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SEVENTH MEETING 

Friday, 9 May, at 14.35 

Chairman: Dr R. CAMPOS (Belize) 

IMPLEMENTATION OF RESOLUTIONS AND DECISIONS (PROGRESS REPORTS BY THE 

DIRECTOR-GENERAL): Item 19 of the Agenda (Document A50/6 and Corr.l) (continued) 

Reorientation of medical education and medical practice (Resolution WHA48.8) 

Professor ABERKANE (representative of the Executive Board), said that the report in part II of 
document A50/6 was submitted in response to paragraph 2(6) of resolution WHA48.8; it incorporated 
comments made by members of the Executive Board in January 1997. The Committee should note the scope 
of the report did not include doctors, nurses, midwives, dentists or pharmacists. In accordance with the 
wishes of the Forty-eighth World Health Assembly, it dealt with two broad categories of health providers: 
those who carried out a range of primary health care functions at first-contact level, including community 
health workers, health officers and medical assistants; and specialists at all levels, such as laboratory 
technicians, nutritionists and psychotherapists. The report commented on their scope of practice, education, 
training, employment and deployment and drew attention to measures to improve productivity and results. 
With proper planning and management, those health workers could make a very real contribution to health 
care. Their classification, however, and the terms used to describe their functions varied widely, and the 
Committee was invited to comment on those matters and on whether the Secretariat should seek to standardize 
the terminology in the interests of international comparability. 

Dr ABU BAKAR BIN SULEIMAN (Malaysia) said that the report prompted three remarks. The 
education of health workers was a life-long process and provision should be made for learning activities based 
on experience and practice. Secondly, increased female participation meant that gender planning was needed 
in training programmes and in the work environment in order to promote equality as set out in the Fourth 
Beijing Platform for Action endorsed by governments at the United Nations World Conference on Women 
in 1995. Finally modern communication technology could enhance the productivity and effectiveness of 
health care providers but would alter the role of the different categories, creating a need for multiskilled 
health workers, and that should be accounted for in medical curricula. 

Dr BROOKMAN-AMISSAH (Ghana), commending the report, said that health professionals had, for 
too long, been ill-equipped for the problems and conditions of daily practice, particularly in developing 
countries, where medical education was still shaped by standards drawn up for developed countries. Health 
professionals trained at considerable expense by developing countries often failed to put their expertise to use 
in their own countries, finding work in wealthier countries. Developing countries received little or no 
compensation for that loss. Further, postgraduate training, generally dispensed in developed countries, did 
not prepare health professionals to meet the more basic needs of developing countries. She called for 
assistance to be provided to developing countries in setting up their own medical and postgraduate training 
programmes suited to the environment in which their professionals would work. 

Dr DLAMINI (Swaziland) regretted that the report made no reference to traditional healers and 
herbalists, who in some countries were the first contact of up to 80% of patients. Their training, regulation 
and monitoring needed to be addressed and work continued on standardizing the terminology applied to them. 
Another problem was the increasing promotion of homoeopathy in the African Region where it was 
unfamiliar. Guidance was needed on the status of homoeopaths in the traditional Western medical system 
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and on their classification, standardization and control. The problem was compounded by the titles used -
often the same as in Western medicine - and by the existence of quacks. 

Professor QURAISHY (Pakistan) stated that the curriculum for medical education in many countries, 
including Pakistan, was outdated, subject-based, teacher-centred and hospital-oriented. Community-oriented 
education had been suggested to shift the emphasis to communities and the problems encountered there. 
Accordingly, Pakistan had tried to ensure that health personnel were educated to provide preventive, 
promotive and rehabilitative services to individuals and communities and to meet the challenges of the 
twenty-first century. The training of the men and women would not be restricted to the tertiary hospital level, 
but also provided in government dispensaries, clinics and other primary health care facilities in the vicinity 
of the training college. Health personnel would thus be exposed to the health care delivery systems 
commonly used by the people. A national coordinator would oversee implementation of the scheme 
throughout the country. 

