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SECOND MEETING 

Wednesday, 14 January 1981， at 14h30 

Chairman: Dr D. BARAKAMFITIYE 

1. REPORT ON APPOINTMENTS TO EXPERT ADVISORY PANELS AND COMMITTEES: Item 3 of the Agenda 
(Document EB67/2) (continued) 

The CHAIRMAN, replying to a question by Dr Venediktov at the previous meeting, said that 
139 informal and 18 formal meetings had been organized by headquarters during 1980. The 
formal meetings had included expert committees, scientific working groups, study groups and 
sessions of the Executive Board and of the Health Assembly. The relevant information was 
contained in an internal document (WH0/4iEEt/80.2) which listed all such meetings. 

2. REPORT ON EXPERT COMMITTEE MEETINGS: Item 4 of the Agenda (Document ЕВ67/З) (continued) 

Problems related to Alcohol Consumption - Report of a WHO Expert Committee (Technical Report 
Series, No. 650) (continued) 

Mrs MOSER (Division of Mental Health), replying to points raised at the previous meeting, 
said that the Expert Committee would appreciate the encouraging remarks made, and would welcome 
the fact that its objectives had been so clearly understood. An important aim had been to 
consider the consequences of drinking for the community and society in general, rather than to 
focus on the individual drinker's problems, and members of the Board had referred to several 
aspects of that broad concern. 

One aspect, considered by several speakers, was the question of international trade, in 
connexion with which Professor Aujaleu had pointed out that exporters of oil could not be 
forced to buy alcohol； in fact, however, consultants from more than one country had referred 
to cases of such pressure, since the importing country needed an easily available source of 
finances to pay for the oil. Attention had been drawn to the need for WHO to look more 
closely at international trade practices and agreements relating to alcohol, as recommended in 
resolution WHA32.40, and initial steps had been taken to develop a new project on those matters 
in collaboration with interested workers and international bodies. The need to look at market 
forces influencing alcohol supply and demand had been indicated, and the importance of colla-
boration between WHO and other organizations, such as FAO, in looking more closely at the 
impact of international trade on public health had been stressed. In answer to those points, 
she pointed out that WHO had already been very much concerned with that question in relation 
to smoking, and hoped that the efforts to clarify those matters in relation to alcohol would 
receive similar support. The point about tax-free sales should also be considered in that 
connexion. WHO would be in no position to enforce adherence to any policies concerning 
international trade, but if given the opportunity in the proposed expanded programme on 
alcohol problems would seek to collaborate with other organizations and to clarify further the 
implications for health, welfare and development of increases in the production and availa-
bility of alcoholic beverages. 

Dr Venediktov1 s question about the resolution on alcohol problems had probably been 
covered by the responses made by Professor Aujaleu and Dr Lambo, but it was valuable to 
receive that further indication of support for WHO'S work in that field. 

To the comment that alcohol was the only psychoactive substance with potentially serious 
consequences not subject to international treaties and conventions and that closer inter-
national cooperation in dealing with alcohol problems was needed, she could only say that 
several steps had already been taken to ensure such cooperation: for example, together with 
ILO in looking at alcohol problems in the employment situation and with UNESCO in considering 
the development of school programmes and public health education related to alcohol problems. 



Some further steps had been envisaged towards implementation of the Expert Committee's 
recommendation 9 for the establishment of a mechanism to ensure collaboration between inter-
national governmental and nongovernmental organizations, and there were encouraging indications 
of support for a strengthened programme which might enable WHO to promote the development of 
such a mechanism. It would also permit further consideration of other matters raised, for 
example, the effects of the advertising of alcohol. That subject had perhaps been given 
insufficient emphasis because very little research had been carried out on the dissuasive 
effects of advertising. The suggestion that the report might be issued in additional 
languages had been rioted. 

As had been pointed out by two of the regional directors, the regional offices had been 
very much concerned with alcohol problems, especially in connexion with traffic accidents, which 
seemed to be in the forefront of consideration in many Member States. Questions had been 
considered of intervention with the families of alcoholics to help their children. 

The Technical Discussions on "Alcoholic consumption and alcohol-related problems" to be 
held at the Thirty-fifth World Health Assembly in 1982 should provide an opportunity for 
further consideration of how countries could face up to the range of problems related to 
alcohol consumption. In that connexion, she referred to a recent meeting on a WHO project 
entitled "Community response to alcohol-related problems", which had involved participants 
from Zambia, Mexico and Scotland, The findings of the project would be presented at further 
meetings within each country, at which the national implications would be considered. 

