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NINETEENTH MEETING 

Saturday, 19 January 1985, at 12hl5 

Chairman： Professor J. ROUX 

Diagnostic, therapeutic and rehabilitative technology (programme 12) (Document PB/86-87, 
pages 178-199) 

Clinical, laboratory and radiological technology for health systems based on primary 
health care (prograimne 12Л) (Document EB75/INF,DOC,/3)""“ 

Mrs DE LA BATUT (alternate to Professor Roux) commended the high quality of document 
EB75/INF.DOC./3, and suggested that a list of essential laboratory tests might be drawn up 
that could be adapted to specific countries or parts of countries, utilizing work already 
done by WHO in that area. 

Referring to Dr Lee
1

 s remarks regarding the application of the experience of 
industrialized countries to developing countries, she said that the standardization of 
reagents and the cost of the relevant control procedures would lead to concentrât ion in 
production in the industrialized countries in the years to come, and the suggested local 
production of reagents in developing countries should proceed cautiously and in stages. 

Dr BORGOSO expressed appreciation of document EB75/INF.DOC./3, since laboratory 
procedures and services were of particular significance for all levels of health care. There 
was some misuse of laboratory equipment and an imbalance between hospital services and 
primary health care services, and between the laboratory and other aspects of public health 
programmes• Training of laboratory personnel was extremely important with regard both to 
testing and to the managerial techniques needed for a rational use of resources, which 
included expensive laboratory equipment• Experience in Chile had shown that efforts to apply 
appropriate technology in laboratory and radiological services had proved most effective. 

Further work was needed, especially in the field of communicable diseases, to improve 
rapid diagnostic techniques, not only for individual clinical diagnosis but also for 
epidemiological purposes. Much progress had been made in that respect, but more extensive 
application was needed. 

The quality of reagents was crucial, since the quality of tests depended not only on 
laboratory personnel and equipment, but also on the materials used. Many tests were far from 
attaining the requisite effectiveness and reliability, and he was gratified to see that due 
attention was paid in the document under discussion to the question of evaluating the quality 
of new technology, including tests• 

The document rightly drew a distinction between industrial and developing countries• 
The problems faced by the latter included an unfortunate tendency to imitate the industrial 
countries, without having their experience, and to invest in expensive and sophisticated 
equipment for which reagents were difficult to procure and which could not be adequately 
maintained. He commended the approach adopted, with its emphasis on the need for efficient, 
simplified laboratories in developing countries, and noted that the bulk of the proposed 
budgetary increases came from extrabudgetary sources• Laboratory technology and services 
were crucial for the implementat ion of health policies and programmes, and it was essential 
that their reliability and the considerable resources invested in them should be properly 
evaluated* 

Mr GRIMSSON associated himself with Mrs de La Batut
1

 s suggestion regarding the 
establishment of a list of essential laboratory tests• 

Referring to paragraph 10 of the programme statement, he wished to stress that the basic 
radiological services (BRS) programme was also relevant to developed countries, and was 
gaining attention in Iceland and neighbouring countries because BRS equipment was a very 
appropriate and relatively low-cost tool for primary health care centres in rural areas. 
It was increasingly difficult for small countries to evaluate new techniques, especially in 
regard to the flow of medical devices. In that context, he had rioted with satisfaction the 
Director-General

1

s statement at the Board's seventeenth meeting (in the discussion on 



programme 9.4) regarding the delegation of global responsibilities to the regions and was 
pleased to note the intention of making use of the potential for technology assessment in the 
European programme. He hoped that meant that intercountry collaboration in health technology 
assessment would now accelerate and that dissemination of information would be strengthened. 

Mr VAN GINDERTAEL (adviser to Professor Lafontaine) welcomed the Organization
1

s action 
in a field that was crucial to the delivery of primary health care. Laboratory technology 
was particularly important for developing countries. The prevention and control of certain 
communicable diseases and metabolic disorders, and drinking-water quality control, for 
instance, called for simple equipment that was easy to maintain. 

Mr ZHANG YIN E (alternate to Dr Xu Shouren) expressed his appreciation of the programme 
and WHO'S efforts in that field. An increasing number of Member States were establishing 
primary health care services, and he believed that State authorities responsible for 
developing clinical and laboratory services should also be responsible for planning basic 
laboratory facilities. Laboratory services were often developed in isolation, and 
coordination was needed in health programming and the development of suitable, cost-effective 
laboratory services• It was particularly important to give support to simple inspection and 
analysis procedures to ensure the relevance of tests in the prevention and cure of disease 
and in ensuring the safe quality of water. 

Since a number of countries and regions still had a high prevalence of communicable 
diseases but only limited laboratory services, it was very important to develop simplified 
and safe technology and equipment, particularly for rapid diagnosis. State laboratories 
shoud look to simple, pragmatic methods and equipment, rather than expensive technology and 
equipment that they could not always use. In particular, WHO should encourage the 
development of simplified rapid diagnostic methods to supplement the present microscopic 
examinations• 

The WHO collaborating centre for reagent production in Shanghai, China, was developing 
the production of reagents, and was willing to share its experience with interested Member 
States. 

