[image: image1.png]O

EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH





23 September 2010
EMA/176679/2020 IF  <> "Error*"EMA/176679/2020 \* MERGEFORMAT 
EMA/176679/2020
 
Human Medicines Development and Evaluation 

Application for an EMA certificate for a Plasma Master File (PMF)

	Application form:

<Initial certificate>

<PMF annual update>
<Variation Type IA>
<Variation Type IAIN>
<Variation Type IB>
<Variation Type II>



Application form

This form is to be used for an application for a certificate for a Plasma Master File (PMF) submitted to the European Medicines Agency (EMA) in accordance with the Annex I to the Directive 2001/83/EC.

NOTE: Please consult the ‘Guideline on requirements for Plasma Master File (PMF) certification’, and the ‘Guideline on scientific data requirements for a Plasma Master File (PMF)’.

	DECLARATION and SIGNATURE
Person authorised for communication
     
on behalf of the PMF applicant*:

     
Applicant for PMF approval:

     


     


     
It is hereby confirmed that all data relevant to the quality of the plasma have been supplied in the PMF dossier. These data are relevant to the list of medicinal products/ancillary medicinal substances incorporated in medical devices to which the Plasma Master File is linked.

It is hereby confirmed that fees will be paid according to the Community rules**.

On behalf of the applicant

____________________________________

Signature(s):
Name

     
Function

     
Place and date  <DD Month YYYY>
* Attach letter of authorisation for communication on behalf of the PMF applicant in Module 1.
** See information on fee payment in the Notice to applicants, Volume 2A, Chapter 7.


1.  Type of application
1.1.  This application concerns

 FORMCHECKBOX 

Initial EMA certification for a Plasma Master File:
 FORMCHECKBOX 

in the framework of a new MAA
 via the centralised procedure;
 FORMCHECKBOX 

in the framework of a new MAA for a mutual recognition procedure;
 FORMCHECKBOX 

in the framework of a new MAA for a national procedure;
 FORMCHECKBOX 

other.

	Comment: <Text.>


 FORMCHECKBOX 

Recertification: 


 FORMCHECKBOX 

PMF annual update


 FORMCHECKBOX 

PMF variation

	Variation type

	Application type

	<Number> Type IAIN
	 FORMCHECKBOX 
 Single variation

	<Number> Type IA
	 FORMCHECKBOX 
 Grouping of variations

	<Number> Type IB unforeseen

	 FORMCHECKBOX 
 Worksharing

	<Number> Type IB foreseen8
	

	<Number> Type II
	


	In case of recertification, fill in the EMA certificate number
:
EMEA/H/PMF/____/__/__/___


1.2.  Co-ordinators
	<Co-ordinator's name>
(Name of co-ordinator 1, Member State)
	<Co-ordinator's name>
(Name of co-ordinator 2, Member State)


1.3.  eCTD sequence
	eCTD sequence number: <eCTD sequence number>


2.  Application particulars
2.1.  Period of data collection

	Period epidemiological data collection: 01-01-<YYYY> – 31-12-<YYYY>
 


2.2.  Contact person, applicant for PMF approval

2.2.1.  Proposed PMF certificate holder/applicant and contact person
	
Company name:


PMF holder

Contact person:
<Contact name>
Address: 
Unit/ Floor/ Suite number
<Text>
Building name
<Text>
Street number
<Text>
Street



<Text>
Address line 2


<Text>
Town / City


<Text>
County / State / Region
<Text.>
Postcode / Zip
<Text>
Country
<Text>

Telephone: 


<Phone number>

Fax: 



<Fax number>

E-mail: 


<E-mail address>
Has SME
 status been assigned by the EMA?

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes

EMA-SME number: <SME number>
Date of expiry: (<DD Month YYYY>)

 FORMCHECKBOX 
 Attach copy of the ‘Qualification of SME status’ as an annex to Module 1


2.2.2.  Person/company authorised for communication on behalf of the PMF applicant during the procedure
	Contact Person*:
<Contact name>
Company name*:

<Company name>
Address: 




Unit/ Floor/ Suite number
<Text>
Building name
<Text>
Street number
<Text>
Street



<Text>
Address line 2


<Text>
Town / City


<Text>
County / State / Region
<Text>
Postcode / Zip
<Text>
Country
<Text>
Telephone: 


<Phone number>
Fax: 



<Fax number>
E-mail: 


<E-mail address>


	* FORMCHECKBOX 
 If different to 2.2.1 above, attach letter of authorisation as an annex to Module 1


3.  List of documents - Application - check list 

Module 1. Administrative information and annexes

 FORMCHECKBOX 
 1.0  Cover letter
 FORMCHECKBOX 
 1.2.  Application form (correctly filled, signed and dated)

 FORMCHECKBOX 
  Annex - Variation application form (annex), if applicable

 FORMCHECKBOX 
  Annex - Letter of authorisation for communication on behalf of the PMF applicant, when different.