Dr AL-KHADURI also welcomed the report, which dealt with an acute problem on which WHO 
should take urgent action, particularly to help future generations and on the lines 
Dr Venediktov had suggested. 

It was strange that certain countries should sell alcohol tax-free, as that procedure 
benefited only a few people, while other universally necessary products were taxed fully. 

Mention had been made of paying for oil with alcohol and that subject could always be 
considered by OPEC, but the problem of alcohol in reality concerned the countries that produced 
it and not the oil-producing countries. 

WHO Expert Committee on Specifications for Pharmaceutical Preparations - Twenty-seventh Report 
(Technical Report Series， No. 645) 

Dr VENEDIKTOV said that the report before the Board dealt with a complex and important 
problem which not only concerned specifications for pharmaceutical preparations but extended 
to the whole problem of medication in modern society, drug quality and effectiveness, and 
possible side-effects. 

Touching as it did on the International Pharmacopoeia, the report clearly showed a 
continual strengthening of WHO'S role in the formulation of national and international rules 
and regulations in the field. That role undoubtedly affected the interests of the pharma-
ceutical industry in certain countries and should lead to improvements. Whether WHO's role 
was regulatory or merely took the form of drafting recommendations, its importance would 
depend on the scientific basis of the conclusions in the report and not on the label placed 
upon it. Moreover, those conclusions must be followed by effective action under the guidance 
of WHO. 

He was pleased to note two elements that were new to the Expert Committee1 s reports. 
They were the inclusion, on pages 13 and 14, of a section summarizing reports from the WHO 
Collaborating Centre for Chemical Reference Substances, and, on pages 23 and 24, of a list of 
acknowledgéments to persons who had assisted the Committee, together with their organizations. 
There was no indication what their particular contribution had been, but it was gratifying to 
note that so many had participated in providing information of some kind； that precedent 
might be followed by other expert committees. 

He repeated a proposal he had previously made to the Director-General that, in view of 
the increasing use of and international trade in pharmaceutical preparations and the problems 
being encountered therein, WHO should prepare a monograph or similar document on pharmaceutical 
preparations in modern medicine. It should touch on all aspects of the question and include a 



section on mistaken popular beliefs and hopes. The help of governments and of the public 
might be enlisted and a period of three or five years for its preparation might be necessary. 

In conclusion, he supported the recommendations and conclusions of the Expert Committee 
and hoped that the Director-General would be able to take positive account of it. 

Dr MORK said that although the subject would be considered in greater detail when the 
Board examined the proposed programme budget for 1982-1983， he could already state that the 
Board's Ad Hoc Committee on Drug Policies had met on 13 January 1981， and that its discussion 
had covered issues very similar to those raised by Dr Venediktov. The Committee had, in 
particular, called for priority attention to the development of national drug policies in 
individual countries. It had also requested the Director-General and the Secretariat to 
prepare a thorough report on WHO's drug programme for consideration by the Board at its 
January 1982 session and at the Health Assembly in May of that year. 

Dr WIENIAWSKI (Pharmaceuticals), expressing appreciation of the interest shown by Board 
members in the report of the Expert Committee, pointed out that the latter had a dual role and 
responsibility in the field of drug quality assurance, serving as it did in an advisory 
capacity with regard both to important technical problems concerning drug quality and to 
management questions affecting health administrations. The primary duty of such 
administrations was to maintain public confidence in the quality of marketed pharmaceuticals, 
and in that respect the developing countries in particular were labouring under the burden of 
limited resources. The report before the Board showed how the Committee had consequently 
discussed various elements of drug quality assurance systems and advised on priorities. 

In another domain, the Committee received reports on the activities of the WHO 
Collaborating Centre for Chemical Reference Substances, and was entrusted with the role of 
formalizing the establishment of international chemical reference substances for 
pharmaceuticals. 

As Dr Mork had already intimated, replies to a number of other issues raised by 
Dr Venediktov would be forthcoming when the Board considered WHO's future action programme on 
essential drugs during its deliberations on the proposed programme budget for 1982-1983. 