Dr HAPSARA welcomed the emphasis in the programme on the need for equitable distribution 

of services and on the importance of quality• 

Referring to the statement on programme 12, he said that paragraph 8, on biologicals, 
unlike paragraphs 2 to 7, did not seem to have been adequately followed up by explicit 
programme proposals. It seemed that resolution WHA37.27, on international standards and 
units for biological substances

9
 had not been followed up by an appropriate programme. 

The considerable advances made in clinical technology in certain regions (paragraph 4) 
were of great interest to other regions, and he would suggest that, in order to improve the 
quality of services, attention be paid to helping the latter to learn from experience gained 
elsewhere. 

Regarding the statement in paragraph 4 that WHO was not in a position to help countries 

to decide whether or not to invest in capital-intensive medical technology, he stressed that 

the real problem was not the intention of ministries of health to use such technology, but 

outside pressure to use technology not necessarily suited to the country. That should be 

made clear. 

It was very important for developing countries to participate in the local production of 
BRS equipment, as stated in paragraph 18. He hoped that at the implementation stage 
attention would be paid to the manner in which that was to be done. 

Referring again to his initial question regarding biologicals, he hoped that provision 
would be made in the programme for WHO to review the current situation in regard to 
biotechnology, in particular the steps already taken and future priorities in that area in 
both developed and developing countries• 



Dr QUAMINA congratulated the Director-General on the programme and, especially, on 
document EB75/INF.DOC./3. The development of suitable, yet effective, equipment for use in 
developing countries was extremely important. The cost of laboratory and radiological 
equipment was an enormous burden on health services, and she would like to see many 
developing countries take advantage of the opportunities available. She understood that 
radiological equipment was now to be manufactured in the Region of the Americas in one of the 
more developed of the developing countires, and she hoped it would be possible to persuade 
senior technicians in that field to utilize the equipment. She also hoped that the equipment 
would arrive with maintenance manuals and that spare parts would be available. She further 
hoped that, if special reagents were necessary for laboratory equipment mentioned in 
paragraph 22 of document EB75/lNF

e
DOC/3 and in the programme statement, they would be readily 

available either through WHO or on the commercial market; it would be disastrous if 
technicians were persuaded to acquire more simplified equipment and it was then found that 
spare parts were not available. Those who purchased equipment in Member States were 
subjected to considerable pressures from the commercial market, and she hoped that WHO, 
through the regional offices, would be able to make available to them the necessary 
information. 

She congratulated the Director-General on the efforts being made to assist Member States 
in establishing national blood transfusion services. One of the necessary actions - bringing 
to the attention of physicians the appropriate use of blood products - appeared to be 
progressing well. 

Dr NIGHTINGALE (alternate to Dr Gardner), referring to paragraph 12 of the programme 
statement, said that WHO

1

s activities in the field of clinical technology, especially medical 
devices and diagnostic products, were of critical importance. At the global level, 
collaborating centres were to emphasize training and the dissemination of information. WHO 
headquarters was helping to encourage contacts among those involved in the control and 
registration of devices and diagnostic products by planning to co-sponsor, with the relevant 
agency in the USA, a worldwide meeting of medical device regulatory authorities, to be held 
in 1986. The Organization had already facilitated such interaction in the areas of 
pharmaceuticals and veterinary medicine. 

With reference to radiological technology, he said that quality assurance was vital and 
training programmes were of paramount importance； the collaborating centres, working 
together with regional offices and with headquarters, could play a major role in training. 

In conclusion, he expressed the view that the collaborating centres in laboratory and 
clinical technology, as well as radiological technology, could be used as a coordinated 
network to encourage not only dissemination of information but also deployment of resources 
and training. Were there any plans to encourage communication between centres and with 
headquarters? 

Dr GARCÍA BATES said that clinical, radiological and laboratory technology, as well as 
drugs and vaccines, required a global approach, taking in the whole cycle of technology, from 
production to consumption, in order to ensure efficient supervision by the State. The 
proposed programme budget dealt mainly with the narrow field of production technology and 
introduction of new equipment, taking into account the economic, professional, 
organizational, and cultural impacts of medical equipment on health care. The lack of a 
coherent conception of the role of technology in the production structure as a whole, and 
especially in medicine, had led to distortion in the programmes and an increased dependence 
on the industrialized countries• One consequence had been the adoption of isolated measures 
without an overall view, sometimes with paradoxical results. The legislation programme had 
an important role to play in that regard. Many national laws bad encouraged the equipment 
imports, mostly to urban areas and for the benefit of privileged population groups. Often 
national laws and resolutions laid down guidelines for the optimum ratio of population to 
equipment； it was often exceeded, however, if the trade and industry sectors had not 
accepted the same guidelines. Regulatory policies should not hinder the progress which the 
equipment made possible； on the contrary, they should ensure maximum efficiency, and equal 
access to and safe use of the equipment• 



Dr OTOO stressed that medical technology determined the quality and efficacy of medical 
provided in any health system, while the level of medical care was determined by 

diagnostic ability at the point of delivery, and that in turn was determined by the 
technology available. Skills were needed to operate the existing technology, but it was very 
costly to train health personnel to use it. Yet, if staff were unable to operate and 
maintain technological equipment it became a burden rather than an asset. That was why it 
was important to select medical technology appropriate to the level of technological 
development in the country concerned. 

