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[ 1] WHO D=2y hUU—RHA RTA

WHO Lot Release Guideline[Tl

WHO Guideline provides an opportunity to
discuss the different approaches used and to
reach consensus on key elements among
countries.

L 04 BIOY
o STANDARDE

Guidelines for Independent Lot Release
of Vaccines by Regulatory Authorities

Approved October 2010

2% World Health

(M 2] EOm >y MY U —2BE

¢ Organization

» Summary Lot Protocol (SLP) review is the
basis for lot release.

» Independent testing requires high level of
expertise and appropriate resources to
implement and support QMS.

= Some parameters is monitored through GMP
compliance (i.e.. Sterility testing by aseptic
process validation and environmental
monitoring by manufacturer).

= Regional networks and international
regulatory cooperation are important

elements.

Basis of Section 2, Article 43 of Article 114 of 2001/83/ Food and Drug Act Code of Federal
National Test Pharmaceutical Affairs  EC amended by 200427/ 001 'j“ é“ég . oc1 - Regulations
Law (PAL) ECO cgutations L.0% 21 CFR 610.2(a)[T

Requirements for Minimum Requirement Approval form Approval form Approval form
Biological Products for Biological Products European Pharmacopeia US Pharmacopeia
National Test Criteria  National Test Policy Official Control Guidance for Sponsors, Code of Federal

Authority Batch Release Lot Release Program for ~ Regulations

(OCABR) Guideline Schedule D (Biologic) 21 CFR 600.81

Drugs (2005) Federal Register/Rules

and Regulations
Vol58, No137 (1993)

NCL National Institute of Official Medical Control ~ Health Canada Biologics ~ FDA/Centre for
Infectious Disease Laboratory (OMCL) and Genetic Therapies Biological Evaluation
(NIID) Directorate and Research (CBER)
Responsibilities (BGTD)
Frequency of SLP Every lot Every lot Every lot Every lot
Review i} m
Frequency of Test Every lot Every lot Every lot As required
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[ 8] vrFroias

By A I

New or improved

vaccine

Post—marketmg %%

evaluation

VACCINE gy

Quality, non-clinical
& clinical information

Licensing /
Approval of variations

National@ontrolAaboratoryENCL) I

=

L
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