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TWELFTH MEETING 

Thursday, 15 May 1986, at 14h30 

Chairman: Dr J. M. Borgoño (Chile) 

RATIONAL USE OF DRUGS: Item 25 of the Agenda (Resolution WHA37.33; Documents А39/12, Parts 
I, II, III and IV, А39 /13, А39 /A /Conf.Paper No.4, А39 /A /Conf.Paper No.5) (continued) 

Mr DEBRUS (Federal Republic of Germany) congratulated the Director -General on his 
well -balanced report on the Conference of Experts on the Rational Use of Drugs; he welcomed 
the positive results, which might well serve as a basis for progress in the rational use of 
drugs. In his country the results of the conference had been discussed with the Drugs 
Commission of the Doctors' Association, the Federal Health Office, the pharmaceutical 
industry and other interested parties. 

In the light of the numerous and comprehensive findings and proposals which had emerged 
from that conference, his delegation considered that it was essential to set priorities. The 
WHO Certification Scheme should be extended to include active substances, drug substances in 
bulk and veterinary drugs, and should also provide information on risks that might arise 
after certification. 

His country fully supported WHO's revised drug strategy and would be pleased to 
cooperate in its implementation - assuming that further development would be balanced, taking 
into account the different needs of different countries. His Government cooperated actively 
within the EEC, and intended to take action at national level in order to reinforce 
international initiatives. A Drugs Information Agency was to be established as an annex to 
the Federal Health Office and would be responsible for dealing with inquiries from developing 
countries and from WHO. Steps would be taken to strengthen the surveillance of exported 
drugs by the competent authorities of the federal states. 

His delegation had co- sponsored the draft resolution contained in document 
А39 /A /Conf.Paper No.4. 

Professor FORGACS (Hungary) congratulated the Director -General on his report on the 
Nairobi Conference and the substantial documentation on the rational use of drugs. 

Document А39/13 on WHO's revised drug strategy, could be regarded as a summary of the 
documentation as a whole. He fully agreed with the reference to responsibilities. Decisions 
on the determination of drug needs, the establishment of criteria for the introduction of 
drugs, the regulation of promotional and marketing practices were the responsibilities of 

governments. National regulations, however, did not diminish or replace the responsibility 

of manufacturers for the quality, efficacy and safety of their products and especially for 
their compliance with government drug policies and regulations and with WHO's ethical 
criteria for drug promotion. 

With regard to drug information, he noted that the document did not mention the 
activities of the Regional Office for Europe, some of whose publications - such as the Drug 
Bulletins Review and the Guidelines - were much appreciated in his country. 

His country was in favour of the following action: strengthening of WHO's activities 
regarding drugs; revising existing programmes; and increasing awareness of the 
responsibilities of governments, pharmaceutical manufacturers and international, national and 
regional professional organizations and nongovernmental bodies. That did not mean that his 
Government contemplated backing programmes with unrealistic financial implications. On the 
contrary, it was convinced that many of the elements in the proposed strategy could be easily 

implemented through a better coordination and use of existing resources. 

Dr DE SOUZA (Australia) said that he did not propose to refer to the reports under 

discussion, as many of the issues he wished to address had already been raised by other 
delegates. The draft resolution contained in document А39 /A /Conf.Paper No.4 had been 
prepared after prolonged discussions at the Nairobi Conference and in the Executive Board's 
Ad Hoc Committee on Drug Policies. It would be surprising if it pleased everybody, but it 

was a genuine attempt to make progress in helping developing countries formulate rational 
drug policies. It was a resolution acceptable to most of the interested parties, and he 
urged that it be adopted by consensus and without amendment. 

Dr QUIJANO (Mexico) said that a Mexican expert had attended the Nairobi conference and 
presented a paper describing the situation in Mexico (WHO /СONRAD /WP/2.4.4). Mexico's drug 
policies were entirely in accord with the consensus of the Nairobi Conference that 
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responsibility for formulating and implementing such policies rested with the State. Mexico 
had made considerable progress in its comprehensive programme for the development of the 

pharmaceutical industry. It had accepted - and was already implementing the exclusive use of 
generic names not only in the public but also in the private sector. Manufacturers were 

required to print the generic name on the packaging alongside the trade name, and in the same 

size of character. A national formulary had been established three years ago (although its 

antecedents went back some twenty years). It was updated annually and now contained 330 
generic names and some 450 pharmaceutical presentations. 

His country also endorsed the Nairobi consensus that any information (promotional or 
otherwise) provided by the drug industry should be in conformity with truth and ethics, 
should not contravene juridical regulations, aid should be clearly expressed so that both 
physicians and the general public would be aware of the toxic effects, adverse reactions, 

contra -indications, and other essential matters. 
His country had made great efforts to achieve self -sufficiency in raw materials and 

intermediate products. Currently it was producing 45% of active principles as against 20% in 
1982; this represented 250 intermediate products used for the manufacture of some 77% of the 

essential drugs in the national formulary. 
He would be conferring with the delegates of Argentina and Brazil about the possibility 

of submitting a minor amendment to the draft resolution, with reference to starting materials 
and intermediate products and their conformity with regional agreements, so that such 
products could be supplied easily and cheaply to other countries of the Region. 

Mrs NASCIMBENE DE DUMONT (Argentina) said that her country gave its support to the 
documents submitted by the Director -General, especially WHO's revised drug strategy (document 
А39/13). The question of essential drugs was one to which her Government attached great 
importance. Since the constitutional Government had assumed office two years ago, the 
National Institute of Pharmacology and Bromatology had strengthened its quality control of 
drugs and its procedures for licensing new drugs. Legislation on the supply of essential 
drugs had made it possible for three million persons in need to obtain drugs free of charge 

at public hospitals. Essential drugs were an important component of the technical 
cooperation between her country and other Latin American countries. Argentina, Brazil and 

Mexico had concluded an agreement on the production of raw materials for the manufacture of 

drugs. 

Professor PHAM SONG (Viet Nam) thanked the Director -General for the comprehensive and 

informative documentation on the rational use of drugs. Since 1980 the Health Ministry in 
his country had implemented a drugs strategy with financial assistance from Sweden. It 

consisted of, firstly, evaluation of the real needs for drugs, and then drawing up a list of 

essential drugs for the various levels (village, district, provincial and central); 
secondly, promotion of the rational use of drugs, especially antibiotics, cortisone, and 
vasoconstrictors based on catecholamines; thirdly, the aim was to assess the real degree of 
self -sufficiency in drugs. 

The study had shown that efforts to eliminate the irrational use of drugs was 
cost -effective. The irrational use of antibiotics, such as tetracycline, streptomycin and 
chloramphenicol, consisting of excessive dosage, led to the development of 
antibiotic -resistant strains of pathogenic microorganisms, such as the staphylococcus and the 
Escherichia, which were among the major causes of disease in his country. It had not yet 
been possible to determine the extent of deafness among children caused by the irrational 
administration of streptomycin, or to measure the adverse effects of tetracycline 
irrationally administered to pregnant women. He would like the Expert Committee to give an 
important place in their instructions to that aspect of therapy. 

To promote the rational use of drugs, he suggested that physicians should follow 
refresher courses and that textbooks on drug use should be published. There was a long way 
to go, and patience was required to eradicate bad prescribing habits. The education of the 
general public in the use of drugs and in healthy lifestyles also formed an important part of 
his country's efforts to promote the rational use of drugs. His country's dependence on 
imported drugs meant that they should be carefully selected from those in the essential drugs 
list. 

Lastly, herbal remedies were also needed. A lengthy study had succeeded in identifying 
25 plants which could be used to treat eight illnesses prevalent in the country. 

Antibiotics were not the only drugs that were misused. Sulfonamides also fell into that 
category. Although they were effective in treating shigellosis and chloroquine- resistant 
malaria, they also caused allergic and other forms of dermatitis in a great many users. In 
general, 60% of drugs could not be tolerated in individual cases. Pharmaceutical vigilance 
was an essential corollary to the production, supply and use of drugs. 
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Dr CORNAZ (Switzerland) said that any strategy for the rational use of drugs was worthy 
of attention, but it had to be part and parcel of a whole set of measures aimed at promoting 
health. She wished to set out her country's views on two main points: firstly, the role of 
the three main participants (the State, the prescribers, and the manufacturers) and, 
secondly, the implications of the proposed revised strategy. 

Her delegation had examined with interest the conclusions of the Nairobi conference, in 

which Swiss experts had participated; it endorsed in particular the stress laid in the 
responsibilities of all those concerned in the application of a drugs policy that would 
benefit the population as a whole. It went without saying that it was up to the State to 

create the conditions necessary for each of the participants to perform his task. A coherent 
drugs policy was therefore indispensable, and that was a particularly difficult task for 
developing countries, which sometimes suffered from a shortage of drugs whether at the 
national level or in certain geographical areas or sectors of the population. Developing 
coutries could also suffer from imbalance in the supply of drugs, those available not always 
being the ones most needed. The problem of lack of drugs could not be solved in the long 
term without sustained economic and social development. In the meanwhile the countries 
concerned needed to improve the means of supply and the distribution system, and ensure that 
the whole population had access to the drugs required. International cooperation had an 
important part to play in that field. Switzerland had contributed, and would continue to 

contribute, to WHO's action programme on essential drugs and, on a bilateral basis, to 

countries' efforts to overcome their drug supply problems. 
The problem of imbalance in the supply of drugs was posed in the context of the specific 

drugs policy, more generally in the wider context of the health policy of the country 
concerned and, lastly, in that of its overall economic policy. 

So far as concerned drug policies, reference should be made to national regulations 
covering in particular registration, quality control (carried out by national bodies and 
through international cooperation and the certification system), training of health workers 
(especially to encourage correct prescribing methods), information on drugs so as to ensure 
proper choice and, finally, measures taken to supply the whole population with the necessary 
drugs. 

A sound economic policy was a prerequisite for an effective health policy, and drugs 
policy should form an integral part of the latter. Tо satisfy needs and demand, what was 
required was rational and balanced management in budgetary and pricing matters and a 

commercial policy which did not encourage distortions in supply. The economic and social 
framework should be one in which supply could meet demand by stimulating the initiative and 
cooperation of economic agents in conformity with laws which did not stifle that initiative 
and cooperation. There had been growing international coperation to help developing 

countries restructure their economies so as to place them on a sound basis. Her delegation 
was firmly convinced that the drugs sector should be subject, like other sectors, to the 

principles of sound economic policy. 