 FORMCHECKBOX 
  Annex –copy of ‘Qualification of SME status’

 FORMCHECKBOX 
 1.4.1 Quality information about the expert

 FORMCHECKBOX 
 Additional data – PMF commitment
Module 2. Quality Overall Summary (QOS)
 FORMCHECKBOX 
 1. QOS
 (e-link to PMF chapter 1.2.)
Module 3. PMF

 FORMCHECKBOX 
 0. PMF annual update module

 FORMCHECKBOX 
 1. Annex I - Summary of all changes
 FORMCHECKBOX 
 2. List including cases, over previous year, for which it was retrospectively found there were indications that a donation contributing to a plasma pool was infected with HIV or hepatitis A, B, or C
 FORMCHECKBOX 
 3. List including number of positive donations that have been identified per viral marker by NAT testing at the fractionator level including minipool testing. If NAT testing of minipools is performed by PMF holder, results of the NAT testing should be provided, including the number of minipools tested and positive donations identified
 FORMCHECKBOX 
 1. PMF dossier integrated
 - (in accordance with ‘Guideline on the scientific data requirements for Plasma Master File (PMF)’)

 FORMCHECKBOX 
 Initial PMF

 FORMCHECKBOX 
 Recertification PMF. New sequence and only updated chapter within leaf titles. (Note: changes should be submitted with track changes.) The PMF update should include all changes and updated information since the last certification (initial or recertification). Including:

 FORMCHECKBOX 
 Updated epidemiological data i.e. newly available data together with its scientific evaluation (see 2.1.1 and appendix)

 FORMCHECKBOX 
 Updated sections 1.1
, 2.1.3 and 2.3
. In section 1.3, updated flow chart when applicable. In addition, when relevant, update on deletions of country(ies) and/or centres(s)/establishment(s) used for blood/plasma collection, or in which testing of donation and plasma pools is carried out, and deletion of blood bag(s) may be submitted at the annual update. The reason for the deletion should be specified.

 FORMCHECKBOX 
 Update of inspection/audit status of blood establishments (see Annexes II, III, IV and V).

 FORMCHECKBOX 
 Update on the participation in proficiency studies for plasma pool testing (viral marker and NAT testing, see section 2.2.2)
 FORMCHECKBOX 
 Annexes and appendixes to the PMF

Annexes: A  FORMCHECKBOX 
 II  FORMCHECKBOX 
 III  FORMCHECKBOX 
 IV  FORMCHECKBOX 
 V  FORMCHECKBOX 
 (word version, including track changes)

Appendixes:

 FORMCHECKBOX 
 1. Flow chart indicating the different sites involved in the PMF. The flow chart describing the complete supply-chain for plasma and intermediates
 FORMCHECKBOX 
 2. Epidemiological data in accordance with guideline

 FORMCHECKBOX 
 3. List of test kits: 
 FORMCHECKBOX 
 Viral markers (as CE mark and no-CE)  
 FORMCHECKBOX 
 NAT testing kits

 FORMCHECKBOX 
 4. List of bags 

 FORMCHECKBOX 
 5. Other as appropriate     <Please indicate>                                                      .              
� Delete as appropriate.


� Above heading. The applicant should delete as appropriate.


� Marketing Authorisation Application.


� See section 4.1. ‘Guideline on requirements for PMF certification’, specify trigger for submission of a PMF application in the case of existing marketing authorisations via the centralised procedure.


� If changes are also applied for at the time of the annual update, please also tick type of variation(s) and provide the annex variation application form�. The variation application form should be downloaded from the WEB, filled in and submitted jointly with this form.


� In case of a stand alone variation submission, the annex variation application form should be downloaded from the WEB, filled in and submitted jointly with this form.


� In each row, please include the number of variations applied for.


� A variation is considered ‘unforeseen’ when the proposed variation is not considered a minor variation of Type IB following the Commission classification guideline, or has not been classified as a Type IB variation in an Article 5 recommendation. When one or more of the conditions established in the guideline for a Type IA variation are not met, the concerned change may be submitted as a Type IB variation unless the change is specifically classified as a major variation of Type II.


� Last certificate issue number (or last assigned application number).


� This period refers to collection of data for the initial certificate, or, where applicable, for the most recent PMF annual update.


� Small and Medium Enterprises.


� CV, signature, date.


� QOS/Expert statement.


� Only to tick when annual update applies.


� This applies for all submissions; initial certifications and re-certifications (variations, annual updates).


� This product-list is also part of the PMF application form and valid PMF certificate. This list should be kept up-to-date to allow a link between finished products and the plasma source. The updates to this list are not considered variations. Independently, all MAHs incorporating a new plasma source, with consequent changes to the manufacturing process starting from the pooled plasma, will need to apply for a variation to the Marketing Authorisation in accordance with the Commission Regulation (EC) No 1085/2003. In other cases where a new plasma source is incorporated, the need for a variation to the MA will depend on the impact on the finished product.


� Changes to these sections are not considered variations but updated information to the previous PMF (initial/annual update).





	

	Official address  Domenico Scarlattilaan 6  ●  1083 HS Amsterdam  ●  The Netherlands
	An agency of the European Union  
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	Address for visits and deliveries  Refer to www.ema.europa.eu/how-to-find-us 
Send us a question  Go to www.ema.europa.eu/contact 
Telephone +31 (0)88 781 6000
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