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Official Control Authority Batch Release (OCABR) of Centrally Authorised Immunological Medicinal Products for Human Use and Medicinal Products Derived From Human Blood and Plasma                                                                                                                                       
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	Document title
	Procedure For Official Control Authority Batch Release (OCABR) of Centrally Authorised Immunological Medicinal Products For Human Use And Medicinal Products Derived From Human Blood And Plasma

	Legislative basis
	Council Directive 2001/83/EC, amended by Directive 2004/27/EC, formerly Council Directives 89/342/EEC and 89/381/EEC

	Date of entry into force of present version
	1 July 2010

	Adoption of present version
	May 2010

	Original entry into force
	May 2001

	Revision status
	Revision to update to current practice and reflect EMA recommendations.

This procedure is appended to the EC Administrative Procedure For Official Control Authority Batch Release and should be applied under step 1 of that Procedure.

	Previous titles and other references
	This procedure has been approved by the European Commission, the EMEA and was finalised and approved by the Official Control Authority Batch Release Network and the EDQM on the occasion of their annual meeting 2001 under PA/PH/OMCL (2000) 83, DEF; editorial revisions to update reference to EU legislation under PA/PH/OMCL (2004) 143 DEF.

	Custodian organisation
	The present document was elaborated by the EDQM in the OMCL network and finalised under PA/PH/OMCL (10) 24 DEF


Procedure for OFFICIAL CONTROL AUTHORITY Batch Release (OCABR) of CENTRALLY AUTHORISED Immunological MEDICINAL PRODUCTS FOR HUMAN USE AND MEDICINAL PRODUCTS DERIVED FROM HUMAN BLOOD AND PLASMA
This procedure is aimed at defining the special steps that are applied specifically to Centrally Authorised Products when submitted to Official Control Authority Batch Release.  For all other steps, the procedure for OCABR, as defined in the general EU Administrative Procedure for Official Control Authority Batch Release apply.
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For medicinal products that will be subjected to OCABR (i.e. covered under Article 114 of Directive 2001/83/EC as amended by 2004/27/EC) the Marketing Authorisation Holder (MAH) proposes an OMCL(s) which would carry out OCABR for the product in question.  This should be highlighted at Pre-submission or Scientific Advice meetings with the European Medicines Agency (EMA) relevant group. The collaboration with the OMCL(s) should begin at least one year before Submission in order to allow for input to be considered in the development of suitable testing methodology for potency assays and batch release. It is proposed that the information on the chosen OMCL by the Applicant will be recorded in pre-submission meeting minutes and be passed on to the appointed Rapporteur Teams. The EMA should also inform EDQM of any upcoming start of a MAA procedure with official batch release.
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Proposed OMCL(s) determine the feasibility with input from EDQM and the EU/EEA OCABR network as needed and make a decision on their participation, informing the MAH and EMA as soon as possible if they are unable to participate so that alternative arrangements can be made. The main issue is whether or not technical capacity is available to carry out the proposed tests or can be developed in the necessary time frame. 

· At the time of submission the OMCL(s) eligible for OCABR, in close collaboration with the Rapporteur and Co-rapporteur, signal the need to prepare an appropriate guideline to the relevant OCABR drafting group and/or the OCABR Advisory group

· This includes proposal of a list of tests to be performed during OCABR and highlighting of any special issues related to the model protocol 

· The drafting group/Advisory group determines if a new guideline is needed, if an existing guideline can be revised to cover the needs or if existing guidelines are already sufficient to cover the new product and reacts appropriately.  If necessary the appropriate guideline is developed according to the general OCABR procedure for implementation of technical documents.

· The draft OCABR guideline should be ready for adoption at the time the Community Marketing Authorisation is granted.  The guideline will be formally adopted by the OMCL batch release network once the Community Marketing Authorisation has been finalised.

· When the first batches are marketed OCABR will be carried out  as described in the general EU administrative procedure for OCABR. 

Glossary:

EDQM: European Directorate for the Quality of Medicines & HealthCare

EEA: European Economic Area

EMA: European Medicines Agency

EU: European Union

MAA: Marketing Authorisation Application

MAH: Marketing Authorisation Holder

OCABR: Official Control Authority Batch Release

OMCL: Official Medicines Control Laboratory
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