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NINETEENTH MEETING 

Monday, 24 January 1983， at 9h30 

Chairman: Dr Maureen M . LAW 

1. INFANT AND YOUNG CHILD NUTRITION, INCLUDING NUTRITIONAL VALUE AND SAFETY OF PRODUCTS 

SPECIFICALLY INTENDED FOR INFANT AND YOUNG CHILD FEEDING AND THE STATUS OF COMPLIANCE 

WITH AND IMPLEMENTATION OF THE INTERNATIONAL CODE OF MARKETING OF BREAST-MILK 

SUBSTITUTES: Item 13 of the Agenda (Resolutions WHA33.32, WHA34.22, paras 3 and 5(3), 

and WHA34.23; Document EB7l/21) 

Mr DEVINE (Commission of European Communities), speaking at the invitation of the 

Chairman, recalled that the European Economic Community (EEC) had adopted a Declaration 

emphasizing its support for resolution WHA34.22, by which the Health Assembly had adopted 

the International Code of Marketing of Breast-milk Substitutes. He then gave information 

on the follow-up action taken at the Community level. 

With regard to the composition of infant formula, including such elements as labelling 

and packaging, work had been undertaken regarding the preparation of a Directive by the EEC 

Scientific Committee for Food, which consisted of a group of independent experts. That work 

had been going on for nearly a year, and the findings would be submitted to representatives 

of Member States, and then to the Commission of European Communities for the preparation of 

the proposal for a Directive - which, if subsequently adopted by the Council of Ministers in 

the form of legislation, would become binding on the countries of the Community. 

On the question of marketing of breast-milk substitutes, it would appear that legislation 

was not essential and that a voluntary code of conduct, having the support of producers and 

distributors, should suffice. In that connexion, the relevant trade organization - the 

Association of Dietetic Food Industries of the EEC (IDACE) - had prepared a draft EEC Code of 

Practice for the Marketing of Breast-milk Substitutes. That task had been completed in 

December 1982, and it was therefore desirable that document EB7l/21 be updated accordingly. 

The draft Code would very soon be submitted to the EEC Scientific Committee for Food and then 

examined by the EEC Food Advisory Committee, representing the various sectors concerned, 

(i.e. industry, commerce, agriculture and the consumers), following which process it would be 

circulated to Member States for their scrutiny. It was possible that the draft Code would 

have to be amended in some manner, but, should it prove satisfactory, such a voluntary code 

could well provide a solution to the marketing problem. 

The concern of the European Parliament in the matter had been reflected in a resolution 

it had adopted in 1981, calling for the implementation of the WHO International Code of 

Marketing of Breast-milk Substitutes. The European Parliament would deliberate on the matter 

again, and that was likely to have a considerable impact. 

Dr KAPRIO (Regional Director for Europe) emphasized the very considerable interest shown 

in the subject by the Regional Committee for Europe. Indeed, that body provided an extremely 

important forum for hearing all variations of opinion on the question, including the views of 

countries, such as Norway and Switzerland, which were outside E E C . Important work was being 

carried on within the Region on all aspects of that problem. For instance, with financial 

support from the Government of the Netherlands the Regional Office had organized a symposium 

of legal experts, in which a number of countries had participated. 

Dr BORGONO believed that the valuable report submitted by the Director-General showed 

that some considerable progress had been achieved by countries since the International Code 

had been adopted in 1981. It was to be hoped that progress would continue, based on WHO'S 

support where necessary, and that relevant legislation and procedures would be introduced. 

Indeed, the help which the Organization gave, both through headquarters and the regions, 

was extremely important, both from the legal as well as the scientific and technical view-

points, if problems were to be eliminated. 
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He expressed concern, however, at the emotional and sometimes political undertones of 

reactions to the Code, making it difficult in many cases to obtain an objective opinion on 

the matter. He urged that every endeavour should be made to ensure a truly objective basis 

for all decisions taken. 

Dr MAKUTO considered that the Director-General was to be commended on the excellent 
report submitted; the comments on Zimbabwe were particularly apposite. 

A survey of current infant feeding practice was in the process of being carried out in 

Zimbabwe, and an intercountry workshop, taking into account legal and other aspects, had 

just been held there. Perhaps some information on the findings of that workshop might be 

given to the Board. 

The Government of Zimbabwe had issued guidelines to commercial producers in respect of 

donations, specifying that all such donations would have to be vetted and made available 

only through trained health workers. Overall, the promotion of breast-feeding was 

prominent in health education in that country, and it would appear that breast-feeding, which 

had lost favour among the more privileged classes, was once again prevalent, no doubt as the 

direct result of the present more egalitarian type of government propaganda. 

Dr de LIMA congratulated the Director-General on his excellent report. He agreed with 

his conclusion that it would be premature to propose any revision of the International Code, 

either in its form or content. WHO should continue to give all possible support to Member 

States for the implementation of the Code. At the same time there should be continuous 

evaluation of the evolving situation in order to assess the possible need for revision of 

the text of the Code or its adoption as a Regulation. 