Dr TEMU (Papua New Guinea) said that, given the resource constraints facing countries like Papua 
New Guinea, emphasis should be placed on training in combined skills and curriculum development. He 
asked for assistance in that connection, for example in linking midwifery and paediatric training with the 
education of physicians and public health workers. Since many developing countries were unable to sustain 
their own training institutions, emphasis should be placed on regional collaborative training centres 
specifically designed to meet the needs of developing countries. 

Mrs RIFAU (United Arab Emirates) said it was important to ensure that health care was provided by 
properly qualified personnel trained to satisfactory standards. To that end, a clear classification of health care 
activities and of those who performed them was needed. New categories might have to be defined, but that 
should only be done with the greatest care. 

Dr BELMAR (Chile) said that health services were often limited by a lack of human resources, which 
tended to be concentrated in the major urban areas. Training programmes should be shaped not only by 
factors concerning the health services that were covered in the report and by health-related factors such as 
the environment, healthy life-styles and "social diseases" like violence, but also by the need for 
communication skills among health personnel and professionals. For example, those working with particular 
ethnic groups required special communication skills as well as knowledge of social anthropology and of the 
group's life-style and culture; usually, indeed, it was preferable that they themselves should belong to the 
ethnic group concerned. Cultural diversity was an important aspect of overall economic and social 
development and should be employed to the advantage of health and environmental protection. Formal 
training needed to be adapted accordingly. Referring to the restrictions societies placed on female 
participation in certain professions, he stressed the importance of incorporating gender sensitivity as a basic 
component of human-resource management. 

Professor LEOWSKI (Poland), referring to the shifting of resources from treatment to prevention, which 
was more cost-effective, highlighted the more difficult shift from intensive late care to less intensive early 
care and away from routine specialized care as practised particularly in developed countries. Debates and 
decisions relating to health policy had tended to concentrate on the organization and financing of health 
services rather than on the health effects of such shifts. The tremendous power vested in all those involved 
in public health made constant evaluation of the effects of medical intervention essential at the individual and 
community levels, but the necessary evaluation tools were only taught at schools of public health - not in 
medical schools. That placed the responsibility for essential public health services solely with official public 
health agents. The makers of public policy - for whom public health was only one among many 
considerations - needed to rethink their methods and strategies if they were to make a significant impact on 
all areas of policy, including health. That entailed a reaffirmation of public, not just individual, responsibility 
for health, associated with evidence-based action for the protection of health. Public responsibility involved 
not only governments, health ministries and public health officials, but all the partners in society at large. 
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Evidence-based action had to rest upon epidemiological findings and the results of quantitative and qualitative 
research and had to pursue objectives determined by the outcome of the practical application of the past 
judgements of policy-makers. 

It was obvious that the reorientation of medical education and medical practice was bound to be a 
continuing process for many years to come as the effects unfolded of the social and epidemiological transition 
that the world was undergoing. 

Dr HAVARD (Commonwealth Medical Association), speaking at the invitation of the Chairman, 
recalled that both the International Conference on Population and Development and the United Nations Fourth 
World Conference on Women had strongly recommended that adolescents' health needs be met by improved 
health information and services. However, there was very little evidence that those responsible for the basic 
and continuing education of health professionals had reacted positively to the situation. Training in paediatric 
health was usually concerned only with the period of less than 5 years of age, and adolescent health was not 
taught as a special subject even though the body was undergoing its most profound changes during that period 
of growth. It was known from surveys and from his Association's experience in developing countries that 
health professionals were not providing adolescents with an acceptable service to meet their health needs; 
indeed, adolescents had said that they did not trust health professionals and consulted them only as a last 
resort. Established health professionals in developing countries could spare little time from their practices 
to attend structured courses, so he welcomed the opportunity to draw attention to training modules in 
adolescent health that were being developed for them by the Commonwealth Medical Association in 
collaboration with WHO and UNICEF. They had undergone pilot trials in Uganda, and would shortly be 
given pilot trials in Namibia and Zambia. The aim was to ensure that, wherever appropriate, participation 
in at least one module, each of which lasted only three hours, should be a condition of annual renewal of the 
licence to practice. The document before the Committee did not deal with medical practitioners, nurses or 
midwives, but in the view of his Association training modules on adolescent health should be developed for 
other health workers as well. 

