please specify fee category under National rules5  ___________________________________



	Main Signatory6 ____________________________

Print name _________________________________

 FORMCHECKBOX 

For worksharing/grouping for more than one MA: the main signatory confirms authorisation to sign on behalf of the designated contacts as specified in section 2.4.3 in Part IA/Module 1 Application Form for each of the MAs concerned.

Second Signatory __________________________

Print name _________________________________


	
	Status (Job title) ________________________

Date _________________________________

Status (Job title) ________________________

Date _________________________________




5   For submissions to the EMEA (incl worksharing procedures which include MRP products), this section can be left blank.

6   The main signatory is mandatory

LIST OF VARIATIONS (to be deleted upon completion of the form)


Please select the applicable variation(s) from the list presented below and include in the section “Type(s) of Change(s) – Variations included in this application ” above, in accordance with the following instructions: 

Only the main header of the change with the variation applied for needs to be included. To apply for variations not foreseen in the guideline, MAHs should declare such other variation (“z”) under the specific guideline section concerned at the lowest possible level i.e. either within a specific variation or under the appropriate guideline section title, as appropriate, including its proposed classification. Please indicate whether the variation has been subject to an Article 5 procedure. Examples of such z) variations have been already included in a number of relevant variations and section titles, for convenience.

For Type IA variations the date of implementation by the MAH needs to be added in the last column.

Full details on the precise scope of the variation concerned, should be given in the section ’precise scope’ of the application form. 


Examples of how the variation(s) should be presented in the section “Type(s) of Change(s)” of the application form.

E.g. when applying for a change outside the approved specification limits for the active substance:

	B.I.b.1 Change in the specification parameters and/or limits of an active substance, starting material / intermediate / reagent used in the manufacturing process of the active substance
	Procedure type

	 FORMCHECKBOX 

	f)
	Change outside the approved specifications limits range for the active substance
	II


E.g. when applying for an ‘unforeseen’ change concerning specification limits for the active substance:

	B.I.b.1 Change in the specification parameters and/or limits of an active substance, starting material / intermediate / reagent used in the manufacturing process of the active substance
	Procedure type

	 FORMCHECKBOX 

	z)
	Other variation
	 FORMCHECKBOX 
IA  FORMCHECKBOX 
IB  FORMCHECKBOX 
II
	 FORMCHECKBOX 
 Art 5


E.g. when applying for an ‘unforeseen’ change concerning the control of active substance:

	B.I.b  Change in control of the active substance
	Procedure type

	 FORMCHECKBOX 

	z)
	Other variation
	 FORMCHECKBOX 
IA  FORMCHECKBOX 
IB  FORMCHECKBOX 
II
	 FORMCHECKBOX 
 Art 5


The full list of variations is to be deleted from the actual submitted application form. 

	D Changes to PMF/VAMF
	Procedure type

	 FORMCHECKBOX 

	z)
	Other variation
	 FORMCHECKBOX 
IA  FORMCHECKBOX 
IB  FORMCHECKBOX 
II
	 FORMCHECKBOX 
 Art 5

Implement. Date:




	
	Procedure type

	 FORMCHECKBOX 

	D.1 Change in the name and/or address of the VAMF certificate holder
	 FORMCHECKBOX 
IAIN
	 FORMCHECKBOX 
IB9
	Implement. Date:




9 If one of the conditions is not met and the change is not specifically listed as Type II.
	
	Procedure type

	 FORMCHECKBOX 

	D.2 Change in the name and/or address of the PMF certificate holder
	 FORMCHECKBOX 
IAIN
	 FORMCHECKBOX 
IB9
	Implement. Date:




9 If one of the conditions is not met and the change is not specifically listed as Type II.
	
	Procedure type

	 FORMCHECKBOX 

	D.3 Change or transfer of the current PMF certificate holder to a new PMF certificate holder -i.e. different legal entity-
	 FORMCHECKBOX 
IAIN
	 FORMCHECKBOX 
IB9
	Implement. Date:




9 If one of the conditions is not met and the change is not specifically listed as Type II.
	
	Procedure type

	 FORMCHECKBOX 

	D.4 Change in the name and/or address of a blood establishment including blood/plasma collection centres
	 FORMCHECKBOX 
IA
	 FORMCHECKBOX 
IB9
	Implement. Date:




9 If one of the conditions is not met and the change is not specifically listed as Type II.
	
	Procedure type

	 FORMCHECKBOX 

	D.5 Replacement or addition of a blood/plasma collection centre within a blood establishment already included in the PMF
	IB


