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Questionnaire about vaccine lot release system

The WHO ECBS adopted “Guidelines for Independent Lot Release of Vaccines by
Regulatory Authorities” in 2010, and we have recognized anew the importance of having
a well-established and globally harmonized lot release system. We are now discussing
how our vaccine lot release system can be improved. The information about the lot
release system of your country obtained through this questionnaire will make a useful
contribution to our discussion. We would like to express our sincere appreciation for

your cooperation in advance.

Please answer the following questions by placing a check next to the response(s) that
apply to your country’s lot release system. For some questions, depending on the
particular product, lot and so on, several different responses might apply to the same
question. In that case, please indicate all the responses which apply in the various

cases.
[Question about biological products in generall

Q1. What kinds of drugs are subject to independent lot release?
Vaccines

Anti-sera

Plasma derivatives

Biotherapeutics

0 N R I A B

Other (Please specify in the column below.)

Comment:

[Questions about lot release system for vaccines]

Q2. What procedures are required for the lot release of vaccines?

[0 Review of manufacturers’ summary protocol only

[0 Independent testing only

[0 Review of summary protocol plus independent testing

[0 Recognition/acceptance of lot release certificates from the NRA/NCL of another
country

O Other (Please specify in the column below.)
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Comment:

Q3. Which classes of lots are subject to lot release?

[0 Lots which are produced domestically and marketed domestically
(0 Lots which are produced domestically but are for export only

[0 Lots which are imported or procured and marketed domestically
0 Other (Please specify in the column below.)

Comment:

[Questions about independent testing for lot release of vaccines]

Q4. What percentage of lots is tested?

O Every lot (100% of lots)

[0 Less than 100% of lots

1 Zero % of lots

[0 Other (Please specify in the column below.)

Comment:

Q5. What items are tested when independent testing of measles vaccine is performed?
Appearance

Potency (Virus concentration)

Thermal stability

Sterility

General safety test (Abnormal toxicity test, Innocuity)

Residual moisture

Test for freedom from extraneous viruses

Test for neurovirulence

Identity

0 1 I I O B O B

Other (Please specify in the column below.)

Comment:
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Q6. What items are tested when independent testing of split influenza vaccine is
performed?

Appearance

Haemagglutinin content (Potency)

Purity

Fractionation test

Protein content

Endotoxin

Sterility

General safety test (Abnormal toxicity test, Innocuity)
Test for leukopenic toxicity

Test for Freedom from ether

Identity

Oooooo0oogooogod

Other (Please specify in the column below.)

Comment:

Q7. What items are tested when independent testing of acellular pertussis vaccine is
performed?

Appearance

Potency (Mouse immunogenicity test)

Potency (Modified intracerebral challenge assay)
Residual activity of pertussis toxin (eg. HIST)
Accelerated reversion test

Protein content

Endotoxin

Sterility

General safety test (Abnormal toxicity test, Innocuity)
Adjuvant content

Preservative content

Content of residual detoxifying agent

pH

Identity

OoDooooooooobood

Other (Please specify in the column below.)

Comment:
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