
WHO CONDI'rION3 FOR THE DIoSTRIBm'ION AND

W)E OF POLIOMYELITIS VACCINE STRAINS (SABIN)

The World Health Organization has agreed to safeguard the Sabin
poliomyelitis vaccine strains and make them available only to production
laboratories which are able to produce safe and effective vaccines. A WHO
Con aul. tative Group on Oral Poliomyelitis Vaccine (Sabin strains) has been
established to assist the Director-General to fulfil this task.

To enable the Director-General to decide whether or not a candidate
labo!~tory is in a position to meet the stringent requirements which the
production of this vaccine entails, a series of progressive steps has been
established. They are described below:

1. It has to be shown by the producer that his laboratory complies with
the general requirements for manufacturing establishments as elaborated in
the Requirements for Biological Substances No.1 (World Health Organization
Technical Report Series No.486, Annex 1&2) a copy of which is enclosed. For
this purpose the following details are required in the documentation to be
submitted to WHO:

(1) the name, qualifications and experience of the person to be in
charge of vaccine production;

(2) a list of the names, qualifications and experience of all the
senior staff members, especially those who will be responsible for
signing protocols at different stages of manufacture of the vaccine,
designating the various areas of responsibility assigned to them;

•
(3) a detailed plan of the area to be used for both production and
control of the vaccine with each room on the plan identified by
letter or number and the areas for production distinguished frOITI
those for testing. The location of the refrigerator in which the seed
virus is to be kept must be marked. The location and layout of all
animal quarters involved must be shown;

(4) a description of the processes to be carried out in each room
or area;

(5) a signed statement that the area may be visited by WHO
representatives at any time;

., (6) a letter from the Government or national control authority that
the application is made with their approval and that if the product
meets WHO requirements and those of the national control authority
such vaccine manufacture will be licensed in the country.



the system used to prevent accidental mixing of the different
types of poliovaccine viruses; •
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II. When this documentation has been received and reviewed, arrangements
will be made for two consultants to visit the institute. They may be
ac companf.ed by WHO staff members. They will enquire into the following
matters:

the structure, layout, cleanliness, etc. of the production and
control areas;

the efficiency of air-conditioning an~or air-filtration systems;

the adequacy of changing facilities for staff;

the suitability of the sterilized clothing;

the system used to prevent accidental contamination;

the storage of the seeds;

the quality and efficiency of the equipment, particularly the
incubators, refrigerators and filtration and sterilization
systems;

the standards of the laboratories producing media and cell cultures
and the means of transportation and introduction of these materials
into the production area;

the suitability of the area where the vaccine is stored, blended
and filled.

III. Approval of seed lots

The consultants' reports and all the other informa.tion will be studied •
by the WHO Consultative Group. On the basis of the recommendations of the
Consultative Group, the Director-General will take a decision on the issue
of the seeds for the pr-eparatIon of working seed pools. The issue of the
seeds may be postponed until such changes and modifications as the consultants
suggest have been made. When the manufacturer's protocols show that the seed
pool for each of the three types of virus complies in all respects with the
WHO ReqUirements for Poliomyelitis Vaccine (Oral) (Requirements for Biological
Substances No.7) (World Health Organization Technical Report Series No. 486, to

Annex 1, copy enclosed), samples of the seed pools will be submitted to WHO.
The Organization will have the final bulk material of each pool examined by
all relevant tests in an independent laboratory designated by the Organization.
When all tests have been completed the manufacturer's protocols and the results
of the tests made by ~~e independent testing laboratory will be reviewed by
the Consultative Group. The Director-General will then decide whether or not
to approve the manufacture of vaccine from the seed pools.
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IV. Approval of vaccine

Samples of the first six consecutive final lots of vaccine, irrespective
of virus type, will be submitted to WHO together with all protocols. Each lot
of vaccine will be tested in an independent laboratory designated by WHO. None
of these first six batches will be used in man until approval by WHO has been
given. Each batch must be shown to be satisfactory by the protocols of both
the production laboratory and the results from the independent testing
labora tory, and no break in consistency of production must have been detected.
The final decision on the distribution and use of the vaccine will be made
by the Director-General on the advice of the Consultative Group.

•
After approval has been given it would be advisable to feed about 1000

persons with rnaterials from the seed lot of each virus type and to feed a
similar number with material from each of the first six consecutive vaccine
batches before they are used on a large scale. The subjects fed vaccine
would have to be kept under close observation for 30 days to ensure the
absence of untoward reactions.

Approval of the laboratory for vaccine production will be subject to
review and renewal at two-yearly intervals. Once the laboratory has been
approved, all changes in staff members responsible for any part of the
production and control must be reported to WHO and be subject to WHO's
agreement. All changes in the methods and facilities of production and
control must also be reported to WHO. The testing of batches of vaccine
after the consistency lots have been found satisfactory may also be required
in some cases.

V. Approval of manufacture of poliomyelitis vaccine (oral) using the Sabin
strains made available by WHO will be given on the basis that, following the
approval of the production and testing systems by WHO, the manufacturers and
the national control authority will assume entire responsibility for the
vaccine produced.

• VI. The cost of the visits, and of the independent testing of seed pools
and consistency lots will be borne by the World Health Organization.

Receipt of the documentation described in Section I above will permit
the Organization to proceed to the next step.