Turning next to those responsible for prescribing, she said that the part played by 
physicians and, in some cases, by pharmacists in that connection could not be 
over -emphasized. All too often, doctors were inadvertently responsible for the irrational 
use of drugs. Well trained and adequately informed, the physician could be one of the most 
important agents in the rational use of drugs. That was why her country considered it 
important to train doctors and pharmacists in applied pharmacology. The role of manufaturers 
was to supply quality products and to provide correct information. They should therefore be 

able to operate in conditions favouring research, production, distribution and information. 
Turning next to the revised drug strategy, she said that the question of priorities came 

high on the agenda. Her country had always maintained that the question of drugs was only 

one of the elements of an overall health policy. WHO was facing serious budgetary problems, 
and her country was ready to discuss the budgetary and financial implications of the revised 

strategy. She regretted that document А39/13 was not more explicit on that point. 
Her country considered that the strategy should primarily aim - within the areas falling 

within the scope of WHO - at seeking solutions to the problems she had described earlier, 
especially through concrete measures of technical assistance. The problems she had in mind 
concerned in particular quality control (extension of WHO certification scheme, and help for 
control laboratories), and assistance in matters of regulation, information, training and 
drugs procurement. 

Her country intended to take an active part in WHO's work in implementing the strategy, 

and hoped that WHO would work closely with the people and organizations directly concened, 
who had practical experience of the problems raised. Those people and organizations should 

also attend meetings of experts convened by the Director -General. It was in that spirit that 
her delegation could subscribe to the implementation of WHO's revised drug strategy. 
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Dr WESTERHOLM (Sweden) said that her delegation approved WHO's revised drug strategy as 

contained in document А39/13. It considered that any drugs programme should be in harmony 
with a primary health care approach aimed at more preventive action and avoiding overemphasis 
on drugs as answers to problems requiring more comprehensive solutions. 

Programmes should also take into account sociocultural influences on drug -related 
practices and the need for more systematic research into health systems in order to bring 
drug availability more closely in line with the main health needs. 

Her delegation considered pharmacies to be cornerstones of primary health care and took 
it for granted that they were included in the strategy, even if that were not spelt out 
clearly in the draft resolution. 

The rational use of drugs was based inter alia on benefit /risk evaluation - which 
required that information be provided as efficiently as possible. In that connection, she 

said that the information collected by the WHO drug monitoring centre should be made 
available to all Member States and not only to the few participating countries. 

Professor IIZA (United Republic of Tanzania) said that his country had had a national 

essential drugs programme since 1983, covering the entire health care system. To ensure a 

constant flow of drugs to the rural areas, his Government, with the assistance of DANIDA, WHO 
and UNICEF had adopted a system under which essential drugs kits were packed for dispatch to 
dispensaries and health centres. Those kits were made up in accordance with the national 
essential drugs list, which was based on five levels, according to where they could be safely 
and economically used (the dispensary; the health centre; the district hospital; the 

regional hospital; aid the national, consultant and teaching hospitals). 
Regarding the national drugs policy, the Pharmaceutical and Supplies Committee was the 

only body responsible for registering imported drugs. New drugs imported were required to 
have certificates of registration, since Tanzania did not have a comprehensive quality 
control system; however, a Bureau of Standards had been established and it was hoped that it 

would eventually develop into such a system. 
All hospitals and pharmacies could buy drugs only from the Central Medical Stores and 

the National Pharmaceutical Company, which were the only authorized purchasing agents. Each 
hospital had its own drugs committee, while dispensaries amd health centres collected drug 

kits from the district hospital once a month. Private pharmacies could import drugs only if 

they paid in foreign currency. Representatives of pharmaceutical companies could give 
samples to doctors if they had been approved by the Pharmaceuticals and Supplies Committee; 
all drugs that were sold had to be submitted through open international tender. The 
pharmacists in each hospital were responsible for the supervision, storage and use of drugs. 

The main problem concerned voluntary agency hospitals, which received donations and 
gifts of drugs that had not been submitted to the Committee and were not listed in the 
national formulary. The authorities had been in touch with the Tanzania Christian Medical 
Board, urging the establishment of some form of quality control. 

Tanzania manufactured about 2% of its drug requirements through its two manufacturing 
plants, both of which were under the supervision of the Government. 

Professor MENCHACA (Cuba) expressed support for the comments made by the 

Director -General. WHO had always been very active in the field of the rational use of drugs 

and had valiantly stood up to powerful monopoly interests in that connection; in that work 
it had always had the full support of Cuba and, indeed, most Member States. 

Important activities carried out by WHO had included the drawing up of lists of 
essential drugs; the dissemination of information on drugs; support to countries in 
mobilizing resources for essential drugs as well as in the transfer of technology; and the 
surveillance and evaluation of essential drugs programmes of individual countries. 

His delegation had paid special attention to document А39 /1З as well as to the fourth 
revision of the Model List of Essential Drugs (Technical Report Series, No. 722, 1985) and to 
the previous edition (No. 615, of 1977). Such material was extremely valuable. His 
delegation agreed with the guidelines contained in the first report and ratified in the 
second report of the Expert Committee. It was important, however, that the list of essential 
drugs should be adapted to local situations so that they responded to the real health needs 
of the majority of the population. As had been pointed out in the first report, it should be 
borne in mind that the restrictions implicit in the lists also provided several advantages 
such as: the reduction in the number of pharmaceutical products that had to be acquired, 
stored, analysed and distributed; improvement in the use and managment of drugs; stimulus 
to local pharmaceutical industries; and assistance to the least developed countries that 
urgently required high priority drug programmes to solve their primary health care problems. 
All those aspects were relevant and should not be lost sight of. Particular emphasis should 
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be laid on the development of local production capacities, including the scientific use of 

traditional medicine so as to increase self -sufficiency in the production of drugs, 
particularly in developing countries. 

The Cuban delegation would like more information on the following points. First, how 
did WHO envisage support to countries so that, with their own resources and by importing raw 
materials, they might be able to produce the recommended essential drugs locally? Such 

action was vitally important because it might lead to considerable savings in foreign 
currency by developing a local pharmaceutical industry. 

Secondly, what action did WHO propose to support research and the production and sale of 
drugs through cooperative programmes among developing countries? TCDC and ECDC could quickly 
bring positive results, enabling producing countries to become self -sufficient and to export 
of surplus production to other developing countries at accessible prices. On the basis of 
criteria of bio- availability, new drugs that were more complex and required more 
sophisticated production technology had been included in the 1985 list, while others that 
called for a simpler technology had been replaced, even though they were of proven 
therapeutic value. His delegation appreciated the criterion of bio -availability, but would 
stress that account must also be taken of the feasibility of producing the drugs in 
developing countries. 

Thirdly, more emphasis should be laid on action to stop the marketing in developing 
countries of drugs that were forbidden in the country of production; further steps should 
also be taken to "develop controls of pharmaceutical product advertising in both the lay and 
scientific press ", as recommended by the Expert Committee on the Selection of Essential Drugs 
in its first report (Technical Report Series, No. 615, p. 19). 

Fourthly, action should be taken to implement that committee's recommendation (5) - 

namely, that, in the case of countries whose financial and technical resources were 
insufficient to satisfy their needs for essential drugs, WHO should consider the feasibility 
of an action programme of international cooperation in order to make such drugs accessible 
for the largest possible segments of the population. 

In conclusion, Cuba was prepared to share with other countries the results it had 

achieved in the field of drug production, particularly within the framework of TCDC. 

Professor LAFONTAINE (Belgium) expressed the view that good work had been done at 

Nairobi. Two aspects concerned him. On the issue of the introduction of controls involving 
levies and analysis for products which were exported, he believed that such controls should 
not give rise to problems, given good faith. He supported the delegate of Iceland on the 
issue of the cautionary role of the pharmacist. A further important point was that in some 

developing countries the use of certain drugs and therapies could lead to tolerance problems 
differing from those encountered in the developed countries. There was a case for a 

monitoring system to pinpoint such incidents. 

DR GRECH (Malta) said that the Director -General's reports were comprehensive and well 

documented, and WHO was to be congratulated on the growing number of activities being carried 
out under the programme. Substantial progress had been made since 1984 in an area which was 
bound to raise controversial and sensitive issues; there was no room for complacency, 
however. 

Regarding procurement, UNICEF /WHO collaboration should be strengthened with a view to 
making essential drugs available at reasonably low prices to the least developed countries; 
also, the constraints involved in crediting payment 9 months in advance should be mitigated 
to facilitate the maximum use of UNIPAC in Copenhagen. The projected expansion of the 
normative functions of WHO was welcome, as was the possible extension of the WHO 

certification scheme to include the provision of product information approved in the country 
of origin, and the international exchange of information, including the results of periodic 
reviews of marketed drugs. The independent certification of active ingredients might 
contribute in some degree to quality assurance but was not the answer to effective quality 
control. It was neither technically nor economically feasible to recommend to governments of 

small countries to set up their own production units with ancillary laboratory facilities; 

they would have to rely heavily on imports for many years to come. 
The pharmaceutical industry was a high -risk industry, commercially motivated, and a 

healthy list of drugs had been developed as a consequence of its investment in research. 

There was a need, however, for the industry to face up to certain responsibilities, 

including, in particular, the need to provide developing countries with low -cost drugs of 
acceptable quality; refraining from engaging in want- creation, which was reprehensible; 

abandonment of aggressive sales activities of so- called "medical representatives "; and the 
channelling of more money into therapeutic research needed by society. 
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Finally, it had to be recognized that the establishment of an essential drugs list, even 

as part of national policy, was not enough. Efforts must also be made in the field of 

education and in the provision of information if national drug policies were to succeed. 

Patients should be educated in the use and abuse of medicines and should be kept informed on 

such matters as iatrogenic disease and side effects. Similarly, all communications between 

doctor and pharmacist should be clear and unambiguous, and should avoid confusion between, 

for instance, approved and proprietary names, and between rapid -acting and slow -release 

drugs. Last, but not least, the physician should be better trained, both ethically and 

therapeutically, to protect the patients placed under his charge. 