WHO could provide guidance to developing countries in the selection of appropriate 

technologies, and he was pleased to note that the programme statement clearly showed that the 

Organization recognized the importance of that aspect. 

Dr SANKARAN (Director, Division of Diagnostic, Therapeutic and Rehabilitative 
Technology) expressed his gratitude to members of the Board for their comments on the new 
programme in the field of clinical technology• 

Dr Hapsara had referred to biotechnology and resolution WHA37.27, which he considered 
had not been adequately reflected in the programme budget• He craved indulgence to be 
allowed to answer that question when biologicals were discussed under programme 12.3 (drug 
and vaccine quality, safety and efficacy)• 

Dr Quamina had raised the question of the specific equipment needed for developing 
countries. He informed the Board that, as a result of a series of consultations and 
scientific working groups conducted during the past year with nongovernmental organizations 
in the field of medical and surgical care, it had been possible to draw up a list of 
essential medical, paediatric, obstetric and gynaecological, anaesthetic and surgical 
procedures and equipment which would shortly be available and should prove useful* In its 
preparation, there had been excellent cooperation from various senior personnel in those 
nongovernmental organizations - for example, the International Federation of Surgical 
Colleges

t
 the World Federation of Societies of Anaesthesiologists, and the International 

Society of Orthopaedic Surgery and Traumatology. 

He was grateful to Dr Nightingale for drawing attention to the need to control and 
regulate medical devices and to the meeting to be held in 1986 on that subject. The 
programme on appropriate technology for health at present being conducted by the Regional 
Office for Europe would be very relevant to that activity, and in that meeting action would 
be in consonance with the Regional Offices for Europe and for the Americas• 

Dr Otoo
1

s comments on the cost of health systems identified with modern techniques which 
were sometimes unsuitable for developing countries, and on the need to identify appropriate 
technological procedures, with necessary, desirable and appropriate equipment at the relevant 
levels, were very valid, and would be taken into account* 

Dr HOUANG (Health Laboratory Technology) thanked members of the Board for the interest 
they had shown, and assured them that their suggestions would be taken into account* 

Mrs de la Batut had raised the question of the production of reagents in developing 
countries• It was true that the quality of results depended on the quality of the reagents. 
In a study which WHO had carried out it had been found that when ready-prepared reagents had 
been provided in some laboratories the number of results meeting quality requirements had 
been increased by 20%, Nevertheless, he was convinced that the technology for reagent 
production must be introduced into the developing countries. If that were not done, the 
technology for production would be lost and the developing countries would become entirely 
dependent on excessively expensive imported reagents. That had happened with dehydrated 
cultures, with the result that cultures were not being sufficiently used in identifying 
communicable diseases• It would therefore be better not to seek perfection straight away, 
but to try to improve production and the laboratory diagnosis of communicable diseases• 

WHO had begun to give attention to the list of essential tests and had already prepared 
a list of some 15 tests - to be applied at peripheral laboratories 一 which had proved useful 
in the field operational studies carried out in several developing countries• The list of 
essential tests for application in the regional laboratories was now being reviewed. 
Establishment of such a list would make it possible to determine what equipment and reagents 
were necessary. 



He had taken careful note of Dr Borgoflo
1

s suggestions• There was no doubt that the 
problem of laboratory management was an essential one. Thanks to the assistance of the 
Laboratory Programme Office of the Center for Disease Control, Atlanta, USA, courses in 
laboratory management had been prepared in which information was provided not only on the 
cost and efficiency of peripheral laboratories compared with regional laboratories, but also 
on inventory control, equipment maintenance and the formulation of a material purchasing 
policy, as well as workload measurement. 

Concerning Mr Zhang
1

 s suggestions, he agreed that coordination was important, 
particularly as a laboratory was not an end in itself but a supportive service. 
Unfortunately coordination was frequently deficient, the main reason being that in many 
countries there was no comprehensive national policy on health laboratory services and 
mechanisms ensuring coordination between laboratory services and the other health services 
using them. That was something to which countries should give attention. 