Dr CABRAL said that in Mozambique great importance was attached to the need to find 
practical means of implementing the Code at national level, since legislation adopted to 
allow mothers maternity leave and breaks in their working day to encourage breast-feeding 
was of little real value unless crèches and kindergartens could be provided inside factories 
and places of work where the proportion of women in the labour force was showing a marked 
increase. Accordingly, an important feature of the national three-year plan commencing in 
1983 was the extension of kindergartens, particularly in places of work. It seemed to him 
that the question of ensuring the practical means whereby legislation could be enforced was 
of relevance to many countries. 

Another important aspect was the extent and decisiveness of national commitment - and 

these he would draw a parallel with the action programme on essential drugs. Above all, 

what was needed was a logical and comprehensive approach within the country, with all 

ministries concerned sharing a common outlook so that it was possible to enter into a truly 

useful dialogue with the large multinational companies. However much the matter was 

publicized in the media, little could be achieved without that common stand among the mini-

stries . On the other hand, on the basis of such a firm approach results could be obtained 

in such matters as labelling and ensuring that the right types of infant food were made 

available. There could be no doubt that the situation had, in fact, evolved favourably over 

the past few years. Regarding the quality control of breast-milk substitutes, Mozambique had 

offered its laboratory facilities to the Regional Office for carrying out work of value to 

the Region as a whole. 

He asked for information as to the status of publication of the reports requested from 

his country and others on the implementation of the Code. 

Dr ORADEAN believed that the very informative report submitted could possibly be 

amplified by the provision of further data regarding evaluation - both at headquarters and 

regional levels - of the implementation of the Code. In keeping with the requirements of 

resolution WHA35.26, it would be useful if the Board could be provided with further details 

of the programme of action and possibilities for technical assistance. As Member States 

evolved legislation and applied the Code, the need for some revision might become apparent. 

She reiterated the need for firm measures to be taken in all countries to support 

breast-feeding. 
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Dr OLDFIELD said that the whole question of infant and young child nutrition was now 

viewed in a completely different light from that of a few years ago, and that in itself was 

an indication of progress. The report showed that Member States had not only been concerned 

with the implementation of the Code, but had also been looking into the whole question of 

infant and young child nutrition. He congratulated the Director-General on an excellent 

report, giving a clear picture of developments. He had 110 doubt that progress would continue 

to be monitored. However, the fact that progress was being made was no reason for becoming 

complacent; he urged countries to be vigilant, so that the welfare of young children could 

be properly safeguarded. 

Dr LAGET (alternate to Professor Roux), referring to paragraph 60 of the report, said 

that, as it stood, the text gave the impression that France had only begun to take action on 

breast-milk substitutes after the adoption of the Code* In fact, it had been making efforts 

for some considerable time to regulate the use of such substitutes. It would be preferable, 

therefore if the phrase " " . h a s begun to give effect to the International Code . . were amended 

to read " . . . has continued efforts already undertaken to give effect to the International Code 

and has taken new measures .. 

Dr HASAN (alternate to Dr Jogezai) welcomed the evidence given in the report of progress 

made in implementing the Code. However, there was evidence that industry was trying to take 

advantage of legal loopholes in the Code to further their own interests. Ministries of health 

were not solely to blame; ministries of commerce, industry and information were also involved 

in the implementation of various aspects of the C o d e . He suggested that Regional Directors 

be asked to advise WHO programme coordinators to be vigilant and to advise governments on the 

correct interpretation of the Code, warning them of the dangers of changes that might be 

of advantage to industry. For the present, he thought it would be premature to embark on 

revision of the Code. 

Dr DIAS said that Guinea-Bissau was encountering a number of problems in the application 

of the Code. Although the Government was making provision for nursing mothers to go home 

during working hours to feed their babies, in fact little benefit was derived from that 

provision because transport difficulties prevented mothers from taking advantage of it. 

That aspect might be borne in mind when revision of the Code was eventually considered. 

Professor ISAKOV noted with satisfaction that encouraging progress had been reported 

from 73 Member States during the sixteen months following adoption of the Code; it was to be 

expected that by the Thirty-sixth World Health Assembly further progress would have been made 

in other States. Intensive work was being done ori the subject in the Union of Soviet Socialist 

Republics, and a report on the results of that work would probably be presented to the 

forthcoming Assembly. He emphasized that progress in the implementation of the Code would 

depend to a very large extent on research, to obtain more information on the various aspects 

of this complex and important problem. 

Dr ADANDÉ MENEST was gratified to learn from the report of the progress made throughout 

the world in this very important area of W H O ' S activities since the adoption of the Code by the 

Thirty-Fourth World Health Assembly. Many countries had already taken steps to regulate the 

use of breast-milk substitutes along the lines recommended by the Organization before the 

Code was adopted. In the African Region breast-feeding was already part of traditional 

culture, and it was important to decide how that tradition was to be incorporated into the 

life-style of the modern African family, a life-style which had undergone many changes in 

recent years. Western customs often had a considerable influence on the behaviour of young 

mothers in developing countries, and it was important to emphasize the benefits of breast-

feeding to counteract that influence, and to see that traditional customs in that respect 

were not abandoned. Studies were now being carried out on an intercountry basis, with the 

collaboration of WHO, on the nutritional value of local products, with a view to formulating 

recommendations on the use of such products for the feeding of young children. 