Dr GOON (Division of Organization and Management of Health Systems) said that WHO's work in 
human resources development had made it realize that it was not enough merely to deal with training: as 
implied by Ghana, there was a clear need to look into working and employment conditions. WHO had a 
programme on traditional medicine, but he would endeavour to obtain the relevant information on the larger 
area of alternative medicine and pass it on to the Swaziland delegation. 

The CHAIRMAN suggested that the Committee might wish to take note of the progress report by the 
Director-General on reorientation of medical education and medical practice. 

It was so agreed. 

Guidelines on the W H O Certification Scheme on the Quality of Pharmaceutical Products moving in 

International Commerce (Resolutions WHA22.50 and EB99.R21; Document A50/INF.DOC./3) 

Dr AL-SAIF (representative of the Executive Board), introducing the item, said that part III of 
document A50/6 provided background information on the development of the WHO Certification Scheme on 
the Quality of Pharmaceutical Products moving in International Commerce and on the guidelines for its 
implementation. The guidelines had been submitted to the Executive Board at its ninety-ninth session in the 
form of Annex 10 to the thirty-fourth report of the WHO Expert Committee on Specifications for 
Pharmaceutical Preparations, together with a draft resolution to endorse them. During the discussion the 
Expert Committee's report had been welcomed and the importance of the guidelines emphasized. One 
member of the Board, while strongly supporting the spirit of the Scheme, had referred to recently-enacted 
national legislation for exports and had suggested the addition of a paragraph to the draft resolution in order 
to emphasize the importance of formally identifying and submitting any necessary national reservations with 
regard to participation in the Scheme to the Director-General. It had also been stated that in many developing 
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countries that were not self-sufficient in the manufacture of pharmaceuticals the high proportion of their 
budgets spent on purchasing foreign currency in order to cover the cost of imports was a considerable burden, 
and the least they could expect was that such imports should conform to minimal standards. Currently 
imported products did not even correspond to their own labelling. While legal mechanisms were already 
available at the national level, the adoption of international standards for pharmaceutical manufacture and 
marketing, established by WHO, had been supported in the hope that all Member States would in due course 
respect those standards. The Board had unanimously adopted resolution EB99.R21, which incorporated the 
additional paragraph he had mentioned in a draft resolution the Board was recommending for adoption by 
the Health Assembly. 

Dr MAYNARD (Trinidad and Tobago), endorsing the recommended draft resolution, said the WHO 
Certification Scheme was of importance to small countries such as hers which had limited drug-testing 
facilities. With mergers in the pharmaceutical industry, factories were being moved from country to country, 
and it was now not uncommon for different phases of production to be carried out in different countries. The 
experience of her country had been that some of the certificates received did not always conform to the 
required standards, especially with respect to labelling. Systems needed to be put in place and enforced that 
would provide importing countries with all the information they needed. 

Dr LARIVIÈRE (Canada) said the WHO Certification Scheme was an extremely important tool to 
ensure the international circulation of pharmaceutical products that were effective and safe. The export 
certificate was intended to provide a formal attestation of a product's marketing status in the exporting 
country and of the manufacturer's compliance with good manufacturing practices (GMP). Canada had no 
difficulty providing information in that regard, but believed that information was now being requested that 
went beyond aspects relating to product quality, safety and efficacy or GMP. He referred specifically to 
sections 4.7 and 4.8 of the guidelines (reproduced in document A50/INF.DOC./3), saying that since Canada 
did not have a price control system its regulatory authority could not provide information on drug prices 
which could be interpreted as an official endorsement by the authorities. In spite of those practical 
difficulties, Canada strongly supported WHO's work in the field and urged Member States to make full use 
of the Scheme. Canada welcomed resolution EB99.R21, notably the inclusion of paragraph 2(2). 

