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Explanatory Note on 

Correct Application of Section 3.2 of Product Specific Guidelines 

for 

Official Control Authority Batch Release in the EU 

Introduction

EU Official Control Authority Batch Release (OCABR) of vaccines for human use and medicinal products derived from human blood and plasma is carried out in the context of Article 114 of the EU Directive 2001/83/EC as amended.  In order to promote the harmonised application of the Directive and foster the mandatory mutual recognition of OCABR the EU OCABR Network for human medicines, which is part of the General European OMCL Network (GEON), has developed an administrative procedure and a series of product specific guidelines in addition to numerous other support documents.  

The EU Administrative Procedure for Official Control Authority Batch Release defines the legal framework, purpose, principles and procedure for OCABR, outlining the steps to be taken by Member States and applicants involved in OCABR.  The product specific guidelines clearly set out the list of tests that have been agreed upon by the OCABR Network (including the EMA for centrally authorised products) to be performed by the OMCL for batch release of the respective medicinal products.  They also provide model protocol templates for the applicants in order to facilitate the application and foster a harmonised approach.  Both the administrative procedure and the product specific guidelines are available on the EDQM website https://www.edqm.eu/en/Human-OCABR-Guidelines-1530.html.  

Model Protocol Templates in the Product Specific Guidelines

The model protocol templates are found in section 3 of all OCABR product specific guidelines.  They are intended only as models and are based on the compiled information available on existing products and on European Pharmacopoeia requirements.  Individual product protocols that are submitted by the marketing authorisation holder to the OMCL for the purpose of OCABR may differ from the template.  Elements that are not applicable because they are not part of the product’s marketing authorisation should be excluded.  Elements that are required by the marketing authorisation but that are not listed in the template should be added.  Each protocol submitted should include a summary of information on the finished product (final lot), production information, information on starting materials, details on control steps in the intermediate stages, details of tests performed on the final lot and a certification by the qualified person of the MAH.

Section 3.2: Production Information

Section 3.2 is related to the production information.  This section is intended to give the OMCL responsible for OCABR a clear overview of the production information for the specific batch that has been submitted.  The information required in this section includes the site and date of manufacture and a summary information scheme on the batch specific production steps.  This should be included for each submission and should be batch specific.  

The summary information scheme should clearly include:

· the dates of the different production stages,

· the production site used for the different stages (in particular if the different intermediates and final products are produced in different sites)

· the identification numbers of the different intermediates and final products

· the blending scheme

It is recommended that this information be included as part of a flow chart.

The summary information scheme should be adapted for each batch to truly reflect the steps that have been taken to arrive at that batch of final product.  In addition to the elements noted above any repeat of processing steps, undertaken as reprocessing following the approved marketing authorisation, should be indicated. To help to emphasise this point section 3.2 of the product specific guidelines will be updated to include the reminder to note any reprocessing steps that have taken place.  The update to the text in section 3.2 will be made as the individual guidelines are updated for other purposes but it should be understood that it applies to all product specific guidelines.
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