Dr AL-TAWEEL said the report showed the concern of many countries to improve health 

education on the use of breast-milk substitutes. However, it should also be borne in mind 

that environmental health and clean water supplies were also of great importance for infant 
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and young child nutrition. Developing countries needed to make special efforts in that area, 

and should see that young mothers in the cities as well as in the rural areas were made aware 

of the importance of breast-feeding. Most women in towns had to work, in some cases at more 

than one job, and thus encountered difficulties in breast-feeding. In Iraq, pregnant women 

in their ninth month were allowed 72 days' maternity leave, and following that a further six 

months' period of leave on full salary. That arrangement was a valuable encouragement to 

breast-feeding, particularly in the first year. The Government had also been carrying out 

checks on the contents of breast-milk substitutes, and had been formulating instructions for 

their use for the information of doctors and crèches. 

He fully supported the conclusions of- the report. 

Dr REID said there was no doubt that all would wish to see effective progress made 

towards the implementation of the report's recommendations. As pointed out in paragraph 127, 

16 months was a very short time even by national standards, and remarkably short by 

international standards, and so the advances already made were most encouraging. 

He noted that the Director-General had offered the Organization's assistance to any 

Member State which might be encountering problems in implementing the Code. He would like 

to have information on any requests for such assistance so far received. 

Dr TALIB agreed that it was not yet time to consider revising the Code ； more information 

from countries was needed. He pointed out that the proper use of breast-milk substitutes 

was only one of the considerations involved in the overall problem of the correct feeding of 

infants and young children. Malaysia already had its own code of ethics on breast-milk 

substitutes, which it had been using for the past two years. It was hoped to produce a 

report in a year or two on the problems encountered in implementing that code• 

Mr HUSSAIN said that it should be realized that breast-milk substitutes were very often 
purchased by the poor, who seldom had the means to utilize them according to the proper 
formula. The resulting ill effects on infants had not been envisaged by the manufacturers. 
He urged Third World countries to start a campaign to educate the mass of the people in the 
proper use of breast-milk substitutes. In Maldives the large majority of women fed their 
children themselves for the first one-and-a-half years, and so the problem did not arise. 
However, the same country had launched a mass education campaign to promote the use of 
locally available weaning foods. It was vital that developing countries should avoid 
spending scarce resources ón importing expensive weariing foods, produced from food grains 
which they themselves had actually exported to the developed world. 

Dr KO KO (Regional Director for South-East Asia) said that all countries in the South-
East Asia Region supported the programme and endorsed the Code. In about one-third of the 
Region - including Maldives, Burma, Mongolia and the Democratic People's Republic of Korea -
activities in regard to the application of the Code did not need much attention, since 
marketing of milk substitutes in those countries was already regulated by the governments. 
Elsewhere in the Region, however, WHO was supporting countries in accordance with their 
programmes and needs. Activities included meetings and workshops of technical and 
professional experts to formulate plans of action when technical or financial support were 
offered. One or two countries needed legal experts in order to enable them to tackle the 
legal aspects of the implementation of the Code, and in a few support was given in 
formulating a plan of action. India had been concentrating on the development of a child 
and infant feeding programme, arid WHO was collaborating more in the progress of that 
programme than in the reporting process, which would be a natural by-product. There was 
also close collaboration with UNICEF. Aide-mémoires on the subject had been sent out to 
members of the medical profession, paediatricians, parliamentarians, social workers and 
nongovernmental organizations under the joint signature of Regional Directors of UNICEF and 
WHO, as a promotive effort. 

Dr PETROS-BARVAZIAN (Director, Division of Family Health) thanked members of the Board 

for their encouraging remarks and useful suggestions for future activities. Most speakers 

had stressed that breast-feeding and the various factors that influenced it could not be 

isolated from other aspects of maternal and child health and nutrition, which in their turn 
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were an integral part of primary health care and the Strategy for Health for All. The 

report showed that even where governments had been reporting on that specific issue they had 

necessarily touched on other related matters in child nutrition. Dr Oldfield had drawn 

particular attention to that point. 

Dr Makuto had stressed the importance of continuity of action and had referred to an 

intercountry workshop on implementation of the Code, which had taken place the previous week 

in Zimbabwe. At that workshop two model legislations based on the Code had been presented 

and reviewed by an intersectoral group representing Zimbabwe, the United Republic of Tanzania, 

Lesotho, Kenya, Sri Lanka， Malaysia, and Trinidad and Tobago. The workshop had been 

organized jointly by the Commonwealth Secretariat, WHO and UNICEF, and hosted by the Zimbabwe 

Government. It had recommended that those model legislations, with the modifications 

suggested at the workshop, should be submitted to the Conference of the Commonwealth Law 

Ministers which was to take place in Sri Lanka in February 1983. It had been the feeling at 

the workshop that the three sponsoring organizations should give priority to supporting other 

national and international activities in that field. 

Dr Cabrai had stressed the need for national commitment:， and for finding practical ways 

of giving family, community and other types of social support to women to enable them to 

breast-feed. It was clear from reports received from all countries that such social support 

measures for women played a very important part in all activities regarding infant and young 

child nutrition. 

