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ANNEX 3

FACTORS AFFECTING THE POTENCY OF POLIO
VACCINE (ORAL) ON STORAGE IN THE FINAL CONTAINER

The following factors have been shown to affect the stability of poliomyelitis vaccine
(oral) .

Stabilizer. Magnesium chloride at a concentration of 1 molar has been shown to be a
satisfactory stabilizer provided that the pH does not rise about 7.0. Similarly 35 to 53%
sucrose has also been shown to be a suitable stabilizer. Magnesium chloride is more effective
than sucrose at high ambient temperatures but the latter is more acceptable to children and
young infants and may ensure more complete ingestion of the vaccine virus.

Containers. The design of containers has a marked effect on vaccine stability. If
the material of the container or its closure allows C02 to escape from the medium causing an
increase in pH then the stability is markedly decreased. It is known that vaccine virus may
be adsorbed onto the walls of the container and be lost from the suspension and the nature of
the walls, therefore, has an effect on stability.

The vaccine should be diluted and blended with a stabilizer in such a manner as to
include the minimum amount of cell culture medium with sodium bicarbonate and size of
container should be such that the required number of doses should almost completely fill the
container. If on exposure to air a rise in pH of the vaccine takes place then the container
must be constructed so as to minimize such a rise. The vaccine should incorporate an
indicator, such as phenol red, in order that deviations from the expected pH and the normal
colour range for the vaccine may be seen.

The cumulative loss of titre on storage at 2 to SOC for four months and 37°C for seven
days must be shown by the manufacturer to be minimal and in any case the loss for any of the
three polio virus types should be less than would decrease the actual virus titre to below
the minimum human dose. The virus assays to prove stability should be made in parallel with
a reference preparation of an established titre.