Further to Mr Zhang
1

s comments, the development of peripheral laboratories was being 
promoted since it was considered that they could not only play an important role in 
diagnosis, but also function as an information network at the periphery, where the patients 
lived, leading to better surveillance and control of communicable diseases - providing, of 
course, that the information reached those responsible for taking action on the basis of the 
information received• 

Mr Zhang had also mentioned the need to place greater emphasis on simple technology. He 
reminded the Board that the Director-General had often spoken about money being wasted on 
over-sophisticated equipment which was used more as a status symbol than for the health of 
patients. Studies had revealed that up to 70% of such equipment was not operative in 
developing countries and it was therefore WHO

1

s policy to develop simple equipment and tests 
which could easily be used in developing countries• 

He had taken due note of Dr Quamina
1

 s comments on the need to develop low-cost 
appropriate equipment for developing countries in response to the high cost of the laboratory 
and radiological equipment most commonly available on the market at present• He also 
acknowledged the need to prepare maintenance manuals and to ensure that spare parts would be 
available for the newly developed equipment• Moreover, WHO had no intention of promoting 
equipment which was tied to reagents - a system which would create a state of dependence and 
lead to increased expenses. 

In the training programme for laboratory technicians in developing countries, close 
cooperation was being maintained with the collaborating centres. All the participants in the 
courses received training in quality control and were subsequently attached to external 
quality assessment schemes run by collaborating centres• As a result, it had been realized 
that certain tests in developing countries provided less reproducible results than others• 
That meant that the collaborating centres were kept in touch with the realities in the 
developing countries and were contributing to the reliability of test results on which 
confidence in laboratory services ultimately depended. 

Dr RACOVEANU (Radiation Medicine) said that, of the 19 countries that had already 
adopted the basic radiological services (BRS) programme, four were western European 
industrialized countries• That showed that BRS had a role to play in countries with a highly 
developed health care system, and not only in the developing world. 

With reference to technology assessment the seventy-third session of the Executive 
Board, in January 1984, had considered a report on diagnostic X-ray imaging, and a report on 
ultrasound and CT scanners was in preparation. The Regional Office for Europe had laid 
emphasis on such evaluation： a meeting was planned on the assessment of other imaging 
modalities. The recommendations would be useful at country level to prevent over-use of some 
techniques• 

With reference to Dr Nightingale
1

s comments on quality assurance, for 17 years WHO had 
been conducting a study on dose delivery in radiotherapy in collaboration with the 
International Atomic Energy Agency (IAEA). The monitoring system had shown that the standard 
radiotherapy dose of 200 rads was often incorrectly administered; deviations of up to 80% 
from the correct dose had been measured. Quality assurance training workshops had already 



begun at the regional level; in December 1984 a training workshop on nuclear medicine had 
been held in the Eastern Mediterranean Region, and another was to be held in 1985. After 
publication of the report on quality assurance in radiotherapy, it was hoped to organize 
training workshops on the subject through the regional offices. 

Essential drugs and vaccines (programme 12,2 and Documents EB75/INF.DOC./2 and 
EB75/lNF,DOC,/6) 

Mr GRIMSSON said that the programme had been thoroughly reviewed by the Board's ad hoc 
Committee on Drug Policies, consisting of eight Board members under the chairmanship of 
Dr Khalid bin Sahan. At the seventy-third session of the Board in January 1984 a progress 
report had been considered and transmitted to the Thirty-seventh World Health Assembly. 

He endorsed the proposal contained in document EB75/INF.DOC./6 to establish a UNICEF 
revolving fund for procurement of essential drugs and vaccines• Turning to document 
EB75/INF.DOC./2, he said that it gave a very clear picture of the distribution of 
responsibility between the Programme of Drug and Vaccine Quality, Safety and Efficacy (DSE) 
and the Action Programme on Essential Drugs and Vaccines (EDV)• He was particularly pleased 
to note the statement in section 1 that there was little duplication between the functions of 
EDV and DSE. 

He also expressed his approval of programme 12.3 "Drug and Vaccine Quality, Safety and 
Efficacy". 

Dr SUDSUKH stressed the importance of the essential drugs and vaccines programme. 
Essential drugs constituted an important element in primary health care, and national drug 
policies should include the drawing up of a list of such drugs adapted to the situation in 
the country concerned； that would lower the cost of drugs both to the government and to the 
individual• Every country needed a drug delivery system to bring drugs to people where they 
lived and worked. One such system was the "village drugs cooperative", organized and 
partially funded by villagers themselves, with support from the national budget or the WHO 
country budget• The organizers received a share of the profits from the scheme as an 
incentive, to be spent on community projects. In Thailand, there were approximately 
20 000 drug cooperatives covering one-third of the villages in the country. It was hoped 
that the scheme would cover the whole country in 3-4 years. The scheme made optimal use of 
WHO resources to ensure drug delivery, and the Organization should consider extending that 
kind of support where feasible• 

Mrs DE LA BATUT (alternate to Professor Roux), referring to documents EB75/INF.DOC./2 
and EB75/INF.DOC./6, said that if a Member State were to have a national laboratory for the 
quality control of medicines, it should be of an appropriate size and its activities should 
be wisely directed taking into account the WHO certification scheme on the quality of 
pharmaceutical products moving in international commerce. However, the suggestion that such 
laboratories should use simplified methods, different from those used by the manufacturers, 
might prove a bone of contention. Careful study should be made of the problems of equipment 
maintenance• One way of making substantial savings would be to consider the production and 
control of veterinary medicines at the same time as those of human medicines. 