Malta wished to be included in the list of co- sponsors of the resolution contained in 

document А39 /A /Conf.Paper No.4. 

Dr TSERENNADMID (Mongolia) thanked the Director -General for his report; he supported 

the suggestion that governments should implement a national policy in the field of drugs as 

an integral part of their national health policy. 

In Mongolia the law provided that certain outpatient departments dealing with chronic 
illnesses and children below one year of age should receive free drugs. The prices of drugs 

were in constant decline, and his Government aimed at ensuring the constant availability to 

all of safe, high quality and effective drugs. In revising its list of essential drugs his 

Government would use WHO's Model List. 

His delegation also supported the proposal that, at the international level, guidelines 

for national drug policies should be disseminated widely. In Mongolia the right to prescribe 
drugs was the exclusive preserve of doctors, and relevant regulations were drawn up by the 

Ministry of Health. Particular emphasis was laid on lowering the cost of drugs while 
increasing their quality. In that connection his Government would like to obtain the support 

of WHO in expanding the country's potential in order to meet the population's needs. 
The rational use of drugs should involve the provision of appropriate information for 

the use of doctors and pharmacists and better information on self -medication and the correct 
use of drugs. It was essential that individuals without a higher medical education should 
not prescribe drugs. In the meantime his Goverment was preparing a handbook of drugs 
available and was arranging for its dissemination to interested bodies. It was also trying 
to improve the awareness of doctors regarding the availability of drugs through the 
dissemination of medical journals, particularly Medicine and Health. Special groups of 

pharmacists were working on that project. Efforts were also being made to improve the 
quality of training of health workers through the Medical Institute and the organization of 
seminars. 

His delegation was ready to cooperate with WHO on the rational use of drugs; it 

supported both WHO's revised drug strategy and the draft resolution. 

Professor RADMANOVIC (Yugoslavia) said that his delegation fully supported the views 

expressed in the documents before the Committee and that the Nairobi Conference had been an 
excellent exercise in connection with the preparation of WHO's revised drug strategy. 

He proposed to focus on certain aspects which required particular attention. It was 
necessary to extend the normative functions - namely, to establish and strengthen national 
drug authorities and prepare guiding principles for the formulation of national drug 
legislation and support governments in adapting them to national needs. As the national 
utilization of drugs depended on the knowledge of physicians, it was necessary to intensify 
programmes for the continued education and training of physicians in treatment. There was 
accordingly a need for a greater involvement of universities and other academic institutions 
dealing with drugs in a scientific way and to help to introduce and enhance clinical 
pharmacology, a discipline which could have a special bearing on primary health care. The 
more physicians knew about the mechanisms of drug effects, the more rationally they would 
utilize them, and the quantities of drugs they prescribed would diminish for fear of 

dangerous inter -reaction. 
Closely connected with the need for continued education and training of physicians was 

the need for ever broader, objective, inter -dependent and updated information on drugs, based 
on the latest scientific progress. Adequate information on drugs was also necessary for 
those who consumed them. Undesired effects should be monitored; they might only become 
obvious after several years of massive use of a drug. 

In connection with the normative functions, WHO should expand and bring up to dа' :he 

International Pharmacopoeia, and the WHO Certification Scheme should also include, apart from 
processed drugs, semi -processed products and raw materials for the production of drugs. In 
that context, he considered that the initiative to invest in national quality control 
laboratories and to support international cooperation among such national laboratories was 
useful. 
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It was also necessary to encourage the development of local manufacture of drugs that 
were really essential; that would bring about a decline in drug prices. At first, local 
manufacture would be based on semi -processed products or on raw materials. It was very 
important that WHO should continue to show interest in expanding research for the purpose of 
producing new drugs. Measures should be devised to encourage multinational pharmaceutical 
companies to invest more in research and gradually to reduce the amounts of money spent on 
advertising. 

Yugoslavia considered that all WHO activities were very useful, and was ready to 
participate actively in all programmes organized by WHO for the purpose of achieving the 
rational utilization of drugs; that was an essential precondition for the attainment of the 
goal of health for all. 

Dr HEDAYETULLAH (Bangladesh) expressed the view that the provision of essential drugs 
was the most important element in primary health care, as it served as an entry -point for 
other elements, particularly amongst the poor people of the developing countries. 

The concern of the Director -General to ensure the provision of essential drugs for the 
teeming millions in the developing countries had been reaffirmed by him during the Nairobi 
Conference. Key points emphasized by the Director- General were that it was important for 
countries to have the political will to establish a national drug policy; the availability 
of good quality drugs at low prices was a key requirement; and there was a need for ethical 
norms for pharmaceutical advertisement and promotion. 

The report before the Health Assembly showed that some headway had been made in WHO's 
action programme on essential drugs; it was, however, painful to notice that not many Member 
countries had yet reacted favourably to it. The markets of most Member States were still 
flooded with many useless, harmful and even dangerous drugs, thus depleting their scarce 
financial resources and making their people the victims of iatrogenic diseases. It was high 
time that Member States adopted WHO's action programme if health for all was to be attained 
by the year 2000. 

Bangladesh had implemented its national drug policy by an ordinance promulgated in 
June 1982. His Government had identified 250 drugs for use at various levels. The drug 
policy was based on five clear objectives, namely: to make essential drugs easily available 
to all people in need at a reasonable price, and also to remove useless, harmful and fancy 
drugs from the market; to encourage progressively higher local production of drugs; to 

ensure self -sufficiency by the year 1990 (an essential principle of primary health care); to 

save scarce foreign exchange used for the importation of drugs; to reduce the prices of 

drugs purchased both by the Government and the private sector, in clinics, hospitals, 
wholesale and retail outlets; and to focus the attention of the industry, the medical 
profession and the general public on useful and safe drugs in contrast to useless or 

dangerous ones. His country had shown a high degree of political will under the leadership 
of its President, who had taken a personal interest in the formulation of that policy, its 
strategy and programme monitoring. It appeared to be a success story. The benefits of the 
policy were clearly visible. The quantum of production of essential drugs by both national 
and transnational companies located in Bangladesh had risen considerably. The value of the 

production of 45 essential drugs had been TK 1734 millions in 1982, and that figure had risen 
to TK 2830 millions by 1984 - an increase of approximately 62 %. In 1982 the share of 

Bangladeshi manufacturers had been 35.3% of total production, and in 1984 that figure had 
risen to 52 %. As total pharmaceutical production had been diverted to essential drugs only, 
the production of drugs by the transnational corporations had also increased appreciably and 
the original reservations of some transnational corporations regarding the country's drug 
policy were fast disappearing. 

Bangladesh had saved foreign exchange amounting to some TK 800 millions annually. The 
factors responsible for the reduction of import bills were: careful scrutiny of the import 
registration requests of the pharmaceutical companies by the country's drug administration; 
a ruling that imports must be purchased at competitive world market prices; and the drug 
administration's close investigation of cases where imported raw materials appeared to have 
been purchased at too high a price. The price reductions of raw materials varied from 23% in 

the case of trimethoprim to 88% in the case of doxycycline, to quote only two examples. 
Since the promulgation of the drug ordinance, the prices of essential drugs had 

declined, whereas the prices of all other items of daily necessities had increased, and were 

continuing to increase. The reduction had varied from 23% to 58% at the wholesale and retail 
levels. The poor people of Bangladesh were now paying less for their medicine bills, while 

the Government was in a position to supply more drugs to the state hospitals, dispensaries 
and institutions. The increase in drug supplies had strengthened the credibility of the 

health care delivery system and made it more acceptable to the people at all levels. 



А39 /A /SR /12 
page 9 

The new drug policy was influencing the prescribing habits of doctors in favour of 
essential drugs. Useless enzymes, costly combination drugs, fancy vitamins and tonics, 
including habit -forming cough syrups, were no longer available on the market. The press and 
other media had played a commendable role in the gradual change of attitude of the medical 
profession and the public towards the use and misuse of medicines. 

His Government was planning to manufacture at least 45 essential drugs in the government 
sector in order to meet the full requirements of government institutions. One such 
enterprise, the Essential Drug Company Ltd., was already working in full swing at Dhaka. 

Another new factory, built with assistance from the Government of Japan, had also started 
production recently. Bangladesh would need two more plants in order to become self -reliant 
in drug production and meet the full requirements of the government sector. His delegation 
requested WHO to muster donor support for the establishment of those enterprises. 

Bangladesh was also making strenuous efforts to become self -reliant in the production of 
vaccines, sera, intravenous fluid and oral rehydration salts. It had already become 
self- sufficient in the production of tetanus toxoid and would shortly commence production on 
a trial basis of DPT vaccine with assistance from WHO and UNICEF. His country was in a 

position to meet the government sector's full requirements of intravenous fluid and oral 
rehydration salts. 

His delegation fully endorsed the draft resolution. 

Dr AL- HASHIMI (United Arab Emirates) thanked the Director -General for his comprehensive 
report on the rational use of drugs. The United Arab Emirates had, from the outset, 
collaborated with WHO and had benefited from that experience. The rational use of drugs was 
extremely important if the goal of health for all by the year 2000 was to be achieved. 

The Ministry of Health of his country had introduced legislation concerning the 
promotion of drugs and had under study the question of drug control; conditions were to be 

imposed on drug companies that would require them to submit their drugs for certification 
before they could be sold; the generic name, price and other details were required in 
respect of all new drugs. Information was compiled on both public and privately -owned 
pharmacies, and there were very strict controls on the prescription of drugs. Similarly, 
some drugs could only be prescribed by specialized doctors. In order to rationalize the use 
of drugs, certain drugs were supplied free of charge or at a token price. 

Dr EMAFO (Nigeria) expressed satisfaction with the Director -General's well -written 
report and the success of the Nairobi Conference. 

His delegation agreed with the issues raised in paragraph 5 of document А39 /13 
concerning national drug policies and action programmes on essential drugs. In the view of 
his delegation an essential element in the success of a drug policy was a study of the 
storage and packaging of drugs; those aspects had not been reflected in document А39/13, 
although they were mentioned in document А39/12. 

His delegation also supported the activities outlined in paragraph 10 concerning 
promotion of the WHO Certification Scheme on the Quality of Pharmaceutical Products moving in 
International Commerce; he pointed out, however, that for the scheme to be successful WHO 
should review the certification scheme with a view to eliminating the weaknesses identified 
in paragraphs 24, 26 and 28 of document WHO /CONRAD /WP /2.6. 