Decision: The Executive Board considered and took note of the Director-General's 
report1 on the following expert committee meetings: the Joint FA0/wH0 Expert Committee 
on Food Additives, twenty-third and twenty-fourth reports (Evaluation of certain food 
additives); 2 the WHO Expert Committee on Diabetes Mel1itus, second report;3 the WHO 
Expert Committee on Problems related to Alcohol Consumption;^ and the WHO Expert 
Committee on Specifications for Pharmaceutical Preparations, twenty-seventh report,^ 
It thanked those members of expert advisory panels who had taken part in the meetings, 
and requested the Director-General to follow up the expert committees• recommendations 
as appropriate in the implementation of the Organization1s programmes, bearing in 
mind the discussion in the Board. 

3. STUDY GROUP REPORTS: Item 5 of the Agenda (Resolution EB67#R13; Document EB67/39) 

Recommended Health-based Limits in Occupational Exposure to Heavy Metals - Report of a 
WHO Study Group (Technical Report Series, No. 647) 

Professor AUJALEU asked \áiy there appeared to be a discrepancy between 
limits for inorganic lead recommended in the 
the European Economic Community. 

Document ЕБ67/3. 
2 WHO Technical Report Series, Nos. 648 
3 
WHO Technical Report Series, No. 646, 

4 WHO Technical Report Series, No. 650, 
5 WHO Technical Report Series, No. 645, 
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1980. 
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Dr ORADEAN suggested that the difficulties inherent in determining coherent limits for 
biological concentration on the one hand, and exposure 011 the other, were likely to be 
aggravated by the fact that different countries operated under different economic constraints. 
Since, however, long-term exposure to the metals covered by the Study Group1 s report could 
have an extremely harmful effect on health, the standards whose definition and application 
were recommended by the Group should be scientifically validated, particularly as far as the 
duration of exposure was concerned. 

Dr VENEDIKTOV also wondered why there were considerable discrepancies between certain of 
the limits recommended in the Study Group's report and those determined internationally or 
nationally elsewhere. He agreed with Dr Oradean that if they were to be authoritative, any 
norms and standards recommended by WHO must be prepared with great care and based on criteria 
determined through repeated scientific testing. However, a problem was posed by the fact 
that it was no longer admissible to continue to wait - as had sometimes been the case in the 
past - until the harm to human health was scientifically proven before determining limits 
based on biological, physiological or psychological considerations. Another series of 
problems was related to the economic reality of certain production processes, despite the 
general hope that such processes would not poison the atmosphere. Indeed, production 
requirements sometimes took priority over the need to protect health. 

In conclusion, he asked what action was envisaged by WHO in the future. 

Dr EL BATAWI (Office of Occupational Health) said that the existence of discrepancies 
with regard to recommended values was by no means an unfamiliar phenomenon. In the past, 
scientific data for the establishment of exposure limits had emanated for the most part from 
two major sources - the USSR and the United States of America, and the recommendations 
drafted in Europe had been influenced in many instances by recommendations adopted in one or 
other of those countries. For their part, as they set out on the path to industrialization, 
the developing countries found themselves in a dilemma， faced as they were with a choice 
between varying recommendations reflecting different preoccupations and priorities. 

In response to that situation, WHO, as the coordinating health agency of the 
international community, had taken up the challenge of developing specifically health-based, 
internationally recommended occupational exposure limits; by 1977 it had been determined 
that since the basic methods for recommending exposure limits were generally compatible, 
there could be no fundamental difference of opinion on decisions concerning such limits. 
Exposure-effect relationship curves and exposure concentrations below which no adverse effects 
would occur could, WHO believed, be identified; and it had appeared feasible that a broadly 
representative international committee of experts could indeed draw up international 
recommendations concerning exposure limits for the most important and most widely used heavy 
metals, solvents, pesticides and other substances. The meeting of the Study Group whose 
report was before the Board represented the first international effort of its kind. 

The discrepancies referred to by earlier speakers stemmed basically from the fact that 
whenever limits were considered, there were two sets of values - those that were health-based, 
and those that were "operational". The former reflected concern to ensure that there would 
be absolutely no adverse health effects, on workers themselves or on their offspring, from 
exposure throughout a working lifetime to the substances in question. The "operational" 
concept, on the other hand, took into account other variables, including the cost of control 
measures. A cost/benefit analysis was involved, economic constraints entailing a degree of 
risk, the acceptable dimensions of which would be subject to negotiation between the 
representatives of the different interests concerned, such as labour, employers and 
governments. 

