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Official Control Authority Protocol for Approval of Plasma Pools

1  Introduction

Control authority certification of approval is performed within the framework of control authority batch release of medicinal products derived from human blood and plasma (Article 114 paragraph 2 of Directive 2001/83/EC as amended by 2004/27/EC and following the current Guideline on EC Administrative Procedure for Official Control Authority Batch Release.

Requirements are given in the general monograph ‘human plasma for fractionation (0853)’ of the European Pharmacopoeia (Ph. Eur.)

2  Sampling and tests to be performed by the Control Laboratory 

The following samples should be supplied to the Official Medicines Control Laboratory performing batch release and certification of plasma pools:

At least 5 samples of 1.5 ml each of the plasma pool/manufacturing pool.

Plasma pool samples should be stored at –20°C and shipped on dry ice.

The Control Laboratory should perform the following tests:

· For virological markers anti-HIV-1 and 2, HBsAg, and HCV RNA as determined by NAT  

On manufacturing pools for human plasma pooled and treated for virus inactivation and for human anti-D immunoglobulin:

· Determination of B19 virus by NAT
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On manufacturing pools for human plasma pooled and treated for virus inactivation

· Determination of HAV RNA and HEV RNA by NAT

3  Protocol submission 

A model protocol is given below.  A protocol may differ in detail but it is essential that all relevant details demonstrating compliance with the (certified) plasma master file and the Ph.Eur. monograph should be given.

3.1  Summary information of the plasma pool

Code number of plasma pool:
................................................

Date of manufacturing:
................................................
Source country of donations:
................................................
Number of donations in pool:
................................................
Volume of pool:
................................................
Reference and date of the plasma master file certificate

(if applicable - copy of the certificate to be included):
................................................
3.2  Starting materials

This plasma pool is composed of individual plasma, collected in accordance with the abovementioned plasma master file.

In case of any problem, the necessary information concerning traceability will be provided by the company to the concerned OMCL(s).

3.2.1 Individual donations (if a PMF certificate is available this section can be deleted)

source country of donations: 
................................................

remuneration: yes/no

Individual donations were each tested negative for:

	Viral marker
	method
	brand name
	CE marking

	anti-HIV 1/2
	
	
	

	Hepatitis Bs Ag
	
	
	

	anti-HCV
	
	
	


The same information should also be given when applicable for:

· Alanine Amino- Transferase

· Anti-Treponema

The test methods are those approved in the Plasma Master File and/or in the license application.

3.2.2  Plasma pool

source country and supplier of plasma pool: 
................................................
This plasma pool has been obtained from the combination of individual donations originated from the following donation / plasmapheresis centres (give the list of the addresses of these centres and the period of collection for the pool): .......... 

Tests for viral markers: this pool is tested and complies with the specification for:

(the columns concerning method, brand name and CE marking can be deleted if PMF certificate is available).

	Viral marker
	Method
	Brand name
	CE marking
	Specification
	Date of testing

	anti-HIV 1/2
	
	
	
	
	

	Hepatitis Bs Ag
	
	
	
	
	

	HCV RNA by NAT
	
	
	
	
	

	B 19 DNA by NAT (if applicable)
	
	
	
	
	

	HAV RNA by NAT (if applicable)
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HEV RNA by NAT (if applicable)
	
	
	
	
	


Include also information on other tests as laid down in the Marketing Authorisation and/or in the PMF, e.g. protein, bacterial count, 

4 Certification

Certification by qualified person taking the overall responsibility for production and control of the plasma pool:

I herewith certify that the plasma pool ref. N° ………….. was manufactured and tested according to the procedures approved by the Competent Authorities and complies with the quality requirements. 

Name:____________________________________________________

Function:_________________________________________________

Date:_____________________________________________________

Signature:_________________________________________________
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