Dr Qradean had raised a question regarding the process of monitoring that had been 

developed. Resolution WHA33.32 had requested the Director-General to report to the Health 

Assembly in every even year on the overall broad area of infant and child nutrition, 

including the Code in relation not only to marketing but also other aspects such as practices 

followed in maternity wards, responsibility of health care systems, training of health 

workers, and so on. It was expected that the regional committees would be discussing 

country reports on the subject at their 1983 sessions and would eventually submit them in a 

consolidated form，via the Board, to the Health Assembly in 1984 ; that would constitute the 

Director-General's first biennial report on the subject. In order to facilitate that 

reporting, the regional committees had been discussing a set of guiding principles for 

countries to use in monitoring progress. She was grateful to Dr Cabrai for having carried 

out the in-depth case study he had mentioned. Similar case studies done in other countries 

had been most valuable in helping to draw up the afore-mentioned guiding principles on the 

subject of infant and young child nutrition that had been sent out to all Member States 

through the regional committees. The case studies were eventually to be put together and 

published. 

Note had been taken of the correction made by Dr Laget to paragraph 60 of document 

EB71/21. 

Professor Isakov had mentioned the importance of continuing vigilance in monitoring 

advances in scientific knowledge on maternal and child nutrition and breast-feeding. In 

this regard, WHO was collaborating closely with various international and other scientific 

organizations. Much had been learned in the last few years about human milk and lactation. 

For example, the immune and anti-infective properties of human milk appeared to be greater 

than had been previously thought. Women seemed to be able to pass on to the suckling 

infant acquired immunity to pathogens from the environment. There were also new prospects 

for protection from upper respiratory infections, and new information on growth promotion 

factors present in breast milk. 

Trends in breast-feeding, as found in approximately 200 studies, had been recently 

reviewed by WHO. It appeared that patterns of breast-feeding, in terms of the number of 

women who breast-fed and the duration of breast-feeding, were changing. There were three 

types of patterns observed in various populations. The first was the traditional population, 

where breast-feeding did not need promotion, but merely protection. That group included 

the rural communities in most countries. The second group, found particularly* in periurban 

a r e a s , was a transitional one, in which the prevalence of breast-feeding was declining； thus 

promotion of breast-feeding was needed. The third group, called the "resurgent 1 1 group, 

included populations where the prevalence of breast-feeding was rising among the highly 

educated women, who usually set the trend for others. 
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Dr Reid had asked what kind of support was being requested by governments. It was 

usually in connexion with surveillance, requests for help with technical and methodological 

problems, and help with changes in curricula and health care practices for workers dealing 

with mothers and children; some countries had asked for legal advice, support for the 

organization of workshops, printed material, etc. 

The CHAIRMAN suggested that the Board take note of the Director-General's report, which 

would be transmitted to the next Health Assembly together with the Board's comments• 

It was so agreed. 

2. TRIBUTE TO THE MEMORY OF DR M . G. CANDAU 

The DIRECTOR-GENERAL announced with deep regret the death of the former Director-General, 

Dr Candau. He described Dr Candan as the great architect of WHO 'S infrastructure, without 

which it would have been impossible to erect block by block the master plan for the Strategy 

for Health for All by the Year 2000. On behalf of all in the Secretariat who knew Dr Candau, 

he expressed deep gratitude for his understanding and respect for the individual technician, 

of which he had personal experience. He expressed great personal gratitude to Dr Candau 

for his loyalty to the Organization throughout his retirement, and for his encouragement to 

look for new ways for the Organization to move forward. Dr Candau had left a great imprint 

on the history of the Organization, which he had served with distinction for twenty years. 

The CHAIRMAN said that, although she had not had the privilege of meeting Dr Candau, 
she knew very well his reputation and thought that his death would be a great loss to people 
all over the world working in health care. She invited Dr Braga to say a few words. 

Dr BRAGA said it was difficult to express his emotions on learning of the death of the • 
former Director-General. Dr Candau had been unique from his student days, through his 
period as a national leader in the field of public health, and later on the international 
scene. WHO had been blessed in having had the leadership of three extraordinary men -
Dr Chisholm, Dr Candau and Dr Mahler - and it was to be hoped that this sort of leadership 
would continue. 

The CHAIRMAN invited the Board to observe a minute's silence in memory of Dr Candau. 

The Board stood in silence for one minute. 

Dr BORGONO thought that it would be fitting for a tribute to the memory of the former 

Director-General to be included in the agenda of the Thirty-sixth World Health Assembly. 

3. POLICY ON PATENTS (progress report): Item 14 of the Agenda (Resolution WHA35.14, 

para. 2； document EB71/22) 

Mr VIGNES (Legal Counsel) introduced the report by recalling the decision of the 1982 
World Health Assembly (resolution WHA35.14) that WHO should adopt a dynamic policy on patents, 
in order to make health technology more accessible to Member States at the lowest possible 
cost. The Director-General's progress report (document EB71/22) summarized the present 
situation. Progress had been made but slowly and carefully, in order to safeguard the 
interests of the Organization and Member States. Efforts had been made in two directions. 

First, clauses in contracts signed with institutions and research workers had been 

modified. More particularly, new provisions had been drawn up, which ranged‘from a—clause 

giving WHO ownership of all inventions resulting from research it had financed, to one 

giving the institution the opportunity of taking out a patent in its name, while safeguarding 

the Organization's interests. The type of contract offered depended on the importance of 

the research, the financial contribution of WHO, the intellectual contribution of the 

research worker, the interests of the various parties, etc. 
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Progress had also been made in regard to obtaining patents in the name of WHO. In 

eight different areas, 12 applications for patents had been made. Most of them had been in 

the field of human reproduction and one - the most recent, made since the report was issued -

was in the field of nutrition. This related to a new device which permitted assessment of 

the level of anaemia in an individual without laboratory examination. The annex to the 

report listed the various patents that had been filed showing the current status of each 

application. 