While the Study Group's report already clearly indicated the implications of translating 
limits based on health criteria into operational limits and standards, WHO would in future 
endeavour to assist developing countries in establishing their own operational levels on the 
basis of information derived from a harmonization of the data obtained from the two main 
sources and other parts of the world. It was also to be hoped that outside agencies 
implanting industries in those countries would find it possible to take account of WHO's 
recommendations at the earliest stage of their operations, and thus contribute to the 
Organization's goal. Furthermore, and in view of the heightened susceptibility - as a 



result of malnutrition, parasitic diseases and other causes - of the work force in the 
developing countries to the toxic influence of certain occupational substances, WHO might 
usefully assist those countries in taking measures to ensure, through the institution of 
pre-employment medical examinations for example, that their people would go to work in the 
best possible state of health and remain so through appropriate control of health risks at 
places of work. 

Dr VENEDIKTOV stressed that where such an important issue was concerned, the tragic 
mistakes of the past must not be repeated in the developing countries, which should enjoy the 
benefit of reliable international recommendations based on experience; the work of the Study 
Group was significant in that respect. 

Two countries had been specifically mentioned in connexion with the establishment of 
limits. He could confirm that in at least one of them, the possible adverse effects of 
occupational substances had been subjected to the closest scrutiny throughout the process of 
industrialization; if recommendations had at times been flexibly applied, there were other 
instances where the limits imposed in the interests of health protection had proved 
unnecessarily severe. Since 1971， both of the countries had been engaged in productive 
bilateral investigations and attempts to compare the criteria they applied. Not without 
difficulty, the possibility of establishing a common methodology for assessing the harmful 
effects of different toxic substances had gradually emerged. That exercise had proved 
valuable, but efforts on an international scale, such as those in which WHO was engaged, would 
surely bear even greater fruits, through the introduction of fresh considerations and the 
accumulation of scientific experience and knowledge acquired elsewhere, which could enhance the 
reliability of earlier conclusions. 

Notwithstanding the considerable progress already made, much remained to be done before 
international, generally accepted recommendations could be established. WHO, both 
constitutionally and by its very nature, could become the scientific guarantor of the 
reliability of such recommendations, both for present and future generations, and nowhere more 
so than in the developing countries. 

Dr BRAGA said that the problem was one that closely affected developing countries in the 
course of rapid industrialization. He welcomed the drawing up of standards to protect their 
people's health against atmospheric pollution and other adverse factors. He had experienced 
at first hand the difficulties of the health administrator responsible for the implementation 
of health regulations and standards. One serious problem was that some industries might be 
prepared to pay a fine imposed for polluting the atmosphere, but nevertheless continue to 
contravene because the relevant process was profitable. He would like in the future to see 
financing institutions and state administrations refusing to lend money for industrial 
processes, unless air, land and water pollution regulations were strictly observed. He had 
personal experience of cases where the refusal to lend money had proved an effective deterrent, 

Dr ACUNA (Regional Director for the Americas) said that the Regional Office had already 
signed ail agreement with the Inter-American Development Bank, whereby the Bank would submit for 
examination all proposals for industrial loans within the region, so that the Regional Office 
could indicate the health risks involved. The Bank would then suggest to the government 
concerned that expert consultants should be employed to estimate the risks and if necessary 
define appropriate safety measures, for example in the case of mercury and other heavy metal 
poisoning. 

Dr EL BATAWI (Office of Occupational Health) said that the Organization had reached 
tentative agreement with UNIDO and ILO on the compilation, with the possible participation of 
the World Bank, of occupational health guidelines for the setting up of new industries. The 
guidelines were to cover control technology, including engineering, and medical prevention-

Mr PADOLECCHIA (United Nations Industrial Development Organization) confirmed that his 
Organization, being responsible for industrial coordination, was following WHO'S initiatives in 
the industrial health field with the closest attention. 



BCG Vaccination Policies - Report of a WHO Study Group (Technical Report Series, No. 652) 

Dr PATTERSON said that a striking feature of the Study Group's report, interesting though 
it was, was that it did not provide many answers. One particular question which preoccupied 
her greatly was the optimal age for administration of BCG vaccine. The report recommended the 
continuation of BCG vaccination, especially in infants and children, but even the infant 
category covered a complete year and a more specific recommendation would be desirable. In a 
developing country she knew well, immediate vaccination of the newborn had been practised 
regularly, but it had been found that many of the vaccinated infants failed to convert, so that 
BCG vaccination at that time appeared to be ineffective. The great advantage of newborn 
vaccination was of course that it was administered to a captive population of infants before 
they were discharged from hospital with their mothers. Another aspect of concern was the 
possible influence of the length of breastfeeding on the conversion rate after BCG vaccination, 
since attempts had been made in her country to extend the breastfeeding period in order to 
overcome problems of gastroenteritis during the early weaning period. 