Dr DINARVAND (Islamic Republic of Iran) supported WHO's initiatives but said that much more 
needed to be done. One of the main elements in his country's national drugs policy had been to ensure their 
availability and accessibility, and consequently support had been given to local production. More than 90% 
of the pharmaceuticals used in the country were now produced by local manufacturers, but most of the raw 
materials were imported, and he proposed a new paragraph to ensure the quality of those raw materials, 
reading: "3. REQUESTS the Director-General: to provide guidelines on the certification of the 
pharmaceutical active ingredients moving in international commerce, and to submit the guidelines to the Fifty-
first World Health Assembly for endorsement." 

Dr NIGHTINGALE (United States of America) said that the guidelines could not be applied in his 
country in the form proposed by the WHO Expert Committee on Specifications for Pharmaceutical 
Preparations owing to legal, regulatory, resource and other issues which were primarily but not only the 
consequence of recently-enacted legislation on drug exports in the United States regulated by the Food and 
Drug Administration. Among the issues affected by the new legislation were user-fee requirements and time 
requirements. Furthermore, the United States lacked or was unable easily to obtain information that would 
be required under the Scheme, including the format specified by it. Nevertheless, it supported resolution 
EB99.R21 and the Certification Scheme, and would participate in it within the limitations described. The 
United States reservations would be filed with the Director-General in the manner prescribed. 

Dr AGARWAL (India) said his country supported any move to establish general standards and 
guidelines on the quality of pharmaceutical products moving in international commerce, and was already 
issuing certificates providing an assurance that good manufacturing practices were being followed by Indian 
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companies and offering product certification if required. GMP had been a statutory requirement in India since 
1988. India was establishing a national drug authority but there was no national pharmaceutical inspectorate, 
and that work would have to be undertaken by the Drug Controller General of India and State Drug 
Controllers who were the licensing authorities. 

Dr ABU BAKAR BIN SULEIMAN (Malaysia) said that with the pharmaceutical industry flourishing 
in many parts of the world and generic products entering the markets as soon as patents expired, there was 
an urgent need for technical harmonization of data on the quality, safety and efficacy of pharmaceutical 
products. Quality assurance depended largely on a well-formated system of licensing, reliable analysis of the 
finished product, and certification that the product was manufactured in accordance with current GMP. The 
guidelines could be used as a tool to ensure the quality of pharmaceutical products marketed internationally 
and as a standard prerequisite for the registration of imported pharmaceutical products in all countries. 
Malaysia fully supported the implementation of the guidelines, which would make it easier for the registration 
process in the importing country to be carried out smoothly because the necessary information concerning 
the imported product would be more readily accessible. The free sale certificate and certificate of GMP 
issued by the authorities listed in the Scheme should be recognized for the purpose of registration by all 
importing countries if the formats complied with those set out in the Scheme: all Member States were 
encouraged to standardize the formats used. Countries intending to export pharmaceutical products should 
also issue WHO-type certificates to facilitate entry into the importing countries as the quality of those 
products would not be questionable. The importing country would have access to information on the quality 
and regulatory status of the product in the exporting country, and that would be a safeguard to ensure that 
sub-standard products not registered for use in the country of origin were not being exported. Compliance 
with the WHO Certification Scheme would serve to facilitate trade between Member States. He urged 
Member States to implement the Scheme, and supported the draft resolution recommended in resolution 
EB99.R21. 

Dr TEMU (Papua New Guinea) also supported the draft resolution. He urged Member States, upon 
which his country relied so much for its drugs, to comply with the guidelines, and WHO to continue 
monitoring the Certification Scheme. Papua New Guinea was still a victim of low-quality products and 
fabricated GMP certificates, and in the absence of quality-testing laboratories it would continue to rely on 
the Scheme for the quality of its pharmaceutical products. 

Dr METTERS (United Kingdom of Great Britain and Northern Ireland), welcoming the further 
development of the Certification Scheme and especially resolution EB99.R21，said there was a need for clarity 
to provide Member States with unambiguous information about pharmaceutical products moving in 
international commerce. In order to avoid any confusion being caused if countries receiving requests for 
certificates received them in a different form from that proposed, paragraph 2(1) of the draft resolution 
recommended by the Executive Board should be amended by adding the words "and to issue the certificates 
in the form proposed" at the end. 