In accordance with resolution WHA35.14, contacts had been maintained with institutions 

and organizations in the field of patents. In addition, an UNCTAD group of experts on the 

transfer of energy technology had recently adopted a resolution that reflected the principles 

taken into account in the World Health Assembly resolution on patents, so that the 

Organization was not alone in embarking on that new field of activity. 

Dr NOGUER (alternate to Dr Fuejo) asked what governed the choice of country in applying 

for a patent and why in some cases the patent application was made by WHO， while in other 

cases it was made by the scientist concerned who then assigned the patent to WHO. 

Dr BORGONO said that the policy on patents was very important and should be supported. 

In that way, not only would the Organization receive a return on its aid, but many drugs 

and other necessities for health care would be made cheaper for all countries. Most of the 

applications related to family planning； he wondered why there were not more applications in 

other fields. 

Dr ORADEAN considered that the importance of the policy on patents would become more 

evident at a later stage. In the meantime this policy should be applied on a wider scale. 

Dr NAKAMURA supported the policy on patents and hoped that progress in its implementation 
would be reported regularly. 

Dr AL-TAWEEL asked what policy was applied in the registration of patents. It appeared 
that most patents had been in the field of human reproduction even though in some countries 
priority was being given to an increase in birth rate. 

Mr JENNANE (alternate to Professor Rahhali) noted that great progress had been made since 
the adoption of resolution WHA35.14. He wondered, therefore, whether WHO should not already 
be directing its attention to the problems of manufacture, distribution and pricing associated 
with the use of its patented inventions； the last-mentioned aspect was particularly important 
for the developing countries, of which a country that he knew well was one. Like a previous 
speaker, he had also wondered about the granting of patents to scientists rather than to WHO, 
since, in such cases, the scientist was part of the WHO mechanism, and it was thanks to the 
resources made available by WHO that a scientist was able to carry out the research leading to 
a patent. For that reason, as was the case with other research sponsored by a legal entity, 
WHO should apply for the patent in its own name and not that of the scientist. 

Dr LAGET (alternate to Professor Roux) asked for an explanation of the fact that 
practically all the patents had been filed in a single country, namely the United States of 
America. What protection did such a patent provide in other countries, and in the developing 
countries in particular? 

A further question concerned WHO'S difficulties in dealing with complex national legis-
lation on patents. An example was the "certificate of utility" that had been filed by the 
inventor in his country, and which had then been transferred to WHO. According to the 
national legislation on industrial property, that transfer was not legally valid. He would 
like to know precisely what the situation was and whether the certificate of utility was still 
the inventor's property or not. That was important from the point of view of the various 
procedures proposed by the Legal Counsel; if there were difficulties in transferring patents 
from an individual to WHO, it would be necessary to decide how to go about putting in all 
patent applications in WHO 'S name. 



EB7l/sR/l9 
page 9 

Dr XU Shouren said that he greatly appreciated the Director-General's efforts to implement 

WHO'S policy on patents; such efforts would not only further the interests of inventors 

working with WHO, but would also encourage them to contribute to WHO'S medical research, as 

well as promoting the use of patents for the benefit of mankind. Further efforts by the 

Director-General and the Secretariat in that regard would have his full support. 

Mr VIGNES (Legal Counsel) said that he would ask his colleague, Mr Gallagher, to reply to 

Dr Noguer 1 s question on the country in which patents were taken out and to the analogous 

question raised by Dr Laget. He would also ask Mr Gallagher to deal with the question of the 

transfer of a patent from the inventor to WHO. 

Dr Noguer has raised a further question as to why the patents were sometimes in the 

inventor's name and sometimes in that of WHO. That was the consequence of the Contractual 

Technical Services (CTS) agreements that were in force at the relevant time. Under those 

agreements, the patent was in the inventor 1 s name, and was taken up by WHO only if he did 

not do so. There would also be various possibilities in the new system, as he had already 

indicated. In certain cases the patent would be in the scientist's name or that of the 

institution concerned, in others in WHO'S name. That would depend on the particular case. 

It would not be reasonable to require that a patent be in WHO 'S name if WHO 'S contribution 

had been very small, for example. He pointed out, however, that all the patents listed in 

the annex to document EB7l/22 were currently in WHO'S name. 

Dr Nakamura had asked that progress reports should be made periodically. That was pre-
cisely what the Organization was doing at the present meeting and would do at the World Health 
Assembly, as required by resolution WHA35.14. He was sure that such reports would continue 
to be made whenever there were any new developments in the future. 

Dr Al-Taweel had asked why most of the patents related to one particular field, namely 
that of human reproduction. That was the result of chance and not of any definite policy. 
That was shown by the fact that, as he had mentioned previously, a patent application had been 
filed recently in the field of nutrition, relating to a method of determining the degree of 
anaemia without a laboratory test. 