Professor AUJALEU said that the southern India trial results were certainly disquieting, 
since the Organization had not recommended general BCG vaccination without thorough 
experimental investigation of its efficacy. Trials had been carried out in Denmark, Sweden, 
the United Kingdom and the United States, and no contradictory results had been reported. 
Nevertheless, the Indian results were beyond dispute and the need was now to find the reason 
for them. The approach proposed by the Study Group was eminently reasonable, namely to 
continue use of the vaccine, but in the meantime to attempt to discover reasons for its failure 
in India by examining, for example, the quality of the vaccine, its method of administration 
and the environment of the vaccinated children. It was essential to ascertain the reason for 
failure of the vaccine, but it would be quite wrong to be too hasty in discarding a vaccine 
which had benefited generations of children throughout the world. 

Dr ALVAREZ GUTIERREZ said that the Study Group's report, although worded in cautious 
terms, drew attention to a potentially serious situation. Although some criticisms had been 
voiced previously, the majority of developing countries had accepted BCG vaccination as part of 
their iranunization programmes. The results obtained in southern India were very disquieting. 
When those results became more widely known - as they undoubtedly would and should - doubts 
regarding BCG vaccination would be intensified unless some valid explanation could be found. 

Dr HIDDLESTONE said that some countries had used BCG vaccination in a rather limited and 
specific way, but it was certainly true that BCG vaccination policy had been the subject of 
very wide-ranging debate. The results of the Indian trial had created a strong sense of 
uncertainty. Although the report was of great significance, the situation had not yet been 
fully explored and there was 110 doubt that further research, evaluation and monitoring were 
required. 

Dr AL-KHADURI said that BCG vaccine was generally recognized as an effective and high-
quality vaccine. There was now a suggestion, on the basis of a trial with a seven and a half 
year follow-up period in India, that BCG vaccine did not provide true immunization against 
pulmonary tuberculosis after all. Since BCG vaccination was one of the main elements in the 
Expanded Immunization Programme, those observations were of singular importance and required to 
be confirmed. There was the further complication that confirmation of the results could 
necessitate a reallocation of resources. 

Dr VENEDIKTOV said that he had had experience of the use of BCG vaccines for many years. 
His country's specialists considered BCG vaccination to be an effective means of protection, 
although there was a shortage of control studies. Data from the study in southern India had 
been circulating for some time, but their reliability had not been confirmed, nor the degree 
to which they required a policy review. Even the reports under consideration reached no 
final conclusion, and raised a number of doubts. 

Since BCG vaccination was included as an important element in the Expanded Programme 
on Immunization， yet its effectiveness had been questioned in the report, the matter should 
be further investigated so that countries knew what the situation was and what they should do. 



He suggested that the reports of expert committees and study groups should be submitted to the 
Executive Board more rapidly, even in preliminary typewritten form. That would enable a 
final version to be published including the Director-General's comments and an account of the 
Board's discussion. In the present case, a page could be added stating that the Board had 
examined the Study Group1 s report, considered the results interesting, called for further 
studies, and so forth. Such an approach could be very useful. 

Referring to recommendation 2 in section 9 of the report he asked at what age the initial 
vaccination should be given. 

Mr AL-SAKKAF said that the negative conclusions of the report would cause great concern 
in the developing countries. He therefore suggested that further studies, carried out over a 
longer period of time, should be undertaken in other countries also using BCG vaccination 
programmes. 

Dr OREJUELA drew attention to various passages in the report which showed the reasons why 
the Study Group had been chary of stating definite conclusions, and warned members of the Board 
against any hasty action which might lead to the abandonment of BCG programmes, with possible 
harmful effects on health throughout the world. 

