
BRIEF COMMUNICATIONS

The choice of a BCG strain *

There is a growing interest in the world in the use
of BCG vaccine to prevent tuberculosis. WHO has
included BCG vaccination in its expanded pro-
gramme of immunization.
Although evidence has been obtained in controlled

trials that some liquid BCG vaccines give solid
and long-lasting protection in children, liquid
vaccines prepared from other strains, and produced
by other methods, have been shown to be less
protective. Recently it has also been shown in
some countries that BCG immunization of the
newborn, in particular, has given a number of
undesirable side reactions. In some countries,
inflammation of regional lymph-nodes, sometimes
of a suppurative nature, has been reported to occur,
while in other countries more serious side effects
were observed, for instance in the form of osteitis.
The latter complication occurred 6-26 months after
vaccination of the newborn. However, other vac-
cines, the reactogenicity of which has also been
carefully controlled, have not caused such reactions
in infants.

It is clear that at the present time, no recom-
mendations can be given concerning the selection

* The conclusions and recommendations of a WHO
informal consultation, Bilthoven, The Netherlands, 10
March 1976, held on the occasion of a Workshop on Col-
laborative Studies of BCG Vaccine under the auspices of the
International Association of Biological Standardization.
Some of the papers presented at the consultation will be
published in the Journal of Biological Standardization.
Enquiries concerning this consultation should be addressed
either to the World Health Organization or to the Interna-
tional Association of Biological Standardization.

of a strain or a special method for vaccine produc-
tion. It is, however, clear from studies in animals
and man that BCG vaccines made by different
producers using different methods and strains have
widely divergent allergenic and reactogenic pro-
perties. The choice of a BCG vaccine in any pro-
gramme should therefore be made very carefully
by the public health authorities. They should take
into account the properties of the vaccine, the dilu-
tion of the vaccine to be used in man, the epidemio-
logical situation, and the age groups to be vaccinated.
Much attention should be given to the site and route
of vaccination and the training of the staff perform-
ing the vaccination.

It is advisable that preliminary well-controlled,
small-scale studies should be done principally to
determine the reactogenic and allergenic properties
of the vaccines to be used. Children vaccinated in
such studies should be observed regularly over a
prolonged period. These studies could then be
slowly expanded into a full-scale immunization
programme. In this way, side effects which would
be unacceptable for the population and which
would seriously jeopardize the immunization pro-
gramme could be avoided.

Studies are now in progress in which the protective
properties of vaccines are determined. It is advisable
that wherever possible controlled trials should be
planned with the help of WHO to test selected
freeze-dried BCG vaccines for their efficacy and
innocuity in man and the results of such studies
should be related to studies done in animals, men-
tioned above.
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