	
	Procedure type

	 FORMCHECKBOX 

	D.6 Deletion or change of status (operational/non-operational) of establishment(s)/centre(s) used for blood/plasma collection or in the testing of donations and plasma pools
	 FORMCHECKBOX 
IA
	 FORMCHECKBOX 
IB9
	Implement. Date:




9 If one of the conditions is not met and the change is not specifically listed as Type II.
	
	Procedure type

	 FORMCHECKBOX 

	D.7 Addition of a new blood establishment for the collection of blood/plasma not included in the PMF
	II


	
	Procedure type

	 FORMCHECKBOX 

	D.8 Replacement or addition of a blood centre for testing of donations and/or plasma pools within an establishment already included in the PMF
	IB


	
	Procedure type

	 FORMCHECKBOX 

	D.9 Addition of a new blood establishment for testing of donations and/or plasma pool not included in the PMF
	II


	
	Procedure type

	 FORMCHECKBOX 

	D.10 Replacement or addition of a new blood establishment or centre(s) in which storage of plasma is carried out
	IB


	
	Procedure type

	 FORMCHECKBOX 

	D.11 Deletion of a blood establishment or centre(s) in which storage of plasma is carried out
	 FORMCHECKBOX 
IA
	 FORMCHECKBOX 
IB9
	Implement. Date:




9 If one of the conditions is not met and the change is not specifically listed as Type II.
	
	Procedure type

	 FORMCHECKBOX 

	D.12 Replacement or addition of an organisation involved in the transport of plasma.
	IB


	
	Procedure type

	 FORMCHECKBOX 

	D.13 Deletion of an organisation involved in the transport of plasma
	 FORMCHECKBOX 
IA
	 FORMCHECKBOX 
IB9
	Implement. Date:




9 If one of the conditions is not met and the change is not specifically listed as Type II.
	
	Procedure type

	 FORMCHECKBOX 

	D.14 Addition of a CE-marked test kit to test individual donations as a new test kit or as a replacement of an existing test kit
	 FORMCHECKBOX 
IA
	 FORMCHECKBOX 
IB9
	Implement. Date:




9 If one of the conditions is not met and the change is not specifically listed as Type II.
	D.15 Addition of a non-CE marked test kit to test individual donations as a new test kit or as a replacement of an existing test kit
	Procedure type

	 FORMCHECKBOX 

	a)
	The new test kit has not previously been approved in the PMF for any blood centre for testing of donations
	II

	 FORMCHECKBOX 

	b)
	The new test kit has been approved in the PMF for other blood centre(s) for testing of donations
	 FORMCHECKBOX 
IA
	 FORMCHECKBOX 
IB9
	Implement. Date:




9 If one of the conditions is not met and the change is not specifically listed as Type II.
	
	Procedure type

	 FORMCHECKBOX 

	D.16 Change of kit/method used to test pools (antibody or antigen or NAT test).
	II


	
	Procedure type

	 FORMCHECKBOX 

	D.17 Introduction or extension of inventory hold procedure.
	 FORMCHECKBOX 
IA
	 FORMCHECKBOX 
IB9
	Implement. Date:




9 If one of the conditions is not met and the change is not specifically listed as Type II.
	
	Procedure type

	 FORMCHECKBOX 

	D.18 Removal of inventory hold period or reduction in its length.
	IB


	D.19 Replacement or addition of blood containers (e.g. bags, bottles)
	Procedure type

	 FORMCHECKBOX 

	a)
	The new blood containers are CE-marked
	 FORMCHECKBOX 
IA
	 FORMCHECKBOX 
IB9
	Implement. Date:



	 FORMCHECKBOX 

	b)
	The new blood containers are not CE-marked
	II


9 If one of the conditions is not met and the change is not specifically listed as Type II.
	D.20 Change in storage / transport
	Procedure type

	 FORMCHECKBOX 

	a)
	storage and/or transport conditions
	 FORMCHECKBOX 
IA
	 FORMCHECKBOX 
IB9
	Implement. Date:



	 FORMCHECKBOX 

	b)
	maximum storage time for the plasma
	 FORMCHECKBOX 
IA
	 FORMCHECKBOX 
IB9
	Implement. Date:




9 If one of the conditions is not met and the change is not specifically listed as Type II.
	
	Procedure type

	 FORMCHECKBOX 

	D.21 Introduction of test for viral markers when this introduction will have significant impact on the viral risk assessment.
	II


	
	Procedure type

	 FORMCHECKBOX 

	D.22 Change in the plasma pool preparation (e.g. manufacturing method, pool size, storage of plasma pool samples)
	IB


	
	Procedure type

	 FORMCHECKBOX 

	D.23 Change in the steps that would be taken if it is found retrospectively that donation(s) should have been excluded from processing (“look-back” procedure).
	II
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