Dr KOINANGE said that the essential drugs procurement programme had been very successful 
in his country and had raised the morale of health care workers and the public• He 
congratulated the Director-General and his staff on identifying the problem, mobilizing 
resources to deal with it and implementing the programme swiftly. The Director-General 
should approach the task of mobilizing further funds for the programme with equal vigour and 
even greater momentum. 

Dr SAVEL'EV (adviser to Professor Isakov) said that one obstacle to the provision of 
essential drugs in developing countries was the lack of pharmacists, and especially of 
experts, for the national drug quality control systems in those countries. Large-scale 
training of personnel was therefore necessary if tha programme was to be implemented. 

Document EB75/INF.DOC./2 showed how the DSE and EDV programmes complemented one another 

and were being actively pursued. He also supported the proposal to establish a fund for the 

procurement of essential drugs and vaccines through UNICEF, as described in document 

EB75/INF.DOC./6, 



Dr REGMI said that, in his country, much of the primary health care work was done in 
rural areas by low-grade paramedical health workers. A list of essential drugs had been 
drawn up and some supplies were delivered to health centres. One health post had been 
supplied with finance to set up a revolving fund, which enabled it to buy medicines very 
cheaply. WHO should try to find further bilateral and multilateral sources of support for 
such revolving funds in order to raise the standard of primary health care• 

Dr NIGHTINGALE (alternate to Dr Gardner) said the Secretariat was to be congratulated on 
the varied and growing number of activities taking place under the programme. With reference 
to paragraph 7 of the programme statement, he was specially pleased to note the collaborative 
efforts in which WHO would be engaged, in view of the importance of the interrelationships 
concerned. He was also pleased that recognition had been given, in paragraph 14, to the 
importance of technical cooperation between developing and industrialized countries. The 
United States Drug Regulatory Authority was actively cooperating with countries in the 
Western Pacific Region as well as with those in other regions. 

The most important point in relation to the programme was why there should have been a 
decrease in real terms of 7.19% in the allocation； that was a puzzling trend, in view of the 
great emphasis placed by WHO on essential drugs, and of the growing interest of Member States 
in the programme• He was also puzzled by the observation in paragraph 12 that several 
industrialized countries operated with restricted formularies without adverse effects on 
public health. That implied that the programme intended to make so-called "restricted 
formularies" a norm for all countries• He would appreciate information on that point. 

Document EB75/INF.DOC./2 was useful in giving a clear description of the respective 
functions of the two programmes; his only comment was that it would be helpful to know more 
about the interaction between them. In relation to paragraphs 2.1 and 2.2, he would be 
interested to know what global standards and guiding principles were applicable, and what 
role DSE had in developing them. 

Document EB75/INF.DOC,/6 made clear that innovative steps would be needed to help ensure 
the supply of essential drugs to developing countries• He would like to have somewhat more 
detailed information on the proposal put forward for the setting up of a UNICEF fund, and in 
particular on whether it concerned vaccines alone, or pharmaceuticals in general. He would 
also like to know whether WHO would be involved in the fund, what level of capitalization 
would be required to make it operational, and whether it was realistic to expect that such a 
fund could be created. He would be interested to know what measures would be taken to ensure 
the quality of the product, and what role WHO might play in that connection. 

Dr TADESSE congratulated the Director-General and his staff on an excellent programme• 
Countries such as his own were more aware than ever before of the importance of essential 
drugs, but at the same time encountered many difficulties, notably over obtaining regular 
supplies and over distribution and storage. There were also financial constraints connected 
with the purchase of drugs due to problems of foreign exchange• 

Success in the implementation of his country
1

s primary health care programme depended to 
a large extent on how far it was able to apply appropriate technology, and he would like to 
know whether any study had been made on the production of essentiel drugs at a level more 
appropriate to the capabilities of developing countries. One example might be the so-called 
"small-scale therapeutic laboratories", which could be expanded into small-scale industries, 
thus helping the developing countries to achieve higher levels of industrial skills• What 
was usually recommended was very expensive and complex technology, which they could not 
afford• 

Dr HAPSARA joined in the tributes paid to the programme. How did WHO assist countries 
in accelerating the transfer of technology to help process raw materials for producing the 
essential drugs required to support the programme, and what were the main problems 
encountered? 