The activities listed in paragraph 14 concerning drug registration and regulation needed 
the support and cooperation of the international community, as also did the activity 
described under paragraph 16 on ethical criteria for drug promotion. Unethical promotion 
tended *o lead to abuses in developing countries. His delegation also supported the proposed 
activities on dissemination of information (paragraph 19). 

During the discussion it had become clear that the draft resolution contained no 
reference to those who distributed and supplied drugs. He therefore proposed that in 
paragraph 3 the word "prescribers" should be replaced by "health personnel involved in 
prescription, supply and distribution ". 

Nigeria had introduced an essential drug list which would be applied strictly, in order 
to ensure that the limited national resources were properly utilized. It would also adopt a 

national drug formulary which would be enforced in health institutions. 

Professor CISS (Senegal) thanked the Director -General for his excellent report, and said 

that some of the points which he had intended to raise had already been mentioned by the 
delegate of the Netherlands and by others. 

The pharmacist was an essential link in any drug policy, and should be referred to in 
operative paragraph 3 of the draft resolution. While in developed countries it was the 
doctor who prescribed drugs, in the developing countries it was generally paramedical 
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personnel who did so. Information on 

essential, however, that adequate and 
workers and the population in general. 

His delegation would support the 

drugs was usually designed for the doctor; it was 

appropriate information be available to all health 

amended draft resolution. 

Dr RWASINE (Rwanda) congratulated the Director -General on his report. The Nairobi 
Conference had reviewed most of the dangers and difficulties encountered in the prescription, 
marketing and use of drugs. However, he thought that it would not be superfluous to 
emphasize some aspects, of the problem. 

On the issue of information, while it was true that WHO was making a substantial effort 
to get information through to Member States, it was also true that the mere fact of 
transmitting information was not of itself sufficient. At the first sign of trouble WHO 
should also get in touch with the manufacturer and the exporting country and ensure that they 
would be held responsible for any possible danger from the future sale of the drug unless 
fresh guarantees were provided to the consumer; the date of manufacture and the expiry date 
should be clearly indicated on the wrapping in a language easily understood by the consumer, 
who was the person most concerned. The information should not be coded in such a fashion 
that only initiates could understand it. Certain suppliers in Rwanda, for example, had 

claimed that national legislation in their own countries required them only to indicate a 
date on the wrapping - aid unfortunately most of the time that date was indicated in code; 
as Rwanda was obliged to pay in advance, it found itself confronted by a fait accompli. 

His delegation would support any draft resolution which sought to promote the rational 
use of drugs. 

Dr SADRIZADEH (Islamic Republic of Iran) said that the real needs of underprivileged 
people in urban slums and rural areas made the establishment of national policies and 
essential drug programmes unavoidable, while prompt action was needed to cope with often 
excessive numbers and maldistribution of drugs. 

Shortly after the revolution in Iran in 1980 his Government had initiated a new drug 
policy using generic names rather than brand names, reducing the number of drugs, attaining 
self sufficiency in the national manufacture of generic drugs and making essential drugs 
available to the whole population at affordable cost. Despite problems and constraints 
caused by the imposed war, the embargo, and foreign and domestic opposition including that of 
multinational drug companies, the Ministry of Health had successfully implemented the most 
important elements of that policy. 

At present, about 75% of national pharmaceutical requirements were met by local 
production, while the number of drugs had been decreased from 3500 to 1050. The National 
Food and Drug Laboratory was responsible for the quality control of locally produced or 

imported drugs and played an important role in the successful implementation of the national 
drug policy. Drug factories had been made responsible for providing doctors with necessary 
pharmaceutical information, while the public received information concerning drugs through 
the media. His delegation considered that his country's experience with its national drug 

policy could be useful to other countries; WHO support would be needed in such areas as the 

exchange of information aid experience, training, research and programme evaluation. 
His delegation fully supported the draft resolution. 

Dr YOUNG (United States of America) said that his Government regarded ';he Nairobi 

Conference as having laid the foundation for a new cooperative spirit involving governments, 
consumer groups, health professionals, the pharmaceutical industry and WHO. 

As the Director -General indicated in paragraph 5 of his summing up in document А39/12 
Part 1, there was a general understanding among the participants at Nairobi of WHO's 
international as opposed to supranational role. He agreed that WHO was not a supernational 
regulatory authority aid that its role was coordinating and catalytic, encouraging bilateral 
and multilateral arrangements. Thus, while WHO policies could be defined, they could not be 
imposed by the Organization. He fully supported WHO's Action Programme on Essential Drugs 
and Vaccines and the Essential Drugs List which gave guidance to countries regarding drugs 
that should be available, as a minimum, for the benefit of all people. Furthermore, when the 

essential drugs concept was applied by WHO aid Member States its true purpose and meaning 

should be kept in mind, it being fully understood that exclusion did not imply rejection.1 
In implementing national drug policies, Member States should not lose sight of the role 

and responsibility of the health professionals, particularly prescribers and dispensers. The 

1 See WHO Technical Report Series, No. 615, 1977 (Introduction, containing guidelines 

to the first WHO Expert Committee on the Selection of Essential Drugs, para. 4). 
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full participation of those key links in the health care chain was essential if an 

improvement in the rational use of drugs was to be effected. He was glad to see them 

included, together with universities and nongovernmental organizations, as concerned parties 

in the Director -General's report. He was in full agreement with paragraph 15 of the 

Director -General's summing up that the ultimate responsibility for ensuring that complete and 

unbiased information was available to health professionals and consumers rested with 

governments. Dissemination would include the exchange of information received by WHO from 
countries; WHO could be particularly effective in obtaining and compiling information for 
dissemination to governments for review and appropriate distribution to health professionals 

and others. WHO's Drug Information Circular and Drug Information Bulletin were excellent 
vehicles for the exchange of information on drugs and related decisions by Member States, and 
should be published according to a regular schedule. 

He strongly agreed with the need for a national drug authority in every country which 
should have procedures for ensuring the safety and effectiveness of marketed drugs, both 

imported and domestically produced. He supported paragraph 23 of the Director -General's 

summing up stating that establishing mechanisms was a government responsibility. 

Paragraph 24 recognized the need to ensure that drugs were of good quality, and he was 

pleased to note that the WHO's Certification Scheme would be reviewed to determine how it 

could be improved. 
Paragraph 42 acknowledged the unanimous agreement at the Nairobi Conference on the 

importance of adequate training for all categories of health personnel. He believed it was 
particularly important to ensure that primary health care workers were properly trained in 
the use of drugs. His Government had provided US$ 55 million to developing countries for a 

variety of projects forming part of the essential drug programmes in 1985 through USAID. 
In the United States of America, the Food and Drug Administration's activities to ensure 

drug safety aid effectiveness included the approval and labelling of drugs before marketing, 
enforcement of regulations on good manufacturing practices, and the maintainance of post 
marketing surveillance systems. It had recently initiated an expanded programme to improve 
the exchange of drug information with drug control authorities throughout the world as well 

as with WHO. It had also cooperated with the American Medical Association (AMA) and the 

United States Pharmacopoeia (USP) in distributing to drug information offices of other 
countries the fifth edition of the AMA's Drug Evaluations and the sixth edition of the USP 

Dispensing Information. National implementation of quality control was an area where 

cooperation among countries could be of significant benefit and his country welcomed the 
opportunity for the Food and Drug Administration to assist other governments in the 

development of methods in assessing the potency aid quality of drugs. 
Finally, he expressed his delegation's full support for the WHO revised drug strategy 

but sought clarification on some points in the Director -General's report. As his delegation 
understood it, it was for national governments to implement the Action Programme on Essential 
Drugs and Vaccines, and not for WHO. The revised drug strategy presented a combination of 
mechanisms including legislation, guidelines, statements of criteria and other steps but it 
was not clear what should be done at the national, as opposed to the international, level. 

Section 6 of document А39 /13 outlining the revised drug strategy stated that WHO would 
support governments in formulating and implementing national drug policies, while section 14 

stated that WHO would support governments in setting up national regulatory authorities. How 
precisely did WHO plan to help countries in those activities? And what was meant by the term 
"model formulary" mentioned several times in the documemt? It was also stated in section 16 

that WHO would develop updated "ethical criteria for drug promotion "; how would those 

criteria be developed and what limitations would be placed on the terms of reference of the 
expert group considering the matter? What was meant by the statement that action would be 
taken on research on drug performance and on a research programme on health care technology 
assessment, including drug assessment? Or by the statement in section 15 that the work of 
the international conferences of drug regulatory authorities would be expanded? What role 
could they be expected to play in the future? 

The report on the revised drug strategy referred to the need for additional resources 
(sections 24 to 26) but did not specify what the priorities would be if all activities could 
not be funded. His delegation would appreciate a statement on WHO priorities for 
implementation of the strategy. 

Miss SHAW (New Zealand) said that New Zealand's national centre for drug react', 

reporting received information relating to its population, which was only just over 3 

million, so that many of the reported events only achieved significance when pooled with 
information received from other national centres at the WHO Collaborating Centre for 
International Drug Monitoring in Uppsala, Sweden; the information then returned to New 
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Zealand was of great value in developing drug policies. In March 1986 Government funding for 
the national reporting centre attached to the University of Otago in Dunedin had been assured. 

She urged other Member countries to consider the advantages of collaborating through the 
Centre and thereby increasing the data base available, which would assist them in making 
rational decisions about drug use, in opposing the promotion of dangerous and non- essential 

drugs and in the education of health care workers. New Zealand therefore supported any 
initiative to allocate more resources to the WHO Collaborating Centre. 

Dr HARRIS (United Kingdom of Great Britain and Northern Ireland) strongly supported 
WHO's revised drug strategy; he hoped that the draft resolution would be adopted by 
consensus. His delegation agreed that the proposed budget for the revised drug strategy 
should be examined as rigorously as that for the other programmes. His Government intended 
to follow up the support it had given to the Action Programme in 1985 by allocating a further 
£ 210 000 in 1986. 

Mr SHIROTA (Japan) said that his Government collaborated with WHO in the implementation 
of the Action Programme on Essential Drugs and Vaccines as well as in the establishment of 
national drug policies, especially in the developing countries. He wished to support in 
particular the proposal in document А39/13 on WHO's revised drug strategy to support 
governments in formulating national drug policies and action programmes on essential drugs. 