Dr DLAMINI (Swaziland) appreciated WHO's work on the extremely important topic under review. 
Swaziland spent large sums on the purchase of imported drugs and she therefore welcomed the draft 
resolution under consideration. A further matter for concern was that donated drugs sometimes had very short 
validity or had even exceeded their expiry dates, making it difficult to assess their effectiveness. Control of 
over-the-counter sales of some medicines by general practitioners was also needed and she drew attention to 
the existence of unscrupulous sales of drugs which were not acceptable in their countries of origin. She felt 
that the WHO quality control programme should extend to all drugs entering her country and hoped that the 
Organization would support that effort. In that context, Swaziland would update its pharmacy regulations. 
Finally, she expressed her preoccupation regarding the quality of some vaccines, particularly against measles, 
since children had contracted the disease even after vaccines had been stored carefully; she therefore 
advocated assessment of the effectiveness of vaccines. 
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Ms FILIPSSON (Sweden) said that Sweden supported the adoption of the draft resolution which it 
considered to be very important. Although her country would not be in a position to comply with all points 
contained in the new guidelines by 1 January 1998，she hoped that it would comply fully as soon as possible. 

Professor QURAISHY (Pakistan) commended WHO's efforts in improving and maintaining the quality 
of pharmaceutical products and said that Pakistan had been committed since 1976 to ensuring that its drug 
manufacture, licensing, registration and certification were conducted in accordance with the Organization's 
GMP recommendations. That had resulted in substantial improvement in the standards of the pharmaceutical 
industry and the quality of drugs in his country. Further improvement had been ensured by market 
surveillance and independent quality control monitoring measures. Pakistan supported the draft resolution 
and would participate fully in the Certification Scheme. 

Professor PICO (Argentina) noted the importance of applying throughout the world the guidelines on 
the WHO Certification Scheme and stressed the responsibility required at national level for so doing. To that 
end, his country had established, with WHO assistance, a National Food, Medicines and Medical Technology 
Administration and maintained formal relations with similar bodies in other countries which had longer 
experience in the matter. He considered that WHO should take the lead in ensuring that clear quality control 
standards were laid down to protect people's health and supported the draft resolution with the United 
Kingdom amendment. 

Professor ACHOUR (Tunisia) said that his country had participated in the preparatory work for the 
WHO Certification Scheme, which gave important guarantees to importing countries; its provisions had also 
been included in Tunisian regulations concerning drug registration for marketing and Tunisia also ensured 
that certification was given when drugs were exported. He congratulated WHO on its endeavour, supported 
the draft resolution on the guidelines and urged WHO to ensure that certification truly reflected manufacturing 
conditions in exporting countries. 

Dr KAUTE (Central African Republic) said that since 1993 essential drugs had been distributed to 
health centres in his country as part of the Bamako primary health care initiative and that other drugs were 
also sold in private pharmacies. There was no national quality control system for imported drugs and he 
therefore gave the strongest possible support to the draft resolution. 

Ms STEGEMAN (Netherlands) welcomed the revised guidelines for implementation of the WHO 
Certification Scheme. Like many other delegates, she considered the Scheme to be an important instrument. 
The new guidelines were clear and left no room for differing interpretations, and she therefore urged that, 
once the guidelines had been adopted, only the WHO Certification Scheme should be used. She endorsed 
the resolution, with the amendment proposed by the United Kingdom. 

Dr MWANZIA (Kenya) endorsed the Director-General，s report contained in document A50/6 and 
supported the resolution before the Committee. Kenya had set up a national quality control laboratory for 
pharmaceuticals and had trained personnel, with assistance from Germany, for which he expressed his 
gratitude. There was a need, however, for WHO to support information exchange among regulatory 
authorities. Kenya welcomed the arrangements made by the regulatory authorities of South Africa with 
Kenya's Pharmacy and Poisons Board to ensure that the problem of illegal importation of substandard drugs 
into those countries would be dealt with. 