Dr ORADEAN said that doubts concerning the effectiveness of BCG vaccination might apply 
only to certain areas, just as many proofs could be given of its effectiveness, of which she 
had personal experience. Research should be directed towards studies of a limited duration, 
especially in tropical zones, and concentrated oil the protection given by such vaccination, 
particularly to children. Such research should be started as soon as possible, in direct 
cooperation with countries. Once the scientific data had been obtained, it would be time to 
re-examine WHO 1 s general policy with regard to BCG vaccination. 

Dr AL-SAIF asked if the Study Group recommended the use of isoniazid to replace BCG, as 
done in a number of countries on the American continent. 

Dr LISBOA RAMOS said that it was important to know the reasons for the failure of the 
BCG vaccination programme in southern India, for instance if it was due to the vaccine strain 
used or to specific local and population conditions. Further research into the matter was 
essential in view of the importance of the vaccination programme, especially in the developing 
countries where tuberculosis was particularly prevalent. Although BCG vaccination was not the 
only method of combating that disease, it was one of the most important. It was therefore 
essential to have further information in order that recommendations could be made oil the 
vaccination of children at as early an age as possible. 

Dr RADNAABAZAR said that as a paediatrician he had discovered that the best method of 
combating tuberculosis was vaccination and re-vaccination with BCG. Prophylaxis of tuber-
culosis, particularly among children, played an important role in health measures designed 
to increase the resistance of the organism to infection. BCG vaccination was effective 
if properly administered, as had been discovered in many countries throughout the world. 
Consequently, it was important to continue BCG vaccination, and further research on the matter 
was essential. 

Dr RIDINGS expressed concern at the impact which the report would probably have on health 
personnel in developing countries. Rather than waiting for the results of future research, 
the developing countries needed positive guidance and firm advice from thè Board as to what 
should be done immediately. 

The CHAIRMAN endorsed the concern expressed by other members of the Board at the effect 
of the report on the directors of immunization programmes in the developing countries, who 
already had great difficulty in ensuring that the principle and usefulness of BCG vaccination 
were generally accepted. He therefore agreed with other members on the need for further 
research, to be carried out as soon as possible in order to clarify the situation. 

Dr PIO (Tuberculosis and Respiratory Infections), replying to questions, said that BCG 
vaccination had undoubtedly proved effective in countries with temperate climates, but 



doubts as to its effectiveness in tropical countries had led to the organization of a controlled 
trial in southern India, with the cooperation of WHO. That, in fact, had not been the first 
study to produce negative results. On the other hand, the study in India gave no data on the 
prevention of tuberculosis in children, because the case-finding method had been planned to 
detect sputum-positive pulmonary tuberculosis, whereas in children there were many extrapul-
monary forms, and the pulmonary forms were generally not sputum-positive. However, the many 
studies of BCG vaccination in children and infants had produced no negative results, although 
adequate data were not available for tropical countries. Since BCG vaccination formed part 
of the Expanded Programme on Immunization, the first priority was to encourage new studies 
on the effectiveness of BCG in children in tropical and sub-tropical countries. In that 
connexion, the Tuberculosis and Respiratory Infections Unit had prepared a research programme 
comprising prospective trials in children in several tropical countries, including the same 
area in southern India. Various national administrations and research institutions had 
already expressed interest in participating in those studies. 

The second priority was to determine what factors could prevent the effectiveness 
of BCG vaccination in tropical areas• 

With regard to specific questions, the Study Group had not discussed the best age 
for giving the first vaccination, because it had been particularly concerned with the 
problem of whether or not BCG vaccination was to continue. However, it had reconfirmed 
the Statement made by the WHO Expert Committee on Tuberculosis in 1973 (Technical Report 
Series No. 552) that in countries with a high risk of infection, it should be given as 
early in life as possible. Studies carried out in Canada and the United States of America 
had shown excellent results when BCG vaccination had been given to the newborn. When 
the proportion of children born in institutions was very high, the recommendation was to 
vaccinate at birth. If the proportion was not high, it was better to give the vaccination 
with DPT and poliomyelitis vaccinations to children aged 2 to 4 months• 

Another question had been whether or not izoniazid， used as chemoprophylaxis, was 
recommended instead of BCG. Its use was not recommended in developing countries due to the 
difficulty of administering it. 