Japan had collaborated with many countries, including Burma, Indonesia, Lao People's 
Democratic Republic and Sri Lanka, in establishing drug quality control laboratories and drug 
manufacturing plants. Believing that one of the key factors for the promotion of the 
essential drugs programme was the training of manpower, Japan had made special efforts in 
that field. It had accepted fellows and sent many specialists to developing countries at 
their request. A special study programme had been initiated in 1985 for government 
pharmaceutical administrators from Asian countries. The programme offered the opportunity of 
seeing his country's pharmaceutical administration system and of exchanging views on drug 
policies. Another programme was to be initiated in narcotic drug control. 

With regard to the so- called "double standard" issue raised by several participants at 

the Nairobi conference, he pointed out that applications for drugs to be exported were 
examined using the same standard as drugs to be sold in Japan. Japan would be pleased to 

collaborate in the increased dissemination of information and improvement of the WHO 
Certification Scheme, as suggested by the Director -General. 

The revised drug strategy also referred to the strengthening of the international 

conferences of drug regulatory agencies. His delegation welcomed that initiative since it 
appreciated the important role of the conferences in exchanging information on drug 
regulation policies. In that context, he would have the pleasure of hosting the fourth 
conference in July 1986 in Japan with the collaboration of WHO. 

Finally, he urged WHO to consider carefully the views from various sectors and countries 
when establishing guidelines for the rational use of drugs and in particular a guideline for 
drug prescription. Since medical infrastructures varied from country to country he wondered 
if a single guideline could be applicable to all countries. He emphasized that such a 

guideline should not be imposed on Member countries but recommended for consideration when 

formulating their drug policies. His delegation supported the draft resolution. 

Dr BA (Mauritania), said that making essential drugs available to people at the lowest 

price had been recognized as one of the components of primary health care. It was however 
difficult to achieve owing to the important interests involved in the marketing of 
pharmaceutical products. Insufficient resources were available for drugs in the developing 

countries and non- observance of the primary health care policy caused a drain on their 

foreign reserves; the situation was worrying because of the absence of a clear policy on 
drugs and the considerable influence of certain pharmaceutical laboratories more interested 
in profit -making than in health. That situation could be changed with the goodwill and 
cooperation of all countries within the framework of WHO's strategy. His delegation hoped 

that there would be support for the implementation of a policy on the rational use of drugs 
and endorsed the draft resolution. 

Professor RAKOTOMANGA (Madagascar), said that his country was still using alongside 

special pharmaceutical products what were known as "galenical drugs ". They were drugs 
prepared from scientifically sound products and used particularly to treat the symptoms of 

diseases while awaiting the results of laboratory tests. 



A39 /A /SR /12 
page 13 

He suggested that the draft resolution should contain a reference to criteria of real or 

basic need, effectiveness, non- toxicity and reasonable price in order that the use of drugs 
could really be rational. In addition, the words "essential drugs" should be included in the 
preamble or the operative part of the resolution so that countries with modest resources 
would not lose sight of the need for an adequate and realistic selection of the drugs 
required by the population. His delegation approved in general the revised drug strategy. 

Dr KABORE (Burkina Faso) said that health for all by the year 2000 could not be attained 
without drugs. However, drugs were still expensive for the peoples of the developing 
countries and the system of distribution within those countries was inadequate. The policy 
of group purchasing and the manufacturing of essential drugs were important but could never 
be effective without a change in the mentality of the consumers and prescribers and without 
the retraining of health workers. The principle of essential drugs - medically appropriate, 
safe and effective - was universally applicable and should find a clearly defined legal and 
political framework. 

His country had initiated a pharmaceutical policy aimed at supplying the people with 
reliable drugs at acceptable prices. A commission to prepare the policy had been established 
and a central purchasing unit had been set up in 1985 as the only organization empowered to 
import drugs. The distribution network was being enlarged and a list of essential drugs had 
been approved. He inquired about similar experiences in other countries. 

His delegation supported the draft resolution. 

Dr T.iON JAW CHONG (Suriname) said that Suriname had had a relatively high per capita 
income and large numbers of drugs were easily available. However, faced with a very 
difficult economic situation the country had turned to a more rational use of drugs. A list 
of essential drugs for the medical care service of the indigenous population had been in use 
since 1969 and had been revised several times. The list had recently been reviewed in the 
light of WHO's guidelines and had been expanded a little to accommodate existing patterns and 
to promote its use on a wider national basis. However, the whole concept was being 
questioned by the medical profession as well as by the general public. 

He urged WHO to provide assistance in developing powerful promotional material directed 
especially to the medical profession and, to a lesser extent, to the general public. The aim 
was to explain the scientific soundness and the economic practicality of a more rational use 

of drugs, and to prevent essential drugs' being regarded as a poor man's medicine. Further 
help was needed in WHO- sponsored training in the management of drug supplies. He assumed 
that, like Suriname, many developing countries were confronted with weak management 
structures. 

His delegation strongly supported the draft resolution and wished to be included as a 
co- sponsor. 

Dr VALLEJO (Peru) supported the proposed strategy. 
In Peru, a national committee on medicines, food and drugs was responsible for 

pharmaceutical policy. Under its guidance, a list of 94 essential drugs had been compiled - 
all good quality, low -cost items, of which 27 were made available to the public without 
prescription. The remainder could only be used in health centres or when prescribed by a 
physician. An administrative structure had been set up to ensure the correct distribution of 

items on the essential drugs list, which had been effected with the welcome collaboration of 
domestic and foreign manufacturers and health professionals. Special attention was given to 

the registration, control, marketing, distribution and use of drugs so as to eliminate 
undesirable side -effects, and a quality control laboratory had been set up with the 
assistance of GTZ, the technical collaboration agency in the Federal Republic of Germany. 

The national committee issued a certificate of conformity for imported pharmaceuticals. A 
pricing information system was being developed with the help of WHO /PAHO and would apply to 
all those countries in the Andean sub -region that had adhered to the Hipblito Unanue 
Agreement. 

Dr KHALID BIN SARAN (Malaysia) said that he would confine his comments to four problem 
areas of current practical significance. 

The first related to the wide variety of drugs on the market, which needed to be 
classified according to their therapeutic action. Obsolete or unsatisfactory products should 
be withdrawn from the market, and new products should be introduced as they became 
available. In that exercise, the role of specialists as prescribers was most important, 
since they determined which drugs were actually prescribed and influenced the prescribing 

habits of young doctors. Malaysia had established drug committees at various levels and had 
set up a national drug review panel to finalize the official list. 
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He welcomed the proposals regarding the guidelines and manuals on a number of subjects 
which the Conference of Experts on the Rational Use of Drugs had requested WHO to prepare, 
and would emphasize that such documents should be of a strictly practical nature, offering 
alternative approaches for progressive application under the different circumstances 
prevailing in countries according to level of development, size and available resources and 
expertise. 

He stressed the need to improve local logistic systems which were, in many cases, 
directly responsible for poor procurement and distribution. 

Finally, doctors should be made aware of the cost of the drugs they prescribed, so as to 

curb tendencies to "polytherapy" and overprescribing. 
His delegation endorsed the recommendations of the Conference and gave its full support 

to the revised drug strategy. 

Mrs CAMPION (France) said that her country had consistently supported the idea of an 
international conference on the rational use of drugs, and considered that it had been most 
successful. Her delegation welcomed the Director -General's report and the document on the 
revised drug strategy, which had emphasized the active roles to be played by partners in the 
common effort. 

WHO's role in disseminating information was of prime importance, and it had the 
resources, with its regional structure and linguistic facilities, to reach a very wide 
audience. National authorities should consistently make available to WHO all information of 

relevance to the international community. International conferences on rational use were 
also extremely important as the only forum in which those responsible for drug regulation 

could establish common policies. 
WHO also had an important part to play in promoting policies aimed at rationalizing the 

use of drugs. As the Director -General had so rightly said, governments were responsible for 
drug policies. The activities mentioned in sections 6 and 7 of the report in document А39/13 
were most relevant to the implementation of such policies, and the suggestions for regulating 
pharmaceuticals in section 14 also constituted a useful approach. The word "directive" 
should be avoided in French when guidelines were meant, as it implied an unduly authoritarian 
attitude. 

Recognizing the need to implement common policies without interfering in the internal 
affairs of collaborating States, France tended to focus on information and training 
programmes and assistance with setting up structures. A large number of study missions had 
been undertaken, in some cases in collaboration with WHO. She referred to the organization 
with WHO of a course by the National School of Public Health, the issuing of supplements to 
the tenth edition of the French Pharmacopoeia and an English translation of "good 

practices ". Developing model documents was a very useful exercise for governments concerned 
with promoting the rational use of drugs; she preferred that form to the model information 
sheets or formularies referred to in section 13 of the report. 

WHO's role appeared to fall under three headings, i.e., quality certification, 
international nomenclature and ethical criteria applicable to the promotion of 
pharmaceuticals. 

Quality certification should be encouraged and reinforced by certification of drug 
information. The criteria adopted for use by countries of the European communities could be 
used in conjunction with the WHO Certification Scheme to guarantee products made available 
for international sale. Describing the system of guarantees applying in France, she said 
that products had been marketed before the introduction of Community directives in 1976, were 

regulated by national legislation, but were gradually being brought within the framework of 
Community Guidelines. That procedure should be completed by 1990, and it should be 

emphasized that all information was regularly updated every five years. France also 
implemented legislative provisions for the quality control of all pharmaceutical products 

exported to foreign countries but not normally marketed in France, with regular inspection of 
production laboratories, and the Government was ready to study further measures to improve 
information and safety. 

The aspect of nomenclature was likewise extremely important, as international 
denominations formed the reference standard; but they could cover drugs with different 
properties and of varying quality. The definition of ethical criteria to prevent "double 
standards" was a matter of urgency. Referring to the need for better information of the 
public and of those prescribing drugs, she said that a "round -table" conference was to be 
held in September 1986 in Paris. 

The French delegation supported the revised drug strategy and the draft resolution. 
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Dr KIM Won Ho (Democratic People's Republic of Korea) noted that the Director -General's 
report emphasized the importance of improving quality control. The quality control measures 
for the traditional drugs which were an important component in Korean medical practice, and 
whose use was steadily gaining ground, were applied at all stages from procurement to 

prescription. The National Medicaments Inspection Agency distributed standardized drugs to 

ensure a high standard of quality control. 

