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6. Recommendations for the production and control of poliomyelitis vaccine (oral). In: WHO
Expert Committee on Biological Standardization. Fifty Report. Geneva, World Health
Organization, 1999, Annex 1 (WHO Technical Report Series, No. 904).
7. Requirements for measles, mumps and rubella vaccines and Combined vaccines (Live). In:
WHO Expert Committee on Biological Standardization. Forty-third Report. Geneva, World
Health Organization, 1994, Annex 3 (WHO Technical Report Series, No. 840).
8. Requirements for Diphtheria, Tetanus, Pertussis and Combined vaccines. In: WHO Expert
Committee on Biological Standardization. Fortieth Report. Geneva, World Health Organization,
1990, Annex 2 (WHO Technical Report Series, No. 800).
9. Guidelines to Assure the Quality, safety, and efficacy of recombinant human papillomavirus
virus-like particle vaccine. In: WHO Expert Committee on Biological Standardization. Fifty
seventh Report. Geneva, World Health Organization, 2006, (WHO Technical Report Series, in
press).
10 Guidelines to assure the quality, safety and efficacy of live attenuated rotavirus vaccines
(oral). In: WHO Expert Committee on Biological Standardization. Fifty -sixth Report. Geneva,
World Health Organization, 2005, Annex 3 (WHO Technical Report Series, No. 941).
11. Guidelines on clinical evaluation of vaccines: regulatory expectations. In: WHO Expert
Committee on Biological Standardization. Fifty-fifth report. Geneva, World Health Organization,
2004. Annex 1 (WHO Technical Report Series, No. 932).
12. Good Manufacturing Practices for pharmaceutical products: main principles. In: WHO
Expert Committee on Biological Standardization. Geneva, World Health Organization 2003.
Annex 4 (WHO Technical Report Series, No. 908).
13. Yearly Biologic Product Reports for Lot Release. Health Canada, 2008 (http://www.hc-
sc.gc.ca/dhp-mps/brgtherap/applic-demande/guides/lot/index-eng.php).
14. Recommendations for the preparation, characterization and establishment of international
and other biological reference standards. In: WHO Expert Committee on Biological
Standardization Fifty-fifth report. Geneva, World Health Organization, 2004. Annex 2 (WHO
Technical Report Series, No. 932). '
15. M. Cuervo and A. Yanes. Comparison between in vitro potency tests for Cuban Hepatitis B
vaccine: contribution to the standardization process. Biologicals, 2004, 32:171-176.
16. Procedure for assessing the acceptability, in principle, of vaccines for purchase by United
Nations agencies. Geneva, World Health Organization, 1997 (WHO/VSQ/97.06).

12. Appendix
A Model Procedure to Document the Decision Making Process in Lot Release

This section is intended to assist NCLs in the documentation of the information and the process
~ used in the evaluation of vaccine lot release specific issues. Examples include:

e Release of vaccine lots under emergency situations such as vaccine shortage due to
disease outbreak, natural disaster, manufacturing problems (e.g. out-of-specification) etc.
e Periodic evaluation of independent testing frequency (to consider modification,
suspension or continuation of current strategy),
e Periodic evaluation of tests performed for lot release of a particular product (to consider
deletion, inclusion or modification of given tests).

Given that each situation is specific, it is expected that modifications to the structure and content
~ may be required in order for this template to be applicable to different issues.

1. Issue



FATE R
A 3
Define the problem/issue to be analyzed.

2. Purpose/Objective

Outline the purpose and/or objectives of this analysis, for example to evaluate the consistency of
production of a vaccine, and explore whether changes to the frequency of independent testing or
elimination of a specific test are justified based on the consistency of production.

3. Background
Give brief history of problem/issue and identify critical information.

4. Issue analysis

List all key components of the issue to be analyzed, taking into account of relevant information
from NCL/NRA and manufacturers. Justify results/conclusions with regulatory and scientific
data including published and not published information.

5. Options analysis
List all the alternatives considered to address the issue/problem including Status quo.

List and discuss the positivé and negative aspects of each option.
Outline the proposed solution or accepted alternative and why it was selected.

If relevant, discuss the benefits and costs of the proposed solution compared to the benefits and
costs of the other solutions.

6. Considerations

Identify any additional relevant information, for example, discuss with other NCLs that are
responsible for releasing this vaccine in other countries to share the information regarding
production and quality control of this vaccine.

7. Recommendations
Indicate what the recommendation is and who is responsible for the approval.

8. Implementation and evaluation plan
Show how the proposed changes will be implemented in terms of timing, organizational and
personnel changes necessary, resource allocation, etc.

Indicate when and how the proposed change will be evaluated and againét what benchmarks
9. References and attachments

“Include any references, reports and relevant information used in the risk analysis, such as GMP
inspection report, regulatory post-marketing unit report, quality control product report from NCL

and/or summary of decisions regarding variations submitted for regulatory approval.

I approve the recommendation proposed in this analysis,

Dr. xxXxxxxxxx
Director of National Control Laboratory
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