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The International Association of Biological
Standardization is now in its 22nd year. We
have grown to a community of over 500 mem-
bers and publish our own journal. Our member-
ship is drawn from manufacturers and control-
lers of both medical and veterinary products
who are almost exclusively concerned with vac-
cines and sera It is particularly pertinent, there-
fore, thiat we should be a co-sponsor of this
meeting. Indeed, the meeting arose out of an
earlier symposium that we held in Monaco on
"The use of vaccines in protection against in-
fectious diseases." During the discussions then,
it became apparent that it was becoming in-
creasingly difficult to carry out the investiga-
tions needed for the development of a new pro-
phylactic agent. Legislation in some countries
had become an impediment to progress, and
clearly emotional considerations had overtaken
reason in the demands placed on the investiga-
tor before a field trial could begin.

At our meeting in Monaco we recognized the
need for compensating the individual who had
been damaged as a result of participation kn a
programme designed to protect the community
against serious consequencies of infectious dis-
eases. Indeed, two countries already had legisla-
tion for compensation which was given on the
grounds of "loss of earnings" as a capacity of
human impairment. In other countries, how-
ever, it was clear that such unfortunate and
fortuitous accidents, accidents that were rare

and in which the idiosyncrasy of the damaged
child could not be overlooked, were the subject
of litigpition between the patient and the manu-
facturer of the vaccine. It was also clear that
the only objective of the litigation was to ex-
tract as much money as possible from the
manufacturer. Such actions, if allowed to con-
tinue, can only result in all manufacturers with-
drawing from biologLcals-an unfortunate con-
sequence, but one that is happening today on
an alarming scale.

It was at the Monaco meeting, therefore,
that the suggestion was made that there should
be a code of conduct to protect all concerned-
the individual, the community and the manu-
facturers. If a product has been developed and
tested, taking into consideration all the up-to-
date technology, and if care to avoid any haz-
ardous consequencies of vaccination has been
taken in the design of the clinical trial. un-
toward sequelae will be few in number. Those
that occur will be true accidents, and no indivi-
dual manufacturer or sector should be expected
to carry the burden of compensation. A great
deal of discussion on this subject led to the
proposal for this meeting, and we are delighted
to see that there has been such support for the
meeting that it has five co-sponsors. We are
honoured to be in the presence of such an
august gathering of experts from so many medi-
cal. scientific and social disciplines.

The IABS has been in the forefront of the
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development of all vaccines introduced during
the last 15 years. In our Statutes we state:
"The objectives of the Association are to study prob-
lems concerned with the standardization, production
and control of sera, vaccines and other products pre-
pared from microbial material, blood or tissue and to
offer assistance to international organizations active in
this field."

Although we have never established stan-
dards, we have served as the only platform
upon which manufacturers may exchange views
on the production and testing of vaccines to
ensure safety and efficacy. Many ideas have
been formulated? and our Cell Culture Com-
mittee was respoTiJblk for the developmnent of
the standards app1fed to the new cell cultures
used for vaccine production. These were adopt-
ed intemationally' and have made a significant
contribution to the development of modem
vaccines.

Our Association is also involved, from time
to time, in trials atternpting to correlate clinical
findings with laboratory results. This month we
shall meet in Holland to discuss the results of
our collaborative study to assess the safety and
efficacy of B.C.G. vaccines. This project arose
out of a meeting rganized to discuss the value
of B.C.G. vaccination; since we saw the need
for independent Investigation, we took the
necessary action. Perhaps one of our advantages
is that members come to our meetings as indivi-
duals-not representing their country, govem-
ment or Institute, but presenting views from
personal experience. As the best ideas are
brought together, we have found that the pro-
ducts manufactured by methods embodying
such developments have been satisfactory.

As an international body, we have been sur-
prised at the lack of cooperation which there
appears to be between WHO and control au-

thorities or manufacturers. A particularly
glaring example of this is the non-existent co-
ordination between the European Pharma-
copoeia Commission and WHO. By 1972 the
European Pharmacopoeia was accepted by a

larger number of nations than any other Phar-
macopoeia in use in the world, and yet there
has been no attempt to consider the views of
WHO. Indeed, one small section of the Com-
mission is actively opposed to this. Although
attempts have been made by individuals to
bring WHO expertise into the meetings, this has
been stopped at the Commission level. There
are other similar examples, but they do not
deserve special mention. We hope that im-
proved cooperation will take place in the fu-
ture.

Much can be achieved by international co-
operation, and WHO has a number of successes
to its credit. The smallpox eradication pro-
gramme is the first to spring to mind. The
world-wide network for the rapid reporting of
influenza outbreaks is an enormous achieve-
ment. It is tempting to suggest that much
would be achieved if all countries reported the
incidence of all childhood diseases to WHO.
These data would be a basis for world maps for
all diseases. In this respect, the IABS may offer
its help.

As far as this Conference is concerned, we
see our role as a catalyst in the impleinentation
of the findings or guidelines that may come out
of the meeting. We shall be glad to give priority
to the publication of the Summary and guide-
lines of the Conference and to stimulate our
members to abide by the application of such
recommendations. If we can be of ftirther help
to create a uniformity in the testing of vaccines,
both in man and in the laboratory, we are pre-
pared to offer our services.
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