Professor HAVLOVIC (Austria) expressed his delegation's support for the reports prepared 

as a follow -up to the Nairobi conference, and said in reference to the recommendations in 
section 11 of document А39 /13 on quality control and the promotion of the International 

Pharmacopoeia that projects should take account of the very considerable work already done by 
the European Pharmacopoeia Commission. The existing European monographs used by many 

European countries could serve as a basis for an International Pharmacopoeia and provide an 
example of efficient international cooperation. The suggested development of a model for a 

"small national quality control laboratory" should be based on guidelines already drawn up by 
that organization and published in document WHO /РHАRM /84/512 Rev 2. 

The "existing model drug information sheets" mentioned in section 13 of document А39 /l3 
should include more detailed specifications, particularly with regard to responsibilities for 
editing the sheets and distributing them to interested parties. The proposal in section 17 
regarding a consolidated list of products that had been "banned, withdrawn, severely 
restricted or not approved by governments" should be enlarged to include a recommendation on 
regular revision and updating. 

Dr AL -SAIF (Kuwait), commending the report, urged delegates to support the draft 
resolution on the use of alcohol in medicines, which was in line with WHO's consistent 
efforts to combat the harmful effects of alcohol on human health, and in particular with 
resolutions WHA28.81 and WHA32.40. A great many pharmaceutical products - even some 
developed for children - in fact contained an undue proportion of alcohol, which was also 
used as an excipient and a preservative. It could be replaced by other, harmless products 
without any lessening of effectiveness, and the draft resolution aimed to encourage measures 
to that end. 

Dr N'JIE (Gambia) thanked all those responsible for organizing the Nairobi Conference. 
Observing that the Director -General's report in document А39 /13 gave a clear indication of 
different levels of responsibility for promoting the rational use of drugs, he said he would 
comment briefly on the exercise of national responsibility. His country had formulated a 

policy, developed the requisite legislative tools and reviewed its management system 
(procurement, storage and distribution). However, problems still remained, particularly with 
regard to funding. To finance required expenditure, a revolving fund for expendable medical 
supplies had been set up to enable profits from the sale of drugs to be ploughed back into 
the sector without reduction of government funding. His delegation would report on the 
operation of that fund to future WHO meetings. 

Dr CHUNHARAS (Thailand) said that the documents were comprehensive yet concise and 
action -oriented. 

The situation in his country was dominated by the overconsumption of drugs. Most drugs 
were imported, a huge variety was available, and prices had not been kept under control. 
There was an obvious need to set up a drug regulatory authority along the lines advocated in 
document А39/12, part II, paragraph 13, which met with his delegation's fullest support. 
Such an authority should aim to ensure that useful drugs of good quality were available at a 

reasonable price and were being dispensed through proper channels. In addition to its 
technical collaboration, WHO should take steps to disseminate information on economic, 
legislative and - above all - commercial aspects which were of paramount importance in 
practice. 

The concept of essential drugs had now become widely accepted, largely thanks to WHO. 
The Organization must continue its efforts to revise and update lists of essential drugs and 
to monitor products recently launched on the market. 

In order to promote self -reliance in drug manufacturing - a particularly relevant 
consideration when natural resources were locally available - there was a need for research 
to ascertain the political and economic feasibility of setting up a manufacturing capability 
rather than continuing to export a raw material for processing elsewhere and thus remaining 
dependent on outside sources. 
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Dr WASIST0 (Indonesia), supporting the revised strategy, asked whether funds would be 
made available to countries to assist its implementation and whether any priorities had as 
yet been defined for the use of limited resources. 

Dr KLIVAROVA (Czechoslovakia) expressed her delegation's appreciation of the 

Director -General's comprehensive report on the conclusions of the Nairobi Conference. She 
supported the proposals to improve information about drugs - particularly the more frequent 
publication of information bulletins, which should be made available to those prescribing 
drugs and to all persons responsible for maintaining national stocks and developing national 
drug policies. 

The Czechoslovak delegation also supported the proposals for setting up an information 
system administered by government agencies and involving associations of physicians and 
clinical pharmacologists, aid welcomed the proposals on prescription by physicians and in 
some developing countries by nurses aid other allied professionals. 

In Czechoslovakia drugs were in some cases restricted to prescription by specialists. 
Drugs were dispensed in pharmacies and there was normally no charge for prescriptions. All 
pharmaceutical products had to be entered in the national register. 

Quality control systems had been introduced in Czechoslovakia and sampling was 
undertaken by a state authority set up to that end. Her delegation maintained that each 
State should develop its own drugs policy and compile a list of essential drugs in the light 
of its own circumstances and with regard to training of manpower and development of quality 
control. Czechoslovakia would cooperate fully in international efforts to achieve that goal, 
and to promote a rational use of drugs throughout the world. 

Dr DIALLO MOUSTAPHA (Niger) said he wished that more emphasis had been laid, in the most 
comprehensive report, upon the need for research into the use of natural substances, 
medicinal herbs and traditional practices that were a part of the heritage of many developing 
countries, with a view to achieving the objectives of health for all by the year 2000 in a 
manner adapted to their socioeconomic situation. 

In Niger more than 90% of the population resorted to traditional medicine. Research 
might well prove costly for developing countries, and WHO could usefully develop such 
measures to encourage the rational use of natural substances in Third World countries that 
might in some cases give rise to new industries. 

Dr FIKRI- BENBRAHIM (Morocco) said that the rational use of drugs was one of the basic 

aims of his country's health policy. In Morocco a study had recently been done in 
collaboration with WHO and UNICEF on the improvement of pharmaceutical logistics which showed 
that 40% of the drugs appearing in the drug formulary of the Moroccan Ministry of Public 
Health were among the essential drugs advocated by WHO. A revision had afterwards been made, 
taking into account country health priorities, type and frequency of demand for care, 
logistical implications of procurement, management and use, and cost of the products 

selected. Within that framework, a production unit for essential drugs in public health 
would soon be set up in Morocco, financed by the World Bank. 

The reports submitted were excellent, but it nevertheless remained important to define 

and develop WHO's activities with regard to measures aimed at promoting and ensuring 
specialized training in the prescribing, purchase, manufacture, distribution and monitoring 
of drugs, given the acute problems facing ministers of public health in that field. 

The Moroccan delegation supported the draft resolution on the rational use of drugs. 

Mrs LUND (Denmark) thanked the Director -General and the Secretariat, in particular 

Professor Kaprio for organizing the Nairobi Conference on the Rational Use of Drugs and for 
the interesting field visit which had demonstrated that an efficient drug -distribution system 
could be established, but that it required continuous efforts, imagination, dedication and 
money. She also thanked Kenya for its generosity in hosting the Conference, from which had 

emerged a common understanding of the efforts and responsibilities required by all parties in 

establishing a rational drug policy. There was general agreement that a rational drug policy 

must be a national drug policy, and that WHO's role in that field must be that of an 

international organ and not a supranational one. 
The crucial role of WHO was underlined by the many calls for its strengthened efforts, 

but careful definition had to be made of the kind of assistance, bilateral as well as global, 

needed from WHO in the establishment and continued development of national drug policies. No 

country should escape its own responsibilities by imposing them on WHO, and, indeed, none of 

the parties involved - physicians, industry, consumers - should be allowed to impose their 
responsibility on others. 
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Strict priorities were needed even in highly important areas, and therefore all had to 

stick to their common goals individually and collectively and refrain from advocating 
individual and special interests. She was confident that the Director -General would be able 
to present a combined package making the most rational use of the limited resources 

available, and hoped that the confidence in WHO's work shown by the Nairobi experts in their 
wish for further WHO involvement would materialize in voluntary contributions to the 

essential drug programmes. Denmark had decided to contribute 8 million Danish kroner to the 
WHO Action Programme in 1986. The Danish Government had been involved in essential drugs for 
a number of years; DANIDA had been supporting the WHO programme from its very start, and in 
its bilateral cooperation with developing countries, notably Kenya and the United Republic of 

Tanzania, Denmark had been contributing, and would continue to contribute, to essential drugs 
programmes. That policy was being carried out in the consciousness of the importance of the 
supply of essential drugs as an integrated element in the establishment and strengthening of 
primary health care. 

Huge groups of people at present had no access to even the essential drugs. In order to 
make a viable primary health care structure and convince people that it was the road to 

health for all, essential drugs had to reach even the most distant corners of the primary 

health care system. All recognized the difficulties in establishing a rational drug policy 
in countries where the majority of the people had insufficient access to high- quality drugs. 
She hoped that the optimism of the Nairobi Conference would lead to action, and in that 
spirit she strongly recommended the adoption of the draft resolution. 

Dr BATCHAROVA (Bulgaria) said that the basic aim of WHO's drug strategy was rightly to 

give assistance to the Member countries, and in particular to the developing countries, in 
ensuring that the basic essential drugs were available to their populations. Ethical 
standards in the production of new drugs aid laws on distribution, sale and prescription and 
other aspects had been regulated in the socialist countries, including Bulgaria. She 
supported the measures recommended by WHO as being of interest to the majority of countries. 
WHO was in a position to help develop clinical pharmacology for the best use of drugs. Of 

particular interest were the measures concerning information, the training of medical staff 
and the control and registration of drugs. Bulgaria had many experts in that field who could 
assist WHO in carrying out its programme. 

Dr ARNOLD (German Democratic Republic), referring to parts II and IV of the report of 

the Nairobi Conference, noted with satisfaction that the majority of the participants in the 
Conference had agreed that responsibility for the rational use of drugs lay with governments, 
which assigned special drug regulatory agencies to perform those tasks. That principle was 
officially regulated by law in her country, where it was the Ministry of Health that bore 
responsibility for the drug supply system. Her delegation had studied with particular 
interest the paragraphs of the reports relating to scientific drug prescribing, information, 
education and training of medical and pharmaceutical personnel, and the restrictions on 
prescribers and on of drug advertising, all of which were an essential part of her country's 
drug regulation, as were the WHO recommendations on drug quality control. 

In the German Democratic Republic drug assortment was limited, easily surveyed by 
physicians and well -balanced. 