Professor JAZBI stressed the importance of the quality control of drugs manufactured in 
developing countries. He suggested that WHO might intensify its programme for training 
health personnel in quality control, and also help in the establishment of control 
laboratories in such countries. Particularly valuable would be a list of low-cost equipment, 



and assistance could also be given in developing expertise in processing raw materials• Most 
developing countries had to depend on imports from other countries for the manufacture of 
essential drugs, imports which were costly, and put the final product beyond the reach of 
most of the population. 

Dr OTOO agreed with Dr Tadesse that the problem of obtaining foreign exchange for drug 
imports acted as a major constraint on the purchase and procurement of drugs for most 
developing countries• However, it was even more important to ensure good drug management 
once the products had arrived in the country, particularly in hospitals, health centres and 
dispensaries, where losses were currently quite considerable. He would like to ask the 
Director-General whether ways could be found of expanding the programme to cover drug 
management at national level, so that some degree of sanity could be introduced into the 
situation. 

Mrs DE LA BATUT wished to express her thanks to the Director-General for the excellent 
programme under discussion. Regarding the proposal for a UNICEF managed fund for the 
purchase of essential drugs and vaccines, she wished to commend UNICEF on its initiative, in 
which she hoped that WHO would collaborate. The Board and the Health Assembly should invite 
Member States to consider how best they could participate in the proposed fund. 

Dr ARNOLD (International Federation of Pharmaceutical Manufacturers Associations) said 
his organization had committed itself to support the WHO Action.Programme on Essential Drugs 
and Vaccines, and had launched a number of projects aimed at improving the procurement and 
distribution of basic drugs in certain developing countries. Those projects had involved 
supplying the countries concerned with trained quality control personnel, and had also 
included an offer by some 60 companies to supply 250 basic drugs at favourable prices to the 
least developed countries. 

The industry was an innovative one, and the majority of generic products currently on 
sale had originated from research carried out by companies who were members of his Federation, 

According to paragraph 14 of the programme statement, the main objective of a national 
drug policy should be to make quality products accessible at the lowest possible cost• While 
such an objective might be appropriate where the less developed countries were concerned, he 
would suggest that it was shortsighted if extended to the wealthier countries, because it 
would eventually lead to the cessation of research. That would mean that progress would be 
halted, and that the industry would no longer be able to make its contribution to the 
developing countries• 

He urged that the drugs policies of the industrialized countries should recognize the 
importance of encouraging research. He hoped it was not WHO

1

s intention to urge universal 
adoption of a policy of securing drugs at the lowest possible cost. 

/ 
Dr GARCIA BATES noted that the programme was concerned with two very different aspects 

of the drug question, each closely linked to the other. The first which was given special 
emphasis, was the medical and pharmaceutical aspect, and the second the industrial and 
economic one. The first covered drug quality, safety and efficacy, as well as prescription 
and dispensing• As far as the industrial and economic aspect was concerned, efforts should 
be made to try to establish predominantly national industries, which would be able to 
introduce new production methods and new forms of vertical integration, in conformity with 
good manufacturing practices both in production and in research and development; that would 
provide the basis for a national industry having a greater degree of technological 
independence• 

Apart from such long-term objectives, the countries in her region, and her own in 
particular, were endeavouring to conclude agreements, such as the one signed recently in 
Mexico, whereby a group of Latin American countries had joined together to seek a broader 
Latin American market, with obvious economies of scale, so that a pharmaceutical industry 
which would be competitive internationally could be built up. Such a development would 
permit a more balanced system of trade within the region, and the need for hard currency 
would be eliminated. 



Besides such regional measures, her country had recently launched an emergency programme 
of drug assistance, financed by a special fund derived from a tax on cigarettes and aimed at 
underprivileged population groups• 

Professor JAZBI said the problem of obtaining drugs was one of the greatest importance 
in his country. As a way of solving that problem he would like to suggest that, with the 
help of WHO, a group of two or more countries in the region could be selected to undertake 
drug manufacture to meet the requirements of the region. Strict quality control should be 
assured, perhaps through WHO. In that way, developing countries could avoid much unnecessary 
expense in obtaining the drugs they needed. 

Dr LAURIDSEN (Action Programme on Essential Drugs), replying to Dr Sudsukh
1

s question, 
said that over 80 countries had adopted, or in most cases adapted, the list of essential 
drugs for their own needs. The WHO model was thus an integral part of their drug policy, 
although the degree of implementation varied• The Organization had been keenly interested to 
hear again about the village drug cooperatives. There were similar schemes in other 
countries and it was planned to study a number of them in the near future, to make 
comparisons and to consider the possibility of disseminating information on them to the many 
countries that were exploring how to finance the continued availability of essential drugs 
from local funds• 

Dr Koinange had urged that more funds be mobilized. As Dr Nightingale had rightly 
observed, there was a small decrease in the real budget allocation for the Programme; that 
was the grim fact of a zero budget situation. One reason for the lack of increase was that 
the Programme was thought now to be in a position to attract far more international support 
on a bilateral basis than hitherto. The extrabudgetary position was far more optimistic than 
the programme budget statement would suggest• Additional amounts had come in and there was 
an increase in the number of bilateral programmes• Development agencies were being 
encouraged to invest because the area was one in which the development of an essential drug 
policy could be combined with bilateral foreign exchange support at a time of severe foreign 
exchange constraint• 