Mr Jennane had raised the much more important issue of the manufacture, distribution and 
pricing of products covered by WHO patents. That aspect, of course, had not escaped the 
Director-General•s attention, and it was precisely because of his wish to protect the interests 
of the public that he had asked to be allowed to adopt a dynamic policy with regard to patents. 
A patent in WHO 'S name gave WHO the power to influence the price of the product concerned to 
the public sector and to ensure that it was distributed at a reasonable price. That stage 
had not yet been reached, but great care would be taken when any products patented by WHO were 
to be manufactured. 

Mr GALLAGHER (Office of the Legal Counsel) said that he would deal first with the question 
of the choice of country in which to file patents and the degree of protection that a patent in 
a particular country gave. The essential feature of patents was that they were national in 
scope. The economic value of a patent was directly proportional to the market for the inven-
tion concerned in any particular country. As had been pointed out, most WHO patents so far 
had been filed in the United States of America. That was the result of a comparison between 
the perceived size of the market and the cost of making the patent application. Separate fees 
had to be paid in each country in which an application was made. Somebody might wish to 
obtain patent protection worldwide but if he had limited resources, he would always choose the 
country, or countries, that offered the biggest market to invest his resources in. In most 
cases, the country with by far the largest market would be the United States of America, so 
that the expenditure on acquiring a United States patent would be justified. 

With regard to the ownership of a patent application, such an application was a piece of 

personal property like any other, and could therefore be sold or otherwise transferred just 

like other property. As far as the name recorded on the application was concerned, every 

patent office had its own procedure. The inventor's and/or the owner's name might or might 

not be mentioned. In the United States, for example, both names were mentioned but in the 

United Kingdom only the owner 1 s ríame appeared. In the particular case that had been mentioned, 

the French inventor had transferred all his rights to WHO, which had then been able to file 
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applications in three other countries. That had not been brought to the notice of the French 

Patent Office because that was not required for the transfer to be binding on the inventor; 

it would be required only if and when WHO wished to assert the certificate of utility against 

third parties. 

Dr NOGUER (alternate to Dr Fuejo) asked whether financial benefits might accrue to WHO 

as a result of the sale of products patented by WHO. If that was so, how would the 

Director-General use those profits, and how would such use be controlled? 

Mr VIGNES (Legal Counsel) replied that, if a product patented by WHO was marketed, the 

contract signed with the manufacturer would undoubtedly provide for certain financial 

compensation. What was done with those profits was not a legal question but rather one of 

WHO policy, which the Director-General would be better able to answer. 

The DIRECTOR-GENERAL said that, when the time came that there were any windfall profits 

to W H O , it would be necessary to discuss the matter very carefully in the Executive Board and 

to obtain the approval of the Health Assembly. At present, many of the patents were 

associated with the Special Programme of Research, Development and Research Training in Human 

Reproduction, and many of those who had invested heavily in that Programme would no doubt feel 

that it was still underfunded in the light of its potential, and that any profits from those 

patents should be fed back into that Programme. That could not be done, however, without the 

consent of the Board. He might well agree with such a proposal himself and make a 

recommendation accordingly to the Board, but no decision could be taken without the Board's 

agreement that he should allocate the resources concerned to a particular programme. There 

might be a case, for example, where a particular programme was unable to absorb the resources 

that had accrued from patents associated with it; it would then be necessary to see in what 

other programme they could be most effectively and efficiently used. He was certain that 

there would be no problems, provided everything was discussed openly with the Board and the 

Health Assembly, as was WHO 1s tradition. 

The Executive Board took note of the Director-General's progress report. 

4. ACTION IN RESPECT OF INTERNATIONAL CONVENTIONS ON NARCOTIC AND PSYCHOTROPIC SUBSTANCES: 

Item 15 of the Agenda (Resolution EB69.R9, para. 1(4)； Documents EB7l/23 and 

EB71/23 Add.l) 

Mr SVANE (International Narcotics Control Board) said that the responsibilities of the 

International Narcotics Control Board (INCB), as an independent treaty body functioning 

within the framework of the United Nations, were to oversee and promote compliance, on the 

part of governments, with the international drug control treaties, i.e., in practice, the 

Single Convention on Narcotic Drugs, 1961, and the Convention on Psychotropic Substances, 

1971. The aims of those instruments were to limit and ensure the availability of drugs 

exclusively for medical and scientific purposes. WHO played an important role in that 

process since it had been assigned the task of providing scientific and medical recommenda-

tions for placing drugs under international control, an activity which constituted a vital 

part of the whole drug control system. It also had an important function in determining the 

composition of the INCB - of the 13 INCB members elected by the Economic and Social Council, 

three were chosen from a list of candidates submitted by WHO. WHO was represented at the 

biannual sessions of the INCB, and INCB members regularly participated in WHO meetings on 

psychoactive substances for international control, guidelines for the implementation of the 

drug control treaties and guidelines for the exemption of psychotropic preparations. 