Great importance had rightly been attached in the reports to procedures of drug 
information for health authorities, medical and pharmaceutical personnel and patients. The 

German Democratic Republic already had a centrally coordinated drug information system 
providing physicians and pharmacists with basic information. Her delegaticn endorsed the 
further strengthening of cooperation between Member States and WHO on drug risk control 
through bilateral and multilateral exchange of information. A rapid exchange of information 
was particularly important in case of adverse reaction or secondary effects after drug use in 
order to prevent further harm to people's health and well -being. 

Professor BRZEZINSKI (Poland), congratulating the Director -General and the Secretariat 
on the reports, said that Poland had always supported the programme and noted with great 
satisfation the progress made and the wealth of material presented. His delegation endorsed 
the conclusions aid recommendations, especially with regard to the responsibilities of all 
concerned parties, which were listed in the Director -General's summing up of the Nairobi 
Conference in part I of the report. Two aspects of WHO's drug strategy were of benefit to 

all Members States without exception: first, the gathering and dissemination of information 
on drugs, in particular those newly introduced, including guidelines for prescribing and 
rational use; secondly, the development and standardization of nomenclature as a basis for 
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information about drugs, as well as the development of quality standards and quality control 
procedures and sytems. The Polish delegation supported the draft resolution and endorsed 
WHO's revised drug strategy. 

Professor KAPTUE (Cameroon) wished to be associated with the congratulatory remarks of 

other speakers. Cameroon approved and was already applying the policy of essential drugs 
advocated by WHO. Indeed, it was the only way to ensure that his country's limited means 
were spent on products that were useful, indispensable and of reasonable cost. WHO and the 
industrialized countries should come to the aid of developing countries to set up national 
drug quality control laboratories, since some unscrupulous pharmaceutical companies did not 
hesitate to deliver to developing countries understrength products, convinced that there were 
no technical means of checking them in those countries. 

Particular stress should be placed on local manufacture of drugs in the developing 
countries. In fact, countries that had already embarked on that path had recorded profits of 
20% to 80 %, depending on the products in question, which constituted substantial savings for 
those countries. 

In Cameroon legislation on drugs had been in force for many years. 
His delegation unreservedly approved the draft resolution before the Committee. 

Dr SAVEL'EV (Union of Soviet Socialist Republics) joined previous speakers in 

congratulating the Director -General on the reports. The activity of the Organization was 
very useful in ensuring that the Member countries and in particular the developing countries 
had access to safe and effective drugs and vaccines, and his delegation supported efforts 
aimed at applying the WHO criteria. It approved the reports of the experts on the rational 
use of drugs and WHO's revised strategy. However, he was concerned that the applications of 

that strategy required substantial additional non budgetary resources which would be 
difficult to obtain, given the present economic situation in the world. Perhaps priorities 
should be allotted to the various activities under the revised strategy in order to ensure 
that the work could go ahead. 

Finally, he hoped that the joint efforts of the interested parties would ensure that the 
priority aspects of the revised strategy would be implemented in the interest of all Member 
States. The draft resolution on the subject was acceptable to his delegation. 

Professor SHERIF ABBAS (Somalia) noted that primary health care had been adopted by the 

Somalian Government as the most appropriate approach for meeting the basic health needs of 
the population. In order to expand the coverage of the system, various regional primary 
health care projects had been set up with the assistance of different bilateral agencies and 
nongovernmental organizations. The gradual expansion of the health care delivery system and 
the primary health care network had increased the general demand for basic essential drugs at 
the periphery. 

Although large quantities of drugs had been provided to the country the Government 
recognized that such assistance, based on regional projects, could not form the basis of any 
national self reliant drug distribution system. Many regional primary health care projects 
had already created a demand for essential drugs among the population which in the long term 
could not be sustained from national resources. The Government had sought the assistance of 
the Action Programme on Essential Drugs and Vaccines of WHO. On the basis of several 
consultations with WHO and UNICEF a programme had been developed in Somalia to establish a 
national integrated drug and medical system. The programme would be implemented through 
UNICEF with financial support committed by the Italian Government. The general objectives 
would be as follows: (1) to improve the availablity of essential drugs to the population 
through the primary health care system; (2) to improve the utilization of drugs, 
i.e. standards of diagnosis, prescription and dispensing by appropriate training of all 
medical and primary health care staff; (3) to establish a supply management system which 
could be fully managed by national staff after the withdrawal of short -term expatriate 
staff; and (4) to introduce legislative control, supplementing earlier provisions for the 

import and distribution of drugs within the context of a national drug policy. 
The programme had begun in 1986 and would be implemented over a four -year period. It 

would develop an integrated drug procurement and integrated system. Steps had already been 
taken by the Ministry of Health to prepare standard lists of drugs, dressings and medical 
equipment for use in primary health care facilities. Those lists had been agreed upon and 
approved at national government and interagency workshops on primary health care organized in 
1985. 

The Ministry of Health fully expected all agencies that would be involved in the 
implementation of primary health care in Somalia to adhere strictly to the essential drugs 
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list and not to import or introduce other drugs into health facilities. However, some 
regional flexibility would be allowed with regard to the availability of drugs at different 
levels of care within the primary health care system. 

The medical equipment list remained as a recommendation for procurement of medical 
equipment. The list would be revised on the basis of experience from regional primary health 
care programmes. The drug supply system began with the provision of drugs, dressings, 

syringes and sutures for primary health care systems. It would be expanded to include 

medical equipment in the second or third year of operation. 

The supply of essential drugs to health facilities would always have to be carefully 
limited because of budgetary constraints as well as the well -known tendency of unjustified 

and harmful over utilization of drugs. It would be adapted to regional and local variations 
of disease patterns and revised regularly according to the experience gained in the field. 

All drugs to be used for primary health care would be procured though one common procurement 
system. In the initial phase the Ministry of Health intended to use the UNICEF procurement 
centre, UNIPAC, as the source of all supplies. Eventually certain drugs could be purchased 

from the new pharmaceutical factory in Mogadishu. 
Funds from the programme would be used initially to procure a buffer stock of essential 

drugs through those sources. Thereafter, funds specifically allocated for drug procurement 
would be utilized to increase the buffer stocks or to act as hard currency bridging funds to 
allow reimbursable procurement by the Government through UNICEF. 

Donor agencies assisting primary health care would be able to obtain essential drugs 
from approved sources, either replacing such stocks directly or paying for all supplies 
through the revolving fund to be established by the Ministry of Health. The funds would be 
controlled by a programme management committee, and all accounts would be audited annually. 

The programme also included the development of storage facilities, procedures of 
distribution, transport and logistic support, as well as training in the use of essential 
drugs, supervision and phasing -out of external support. 

The Somalian delegation fully supported the draft resolution. 

Dr GUZMAN VELIZ (Chile) recalled that since the 1960s Chile had operated a national drug 
formulary and had been producing essential drugs in national laboratories. That had 
contributed to the development of the pharmaceutical industry, which in competition with 
international industries was a valuable support in supply and in price regulation. At the 
level of the national health services, various measures on drugs were applied that had been 
recommended by PAHO and WHO. Despite all the progress in policies, legislation and 
regulation, there were still problems in reconciling the interests of the population with 
those of the pharmaceutical companies. Thus much remained to be done to achieve a rational 
use of drugs in State and private medicine. 

The financial resources available to satisfy the growing needs of the population were 
usually limited, particularly during periods of economic crisis in the developing countries. 
Drugs accounted for such a large proportion of health expenditure that it was to be hoped a 

rational use of drugs would release a large part of financial resources that could be 
reallocated to preventive medicine or the promotion of health. He therefore supported the 
draft resolution on the rational use of drugs aid endorsed the permanent concern of WHO in 
that area. 

Dr HABIB (Afghanistan) said that the rational use of drugs largely depended on the full 
harmony of national drug policy with primary health care approaches. In his country, a 

national drug policy had been formulated in 1978 aimed at improving drug production, 
equitable distribution and rational use of drugs. Based on that policy, some 90 drugs 
corresponding to the therapeutic needs of the people had been selected as essential drugs, of 

which up to 30 were locally produced, although in limited quantity. The rest of the 
essential drugs were imported. Importation of drugs was under strict control through a 
central, Government-owned institution which had the responsibility not only for drug import 
but for drug procurement, storage and distribution. That step had proven useful in the 
rational use of drugs. In order to make essential drugs accessible to the vast majority of 
rural inhabitants, one central entry point for drug stocks had been established which 
supplied the drug requirements of 400 pharmacies for the rural population at prices 
subsidized by the Government. 

Training of doctors, nurses, and pharmacists in the rational use of drugs had been 
intensified; nevertheless, it was clear that in other developing countries, owing to the 
shortage of financial resources and to the increasing price of drugs in the international 
market, accessibility of essential drugs to the people was severely impeded. 
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Another concern was the packaging and labelling of imported drugs. Usually the 
information on indication, counter -indication, dosage, pharmacology, warnings and precautions 
was provided in languages other than those spoken by the prescribers or consumers in 

developing countries. Similarly, drug production involved sophisticated technology and 
large -scale expensive research which were lacking in most of the least developed countries. 
Self- reliance in such countries, including Afghanistan, was difficult if not impossible. In 
combating such problems, and in introducing rationality into the naming of drug substances 
and quality control of drugs, WHO's collaboration, particularly in international measures 
aimed at improving the accessibility of essential drugs to the least developed countries, was 
vital. 

His delegation fully supported the draft resolution. 

Dr ARNOLD (International Federation of Pharmaceutical Manufacturers' Associations), 
speaking at the Chairman's invitation, recalled that his Federation represented, through its 
member associations, companies responsible for 80% of the world production of 
pharmaceuticals. Those companies accounted for virtually all industrial pharmaceutical 
research and development throughout the world, on which it spent US$ 6 000 million a year. 
The industry had a vital interest that its products should be used rationally and be 
available in adequate quantities, of impeccable quality, wherever they were needed. 