The DIRECTOR-GENERAL recalled that 30 years ago there had been great difficulty 
in convincing the medical profession in India that BCG vaccination was worthwhile, since 
at that time the prevailing opinion in the United Kingdom had been against it. However, 
once the United Kingdom had completed its own trials, there had been striking evidence 
that BCG vaccine not only had a high degree of efficacy of a long-lasting nature but 
was also one of the safest vaccines• 

The Government of India, with the assistance of WHO, had carried out important 
studies on the epidemiology of tuberculosis d̂iich had throm light on the complexity of 
the disease pattern. It was regrettable that most of those in the medical field who were 
not specialists were unwilling to face up to that complexity• Unfortunately, there was 
now evidence to show that medical interventions did not have any great effect on the 
incidence of the disease, Aereas on the other hand social and economic progress 
invariably brought with it a marked reduction in the tuberculosis problem. 

In South India as many as 80-90% of children at the age of 12 years теге showing a 
degree of tuberculin sensitivity \Ai±ch indicated that they might have been in contact 
with such atypical mycobacteria. Those facts had led the Government of India to the 
conclusion that the problem of BCG vaccine would have to be looked into further. 

The study was in methodological terms by far the best ever carried out in the history 
of BCG, WHO had invited many leading scientists and immunologists to put forward their 
hypotheses to provide a basis for research, but so far very little insight had been 
produced into the complexity of the factors responsible for the negative results. 
Scientific evidence now needed to be gathered to provide solid proof of the extent to 
which BCG in fact prevented child tuberculosis in the developing countries. 

Now that these disturbing results had emerged, it was the duty of WHO to make known 
in clear public health terms \áiat its policy was regarding the protection that was 
afforded by BCG vaccination. 



Dr VENEDIKTOV again suggested that expert committee reports should be submitted 
to the Board earlier, to avoid the present delays. He asked if his suggestion was a 
realistic one, and if it was acceptable. 

The DIRECTOR-GENERAL said that there would be no difficulty in sending out to 
Member States immediately after the Board meeting a summary of the Board's views on 
a particular subject, though it was to be understood that the form the summary took 
might be subject to subsequent editing. The question arose as to how the Board•s 
opinions could best be reflected; that was normally done either by adoption of a 
resolution or by publication in such a medium as World Health Forum> 

Dr VENEDIKTOV welcomed the Director-General's proposal. However, his own 
suggestion had been a more modest one, namely that the Board should examine reports 
in preliminary form as typed documents, so that it did not have to wait for the printed 
versions, but without sending the reports to Member States at that stage* As to how to 
reflect the Board's views, there was no need to adopt separate resolutions on each 
expert committee report, nor would it be necessary to reflect the discussion in full, 
since that "would be done in the summary records. For example, in regard to the BCG 
question, a page might be prepared along the lines of paragraph 2 e4 of document EB67/39, 
indicating the Director-General recommended and summarizing the views of the 
Board. That wuld assist Member States and health administrators in forming their own 
views. Such a procedure would help to give expert committee reports more authority. 

Dr REID thought that suggestion was an interesting one. However, he thought it 
best to defer consideration of it until the next Board session, since it raised a 
number of issues váiich merited further study (such as the standing of members of 
Expert Committees, and whether or not the Assembly should also approve any preliminary 
reports put out by the Board) • 

Dr VENEDIKTOV suggested as a compromise, and in order to save time, the question 
might be discussed further under agenda item 22v2 (Implementation of recommendations of 
the organizational study on "The role of WHO expert advisory panels and committees 
and collaborating centres in meeting the needs of Ш 0 regarding expert advice and in 
carrying out technical activities of WHO")• 

The DIRECTOR-GENERAL urged that the Board should approach the question from the 
general public health aspect, and should not go into technical detail as to the 
validity or otherwise of the study. The proper function of the Board should be to 
examine the consequences for countries such as India \Aien they were faced with a report 
such as the one being discussed9 and to decide what the Organization could best do to 
assiste 

The CHAIRMÀN said that if there were no objections the Board would have a further 
exchange of views on the matter under agenda item 22#29 and would take its decision 
at that stage# 

Decision: The Executive Board considered and took note of the Director-Generales 
reportl 011 the following study group meetings : the WHO Study Group 011 
Recommended Health-Based Limits in Occupational Exposure to Heavy Metals；2 
arid the Ш 0 Study Group on BCG Vaccination Policies.3 It thanked the members 
of the study groups for their work and requested the Director-General to follow 
up the Groups ' recommendations as appropriate in the implementation of the 
Organization's programmes, bearing in mind the discussions in the Board. 

The meeting rose at 17h45. 
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