An important feature of INCB activities in 1982 had been its continuing endeavours to 

improve control of the substances, such as amphetamines and methaqualone, listed in Schedule II 

of the 1971 Convention. While the 1961 Convention had established a quota system which 

limited narcotic drugs to maximum levels for medical requirements, no such system had been 

established for psychotropic substances under the 1971 Convention. However, in view of the 

large amounts of substances diverted from licit manufacture and trade into trafficking and 

abuse, INCB had proposed that a voluntary system of annual assessments of requirements for 
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Schedule II substances should be established. The proposal had been unanimously supported 

by the Economic and Social Council and its first year of implementation - 1982 - had seen a 

positive response from governments. Over 70 countries had voluntarily submitted assessments 

for psychotropic substances listed in Schedule II a n d , for other countries, INCB had 

calculated annual averages of their medical requirements, based on statistics from the preceding 

five years. Those assessments and averages had been published by INCB, and manufacturing and 

export countries had been strongly urged to consult those figures in order to prevent over-

production and excessive exports of the substances concerned, thus significantly diminishing 

risks of diversion. The well-established system of mandatory estimates for narcotic drugs 

and the new system of voluntary assessments for psychotropic substances might be of interest 

to WHO in its review of its list of essential drugs. 

Dr HASAN (alternate to Dr Jogezai) said that he had been particularly interested in 

paragraph 2(2) of the Director-General•s report concerning recommendations for the termination 

of exemptions of preparations under Article 3 of the 1971 Convention. He had also noted with 

satisfaction that WHO was making efforts to promote awareness in developing countries in 

relation to the need for obtaining data on public health and social problems associated with 

psychoactive drugs (paragraph 6 ) . In that context, in his country, under the 1976 Drugs Act 

industries were required to transfer to the Government 1% of their annual turnover for such 

purposes. Concerning the development of guidelines in the context of the international drug 

control treaties (paragraphs 11 and 12), he asked what response there had been from countries 

in view of the proximity of June 1983， the date announced for the final version. Regarding 

the exemption of preparations containing a controlled psychotropic drug, he endorsed the 

decisions taken at the November 1982 meeting in Brussels• 

Dr BORGONO said, in connexion with subparagraph 2(2)(c) of the Director-General's 

report, that Chile had taken measures on methylphenidate in accordance with the relevant 

international legislation. 

M r BOYER (adviser to Dr Faich) said that the Director"General•s report was a commendable 

document w h i c h , in view of W H O 1 s ongoing responsibility in relation to narcotic and 

psychotropic substances, might usefully be produced annually. It was very satisfactory to 

note the comments in paragraphs 7 to 10 on the very valuable activities being undertaken by 

WHO and he hoped that they - whether through funding by the regular budget or voluntary 

contributions - could play a larger part in WHO activities as a whole. 

Having noted during the budget discussions that provision had been made for a 21% 

increase in the allocation for the programme on prevention and control of alcohol and drug 

a b u s e , he asked what proportion of the increase would go to each activity, how much of it 

would go towards carrying out the Organization's responsibilities under the international 

drug conventions and what forms that activity would take. It would be useful if WHO could 

encourage more countries to accede to the two international conventions and if Member States 

would contribute as much as possible to INCB activities. 

Concerning the specific recommendations on the benzodiazepines (paragraph 3)， he was 

pleased to note the broad scope of the material made available to the review group and to see 

that its report had been made available to members of the Board. How data could best be 

collected and submitted to the review group to permit maximum use was still not clear and he 

hoped that the scheduled two-day meeting on WHO working procedures would focus attention on 

that point. 

He recalled, in that connexion, that, at its seventh session, the United Nations 

Commission on Narcotic Drugs had adopted a resolution on procedures for drug scheduling under 

the international conventions, which inter alia called for full cooperation from Member States 

and Parties to the conventions in the supply of comprehensive information on drugs under 

consideration for scheduling (paragraph 5). In the preceding paragraph he noted a parallel 

concern on the part of W H O . He was glad to see that the importance of cooperation with 

Member States and Parties to the conventions was also well recognized in W H O , as it w a s , in 

his opinion, crucial to the discharge of the Organization's role under the conventions. 

The Commission had also outlined some improvements that it considered desirable in the 

scheduling process. In particular WHO was requested to inform the Commission of the 
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substances to be reviewed, to continue to collect and analyse extensive and specific data 

relating to the conventions for each substance reviewed and, to the extent possible, to 

forward its recommendations to the Secretary-General of the United Nations not less than 

three months before the forthcoming session of the Commission. He was pleased to see that 

WHO had taken major steps in those areas and, in particular, that the review group session 

had been brought forward to March 1983, which would allow plenty of time for its conclusions 

to be circulated before the Commission's following meeting in February 1984. 

The scheduling process raised the broader question of the relations of WHO with the 

private sector and with industry. Concern had been expressed about the procedures followed 

by WHO in this regard. Before WHO made any recommendations which might have the effect of 

controlling commercial practices relating to specific drugs, or came to any conclusions, the 

companies whose activities could be affected - perhaps adversely - by WHO activities should, 

as a matter of basic fairness, have an opportunity to express their views and know that they 

had been taken into account. That was not to say that the Organization had to accept those 

views or endorse their activities； indeed, as different companies tended to adopt different 

positions, that would b e , in any case, effectively precluded； it was merely a matter of 

affording all those concerned a fair hearing as a matter of principle. Failure to do so 

could call into question WHO's we11-deserved reputation for fairness and openmindedness, just 

as scrupulous observance of that principle could enhance it. That principle applied not 

only to the current topic, but also to the many other areas where WHO 1 s programme brought it 

into relations with private industry: whenever WHO made recommendations, for example for drug 

control under international conventions, or on acceptable daily intakes of food additives, 

developed a code of marketing practices for infant formulas or invited pharmaceutical 

companies to cooperate in essential drugs programmes, the industries concerned should be 

allowed to present their own arguments and findings, where appropriate through admission to 

official relations as nongovernmental organizations. Although significant progress had 

been made in recent years in relation to narcotic drugs, there was still evidence of 

dissatisfaction from some companies that the review process was not as open as they might 

wish. He hoped that consideration would be given to what more could be done to promote 

progress on that point. 