WHO's revised drug strategy had many elements that appeared commendable to the industry, 
especially in so far as they were directed to the improvement of drug availability and use in 
the economically underprivileged countries. However, the strategy set out an ambitious 
programme requiring substantial additional human and financial resources. If it was endorsed 
by the Health Assembly, the aspects that would do most in the shortest time to improve drug 
supply and use in the developing countries should have first access to the resources made 
available. In the Federation's view, the most useful and immediately relevant projects 
were: (1) work to facilitate the establishment of national drug policies; (2) help to 
overcome the lack of hard currency; and (3) the extension of the WHO certification scheme. 
With regard to the latter, the Federation had put forward proposals in 1983, particularly 
with reference to the provision of additional information on the indications for use of the 

product in the country of origin, where appropriate. 
The International Federation did not accept any interpretation of the revised drug 

strategy that would inhibit the development of new medicines by implying that subjective 
criteria should be introduced into the registration process. Nor did it accept that a 

drastic reduction in the number of permitted drugs represented a practical path to progress. 
The nature of disease and the physiology of the human body dictated the need for a wide range 
of dosage forms and modes of treatment. Arbitrary limitations on the number of medicines 
available could only lead to sub -optimal treatment for many patients. The essential drugs 
programme was, after all, a compromise approach - albeit a pragmatic one - to improving 
primary health care in countries whose available resources for that purpose were seriously 
inadequate. 

In addition to inventing, developing, making and distributing medicines to treat and 
cure disease, the industry also accepted its wider social responsibilities, and was concerned 
in many projects designed to help drug procurement, supply and use. The training programme 

for government quality control personnel, run jointly by the industry and WHO, was continuing 
successfully. At the last count some 52 candidates had accepted training in the industry's 
laboratories. The Federation had decided to extend that help to the provision of on -site 
laboratory training, group training schemes for laboratory managers and technicians, 
sponsorship in the development of basic tests, and possibly other areas. Substantial 
financial support for those projects has already been pledged and details would be worked out 
in collaboration with WHO. 

The International Federation fully accepted the importance of universal ethical 
standards in drug advertising and promotion, although it seriously questioned whether the 

inclusion of that subject among the projects in the revised drug strategy would do much to 

improve drug supply and use in the developing countries. It continued to take steps to 
improve the effectiveness of its Code of Pharmaceutical Marketing Practices, which required 

neither national regulation nor government administrative or financial resources for its 
operation. The International Federation had just announced the names of three distinguished 

independent advisers to help its President's Committee in its consideration of the scope and 

operation of the Code. In 1985 it had sent out more than 2000 copies of a detailed 
information pack on the Code, including copies to the health departments of Member States of 
WHO. 

The discussion on the item had included consideration of establishment of the priorities 
for primary health care, in which the industry had an important role to play. However, he 
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stressed the importance of progress in the health care field. The Health Assembly could not 

afford to be content with what had been done so far and to ignore the need for new and better 
treatments. Nor could it afford to follow policies that discouraged further advances - a 
danger of some of the ideas expressed in Nairobi. 

Today's essential drugs were the fruits of yesterday's research. There was enormous 
scope for improvement of the medicines now available, and recent emergence of AIDS suggested 
that new and unexpected medical challenges might have to be faced. For the essential drugs 
of the future, therefore, the financial encouragement of continuing research efforts even 
greater than the current US$ 6000 billion a year was important. 

Dr REESE (World Federation of Proprietary Medicine Manufacturers), speaking at the 

invitation of the Chairman, said that the World Federation viewed the revised drug strategy 
as a thoughtful response to resolution WHA37.33 on the rational use of drugs. The strategy 
fairly reflected the results of the Nairobi Conference of Experts, and provided a useful 

starting point for future WHO programmes and drug strategies, especially in the developing 
world. 

The general views about the WHO programme expressed by the representative of the 

International Federation of Pharmaceutical Manufacturers' Associations were true for the 
pharmaceutical industry as a whole. He would add, however, that the programme's emphasis on 
the development of national regulatory policies, assisted by WHO but tailored to the needs of 
each individual country, was of prime importance to the non- prescriptive medicine industry, 
whose interest extended from the traditional herbal remedies important to many nations to 
more recent medicines of scientific origin. Very often non -prescription products were 
manufactured in the country in which they were sold, in many cases by domestic 
manufacturers. The formulation, labelling and distribution of those products must reflect 
national needs. The World Federation believed that WHO's position on ethical criteria for 
drug promotion must recognize that complete labelling and honest advertising together 
provided the most direct and effective way for consumers to receive the information necessary 

for safe and proper use of medicines intended for self -care without medical intervention. 
The World Federation strongly supported the extension and improvement of the WHO export 

certification scheme, which was already widely used, and fully agreed that home country 
labelling texts should be made available at the request of the importing country. 

Carefully implemented, the WHO revised drug strategy could provide a framework for a 
rational drug policy that would satisfy the diverse needs of governments, industry, consumer 
groups, professionals and WHO itself. That in turn could serve the greater goal of better 
health for all the peoples of the world. The World Federation had unique knowledge and 
experience in the labelling and promotion of non- prescription medicines. It offered that 
expertise to WHO in converting the revised drug strategy into programmes of service to all 
peoples. 

Dr ВANКOWSКI (Council for International Organizations of Medical Science) said that it 

was well recognized that drugs were one of the fundamental tools in progress in medicine, and 
society as a whole perceived them as necessary and beneficial. However, that confidence was 
fragile, and the rapidly increasing use of drugs throughout the world raised several social 
and ethical issues. Some 10 years previously, the Council for International Organizations of 

Medical Science had initiated jointly with WHO a programme on drug development and use and 
their medical, social and economic implications. In the framework of that programme had been 
elaborated ethical codes and guidelines for biomedical research involving human subjects, 
including clinical trials; research involving animals; and safety requirements for the 
first use of new drugs in man. 

It was fully realized by regulatory agencies, manufacturers, the scientific community 
aid the public at large that the proper development and use of drugs required adequate 
quantification of benefits and risks. The benefits of any particular drug were usually quite 
well known at the time of marketing, but adverse effects frequently were not, and had to be 
discovered as soon as possible after the drug was on the market and widely used. 

The previous year, the Council had initiated, together with the WHO Pharmaceuticals unit 
and the WHO Collaborating Centre on International Drug Monitoring, a project on assessment 
aid monitoring of adverse drug effects, with particular emphasis on newly developed 
epidemiological approaches to drug monitoring. During the first working year of that 

project, three working groups had been convened, with the participation of regulatory 
agencies, manufacturers and academics, to consider different aspects of post -marketing drug 
surveillance. The first report on monitoring and assessment of adverse drug effects would be 
published in July 1986, and the reports on international reporting of adverse drug reactions 
and terminology of such reactions would be available by the end of the current year. During 
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that short period, it had been proved that the Nairobi spirit worked in practice. The 

Council was grateful for the continuous encouragement of the Director -General, the Deputy 
Director -General, Dr Strandberg, Director of the WHO Collaborating Centre for International 

Drug Monitoring in Sweden, and Dr Dunne, Chief of Pharmaceuticals, whose technical knowledge 
and advice had made the joint CIOMS /WHO programme a useful mechanism aimed at improving 

international and intersectoral cooperation in the rational use of drugs and post -marketing 
drug surveillance. The Council was ready to continue and extend its collaboration with WHO 
in order to achieve a more rational use of drugs. 

Mr FAZAL (International Organization of Consumer Unions) said that the world market had 

been littered for too long with pharmaceutical products that were ineffective, inappropriate, 
irrational, useless and needlessly expensive. His Organization therefore wholeheartedly 
welcomed the wind of change brought by the spirit of Nairobi, which had given birth to the 
revised drug strategy. He saluted the various Member governments which were giving life to 

the spirit of Nairobi through support of WHO and through national action; in particular, he 

applauded the shining example of Bangladesh. 
His organization also applauded those companies which on their own initiative were 

beginning to take a hard look at themselves and had instituted audits and the "demarketing" 
of "irrational drugs ". In the spirit of Nairobi the International Organization of Consumer 
Unions had embarked on information and education in conjunction with a large number of 

nongovernmental organizations, from which two products had resulted: first, a pack called 
"Problem Drugs" which exposed in devastating detail the irrational drug epidemic now being 
faced; and secondly, a study of the Bangladesh drug policy which brought the good news that 
that policy was succeeding. 

There were certain initiatives on which work should be begun with urgency. First, there 
was a need to update the ethical advertising guidelines of 1968 that had sadly had little 
impact. A serious look at all promotional material and the development and encouragement of 

forceful monitoring mechanisms, including adequate legal and moral sanctions both nationally 
and internationally were essential if any such guidelines were to have a serious impact. 

Secondly, he called on all drug -exporting countries to monitor and control drug exports 
and to report to WHO, in accordance with the spirit of United Nations General Assembly 
resolution 37/137, any countries which engaged in such practices. WHO should facilitate that 

monitoring. 
Thirdly, the provision of independent drug information to health personnel was critical, 

and support for the many current initiatives for independent journals must be encouraged. He 
was gratified by the Australian Government's initiative in that respect. More openness on 

negative drug decisions and adverse reactions was necessary, and more information on prices 
and costs and guidelines for good prescription practices needed to be developed. 

Fourthly, the provision of independent information for consumers was an area in which 
his organization offered to work closely with WHO, since it had a vast reservoir of 
experience in that field. 

The International Organization of Consumers Unions was fully committed to the spirit of 

Nairobi and pledged its full support to WHO in developing rational drug policies. On behalf 
of the many consumer associations, womens' development associations, health and professional 

organizations working together through a network called Health Action International, he 

thanked WHO for the opportunity to be an active partner in the revised drug strategy. 

Dr UNSAL (Turkey) said that the Ministry of Health and Social Assistance in Turkey, 

recognizing the important role of the pharmaceutical industry in implementing strategies for 
the rational use of drugs, had already started to benefit from the efficient collaboration of 

the Turkish pharmaceutical industry, which had supported the improvement of the state quality 
control laboratory with appropriate equipment and training of personnel, and had financially 
assisted programmes aimed at reducing the infant mortality rate. That constituted a good 

example of intersectoral cooperation towards health for all. 
His delegation fully supported the draft resolution before the Committee, emphasizing 

the responsibilities of all concerned parties, including the pharmaceutical industry. WHO 

should continue its efforts in the maintenance and strengthening of the dialogue and fruitful 
collaboration that had started at the Nairobi Conference in 1985. An initial follow -up to 
the Conference had been the panel organized by the Turkish Ministry of Health and Social 
Assistance in Ankara in April 1986. 

The meeting rose at 18h35. 