In the development of manpower and quality control, WHO had an understanding with the 
IFPMA whereby candidates could be put forward for consideration for 3-9 months
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 training, WHO 
or the country in question paying only the travel costs and the industry paying the training 
costs and subsistence allowance• 

Dr Nightingale had asked for an explanation of the statement that "several 
industrialized countries operate with restricted formularies". The term "second-class or 
third class medicine" which had once been used had been considered detrimental and was not 
confirmed by the present documentât ion - rather the opposite. The clinical medicine 
delivered by countries regularly operating very restricted lists of essential drugs on the 
periphery with well-trained staff and motivated supervision was not second-class but was 
indeed superior to the previous irregular supply. That had been confirmed by Dr Koinange. 

Some developed countries were certainly operating with restricted formularies, 
particularly in the hospital subsector; one European country (Norway) was operating with 
less than a thousand active ingredients in its market• The Organization had been assured by 
several of those countries that they were unable to detect any harmful effects on the health 
of the population. 

More details about the proposed UNICEF fund would be given later. Efforts were being 
made to elicit support for the Programme- As a result, in particular, of unsuccessful 
efforts in the procurement area, other ways of financing had been studied, including a credit 
facility to enable the least developed and smaller countries to benefit from the low prices 
that WHO and UNICEF were able to obtain in the international competitive market. In many 
cases the Organization collaborated with a particular programme and indicated the price 
levels obtainable from UNIPAC in Copenhagen. When countries compared them to the prices they 
had been accustomed to paying they asked for procurement to be made by UNIPAC. Very few 
countries, however, could make payment nine months in advance, as was required. The aim was 
to have an initial capitalization of USj 10 million for the fund but an eventual 
capitalization of about USt 40 million to USÍ 50 million was envisaged• It was hoped to be 
able, under joint UNICEF/WHO management, to manage the fund so that there would be a constant 
supply of money； the high interest it was hoped to receive from the balance should be 
sufficient to cover possible losses• 



The question of quality would be assured in a routine manner. WHO and UNICEF selected 
only reliable suppliers, preferably those known to them, who had to conform to good 
manufacturing practice and to be open to inspection from outside. Batch by batch quality 
control was exercised, and in the case of any suspicion, collaborating laboratories would 
check the quality. No quality problems had so far arisen. Selective studies on 
bioavailability of essential drugs in a number of countries would be carried out jointly with 
UNICEF in the next year or so. 

The pharmaceutical industry had been of concern to some members of the Board. He could 
not do justice to that complicated field in just a few minutes. UNIDO
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s responsibilities in 
the field of industrialization of developing countries included the pharmaceutical field, arid 
WHO shared its experience in that area* For many countries, the experience had not been 
good. Many of them, particularly those without supporting industries, had been unable to 
produce or formulate essential drugs at a price remotely competitive with international 
prices because technology, machinery, know-how, raw materials, e t c” must all be imported and 
the value-added component was very small, so any interrupt ions in drug supply or loss of raw 
materials might result in long stoppages and thus nullify any advantage. Other countries, 
however, particularly the larger ones with petrochemical industries, had done reasonably 
well. The question of regional manufacture had been discussed in the regional committees. 
Three African countries had been considering the question for a considerable time. It was 
very difficult to reach agreement, but the idea was worth while in a TCDC context. In that 
connection, the question of procurement or transfer of raw materials and the role of WHO had 
been raised. Neither alone nor with UNICEF had WHO engaged in trade or in making 
recommendations on raw materials• If there was sufficient need, the area might be considered 
for technical support• The expertise was not at present available but it could easily become 
so. 

Dr Otoo had asked about expansion into national programmes. That was receiving the 
highest priority. More than 80% of time and resources, both in the regions and at 
headquarters, were being devoted to collaborating in the development, implementation, review 
or evaluation of country programmes• 

The manner in which Dr García Bates had divided the programme into two types was the way 
in which WHO itself operated conceptually. 

The UNICEF fund would have no budgetary implications for WHO. The money, when raised, 
would be with UNICEF, but it would be managed under the joint UNICEF/WHO Essential Drugs 
Programme. WHO would assist in fund raising, and it hoped to raise as much as UNICEF: He 
suggested that, in order to assist the Director-General in such fund raising and also to 
assist UNICEF at its next Board meeting, the WHO Executive Board endorse the proposal as put 
forward in document EB75/INF.DOC./6. Although the Secretariat would be reporting to the 
World Health Assembly, he did not imagine that that body would need to discuss the question. 