Dr SARTORIUS (Director, Division of Mental Health), replying to Dr Hasan, said that 

support had been forthcoming during the past year from countries including China, Kuwait, 

Morocco, Nigeria and Thailand, which had collaborated on the development of guidelines, and 

from other countries which had made direct financial contributions to support programme 

activities. Collaboration with both countries and bodies within the United Nations system 

was extremely important for the programme and the Secretariat was very appreciative of the 

support so far provided. 

In reply to Mr Boyer, he confirmed that there had been an increase in the budget 

allocation for the alcohol and drug abuse programme, amounting to some US$ 15 000 per year. 

Distribution between the two aspects of the programme was not a major problem in view of the 

relatively small amount of money involved, although it was hoped that funds could be used in 

a flexible manner. One of the difficulties in the past had been to find a way of handling 

problems related to alcohol and drugs that were acceptable to the majority of countries, since 

there had been widely varying views on whether to handle the two, alcohol and drug, components 

of the programme separately or together. 

Concerning WHO's relations with industry - in so far as psychotropic substances were 

concerned - industry had been requested well in advance of review meetings to provide WHO 

with all the relevant information, which was carefully examined, together with data from 

other sources, .e.g., WHO collaborating countries. In addition, the chairman and vice-chairman 

of the review group, and members of the Secretariat met representatives of industry before 

the review meetings. On the whole, such meetings with industry had been regarded as useful 

occasions for industries to present material and for WHO to receive information. It had 

none the less been considered that the whole process of review of substances for international 

control should be further examined and a meeting had been specially convened for 

4 and 5 March 1983 to consider the best ways of reviewing material and make recommendations 

relating to the future work within the framework of the conventions. 



EB7l/sR/l9 

page 13 

Dr KHAN (Division of Mental Health), in reply to Dr Hasan concerning efforts to promote 

awareness in developing countries, said that a circular letter had been sent by the 

Director-General in June 1982 calling the attention of Member States to the discussions on 

that subject in the Board at its fifty-ninth session. Institutions in eight developing 

countries in all regions had been selected to provide information under a project funded by 

UNFDAC. Concerning the development of guidelines, progress had been good and it was hoped 

that the final document would be available for the seventy-third session of the Board in 1984. 

It was intended that the guidelines would be used by countries having ratified or intending 

to ratify the conventions. 

He had taken note of Dr Borgorío's information concerning action by Chile on methyl-

phenidate, which was most welcome. 

On Mr Boyer's expression of concern for openness on the part of WHO in listening to 

private industry, WHO was careful to bear in mind that there were different groups with 

different views within the pharmaceutical industry and it therefore tried to offer an open, 

neutral position and to deal fairly with all parties, while at the same time ensuring that 

decision-makers would not be subjected to pressure. 

The DIRECTOR-GENERAL, commenting on the concern for openness expressed by Mr Boyer, 

said that it was indeed difficult to achieve balance and fairness when dealing with all 

parties involved in activities relating to health. Efforts were called for on all sides. 

By way of illustration, he gave the example of a country which had recently introduced radical 

innovations into its drug legislation. On the one hand the Director-General had been 

criticized on the grounds that WHO had been "bought" by the multinational companies because 

it had not publicly praised the country for having followed WHO policies in the field of 

essential drugs. The Director-General could not however, make public statements about the 

health policies of individual countries unless requested to do so by the government concerned. 

It would, of course, be possible for the Board and the Health Assembly in such cases to call 

upon the Director-General to make a statement to the effect that the government, concerned 

was acting particularly in conformity with WHO policies, but such an approach would lead to 

many problems, not least in the event of any subsequent changes of government and policies. 

Despite that, WHO was prepared at all times to support Member States that so desired in all 

aspects of health promotion. On the other hand, criticism had come from industry that the 

action of the government had been prompted by WHO urging it to legislate against the interests 

of industry. 

One main criterion existed for openness: there could be no openness where there were 

threats. Therefore, organizations such as WHO must be accepted as being truly neutral, 

particularly when dealing with sensitive issues. At the same time, such neutrality was not 

to be interpreted in a negative sense but as expression of consistency with WHO policies, and 

their interpretation and dynamism. 

The Organization had a remarkable record in regard to infant formulas for example, and 

a great amount of time and effort had been spent trying to maintain the dialogue among all 

parties. Indeed, it would hardly be practicable in the future for the Director-General to 

spend so much time on each sensitive issue. In short, where there was respect for WHO 

neutrality on all sides and consequently no need was felt to attempt to intimidate the 

Organization in any way, openness and fairness was possible. Member States were interested 

not in confrontation for its own sake, but in the objective of promoting health. It was in 

that spirit that the way to dialogue should be kept clear. 

The Executive Board took note of the Director-General's reports. 

The meeting rose at 12h35. 