Dr DUNNE (Pharmaceuticals) said that only two questions had been directed specifically 
to the pharmaceuticals unit. The first was Dr Nightingale's question, to which Dr Lauridsen 
had replied comprehensively. The second was Professor Jazbi
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s important point on training. 
Over fifty potential managers of quality control laboratories had been trained in the IFPMA 
scheme up to the present. Industry had been generously responsive to that need, which it was 
well placed to meet since there were many highly-equipped industrial laboratories around the 
world, while national laboratories were far fewer and were not equipped to take the 
workload. Nonetheless people trained within the private sector passed through the national 
quality control laboratory whenever that could be arranged, and obtained some guidance from 
those with official responsibility in those countries. He was particularly pleased to see 
that people from eleven countries in Equatorial Africa had been trained. Although that 
represented only one person per country, that should be set within the context of the 
thirtieth report of the Expert Committee on Pharmaceutical Specifications. A great deal 
could be achieved with a single small national quality control laboratory. Gross errors of 
manufacture that resulted in low bioavailability could be detected very simply and the very 
fact that there was a trained person in a country and that drugs might be inspected resulted 
in a marked and rapid rise in quality standards• 



The DIRECTOR-GENERAL, referring to the point raised by by Dr Arnold of the International 
Federation of Pharmaceutical Manufacturers Associations (IFPMA) with respect to the 
availability of drugs at the lowest possible cost in the more affluent countries, expressed 
his belief that the Essential Drugs Programme had shown in the words of Oliver Wendell 
Holmes, "the power of thought to get itself accepted in the competition of the market". Some 
of those connected with the Organization had spent some time in their lives in learning to 
understand economics, and he had learned that the economics of the marketplace in many 
countries was to a large extent based upon competition. If Dr Arnold wished the State to fix 
prices, that was a different matter, but if,it was a question of the competition of the 
market place, it was not unreasonable, from the consumer
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s point of view to speak about 
obtaining the lowest possible price. That was all that had been implied in the passage in 
question in the programme budget document• There was no danger that WHO would start fixing 
prices or anything of that nature• He hoped that Member States would discern how difficult 
that whole area was for an organization like WHO. He appreciated the many commendations of 
W H O
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s efforts by Board members, since he really believed that spectacular progress had been 
made in recent times. He hoped that nationals would realize that they had to take just as 
many risks as the WHO Secretariat, because only if they were ready to fight their national 
battles in order to bring greater order into the pharmaceutical situation, would the 
Organization be able to give them appropriate support. The job had to be done at the 
national level, from policy to management and rational use of medicaments. 

He hoped Board members would communicate to the Health Assembly his belief that WHO had 
shown maturity in the matter. Some mistakes could not be avoided, but the Organization had 
shown motivation, imagination and a productive survival ability that should serve to 
encourage nationals in developing their drug policies• 

The CHAIRMAN said that, if there was on objection, he would take it that the Board 
wished to adopt the proposal for a UNICEF fund for procurement of essential drugs and 
vaccines. 

It was so agreed. 

Drug and vaccine quality, safety and efficacy (programme 12.3) 

Dr DUNNE (Pharmaceuticals) considered that the programme in question had made great 
strides in recent years, as was evident from the active cooperation of Member States. The 
last meeting of the International Conferences of Drug Regulatory Authorities had been 
attended by 56 representatives from 56 Member States, the majority of which were developing 
countries, and those countries had funded their participation from their own resources. The 
remarkable degree of dialogue currently existing between regulatory agencies in the developed 
and developing world would not have been considered feasible a few years ago. An 
international dimension to drug regulatory control had emerged• The Organization was 
extremely grateful for the support received directly from Member States, which enabled the 
programme to achieve far more than the global regular budget figure would suggest• 

Dr SIZARET (Biologicals), replying to a question rised by Dr Hapsara concerning the lack 
of analysis and programmes for biologicals, explained that the programme analysis was 
conducted at regular intervals and the Organization had not been ásked in 1985 to produce an 
information document on the subject. 

There were four major world centres for the distribution of WHO standards. The relevant 
WHO Expert Committee met annually to establish new stndards or replace outdated ones* It was 
difficult to have a precise programme since the situation changed rapidly as new discoveries 
were made. Several years often elapsed between the start of preparation of a standard and 
the time of its formal adoption by the Expert Committee. The documents that best reflected 
the activities under the programme were a biennial publication in the Technical Report Series 
giving information on the latest changes, and a list of standards for biological preparations 
generally amended every two years• 

A question had also been raised concerning priority measures for biotechnology. Such 
measures were considered on a case-by-case basis in cooperation with the Division of 
Communicable Diseases. 



There was possibly some confusion concerning essential drugs and vaccines. It might be 
more correct to speak of vaccines used in the Expanded Programme of Immunization, for the 
quality control of which there was a WHO programme in collaboration with UNDP, which provided 
financial assistance. He could provide further information on the subject if so desired• 

The meeting rose at 14h50> 