Mr ROKOVADA (Fiji) commended WHO for the development of the guidelines. In the absence of 
drug registration systems and drug quality testing facilities, the WHO Certification Scheme was a useful 
control tool for assessing the quality and efficacy of drugs imported into countries. The new guidelines 
appeared to address some of the practical problems encountered with the former guidelines, such as the 
question of WHO assistance with national inspections. The drawback of the Scheme was that it was 
voluntary and that the importing authority relied on the goodwill of the exporting authority to provide true 
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and accurate information, whereas there were reports in some countries of falsified certificates being provided. 
In the absence of other quality control mechanisms, however, the WHO Scheme could be relied upon to 
provide some information regarding the quality status of the products provided and he therefore supported 
use of the guidelines. 

Mr TSUDA (Japan) said that he supported the draft resolution and urged Member States to implement 
the Scheme firmly as it was so important. The guidelines had a long history but had not necessarily been 
used a great deal. 

Dr ZEINE (Mauritania) said that his country was an importer of drugs and had not so far developed 
a national system of quality control. He therefore considered that the international Certification Scheme 
would offer protection from certain illegal practices and give confidence when dispensing treatment using 
imported drugs. He thanked WHO for proposing to introduce the system and supported the draft resolution. 

Dr AL-JABER (Qatar) said that his country imported drugs from all over the world. Qatar had studied 
the problem in the Gulf region and adoption of the draft resolution would greatly assist in controlling and 
checking the quality of imported drugs. He supported the draft resolution and the United Kingdom 
amendment. 

Dr SUKWA (Zambia) endorsed the guidelines and also the suggestion that the certificate used should 
be exclusively in the form proposed. 

Dr AL-MADI (Saudi Arabia), supporting the draft resolution, said that no drug could be imported into 
his country without being checked under a strong control system that had been in operation for seven years. 

Dr ALBRECHT (Switzerland) said that his country had a long tradition of issuing certificates for 
pharmaceutical products moving in international commerce. For over 15 years, the certificates issued by 
Switzerland had been in keeping with the WHO Scheme. He therefore strongly supported the draft resolution. 

Miss WEHRLI (Regulatory Support) thanked delegations for their unanimous support for the Scheme. 
Replying to comments, she referred to Canada's reservations about price: the intention was that the price 
would not be part of the information certified by the authority but could be attached to the certificate on the 
responsibility of the manufacturer. Turning to the proposed amendments to the draft resolution, she said in 
connection with the proposal of the Islamic Republic of Iran - namely, to extend certification to active 
pharmaceutical ingredients • that appropriate guidelines were in preparation but would not be ready by 1998. 
She understood that the delegation in question could agree to have the matter submitted to the Fifty-third 
World Health Assembly. The United Kingdom proposal to issue the certificates in the form of the WHO 
proposals was welcome. 

In conclusion, it was quite understood that some countries, like Sweden, might be unable to comply 
fully with the conditions by 1 January 1998 but would do so as soon as possible thereafter. She added the 
Certification Scheme also applied to biological preparations. 

The CHAIRMAN invited the Committee to consider the draft resolution recommended in resolution 
EB99.R21 with the amendments proposed by the delegate of the United Kingdom and the Islamic Republic 
of Iran. 

Dr NIGHTÍNGALE (United States of America) expressed reservations concerning the United Kingdom 
amendment and recommended wording along the lines of "and to issue the certificates in the form proposed, 
in so far as possible", to reflect the fact that it might prove impossible for certain countries which had their 
own legally imposed systems to apply the WHO guidelines certificates without modification. Regarding the 
amendment proposed by the Islamic Republic of Iran，he suggested that, in order to take into account the 
changes that might occur during the lengthy period of development, the amendment might be reworded to 
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include a request to circulate the proposed guidelines on ingredients to all Member States before submission 
to the World Health Assembly through the Executive Board. 

Dr LARIVIÈRE (Canada) suggested that the substance of the amendment proposed by the Islamic 
Republic of Iran might, if there was no objection, be considered for inclusion in the agenda of the next 
meeting of the International Conference of Drug Regulatory Authorities, for which WHO acted as Secretariat, 
rather than being included in the Executive Board resolution. That would enable the regulatory authorities 
to consider the technical and legal aspects relating to active ingredients after which the matter could be 
submitted to the Fifty-third World Health Assembly. 

Dr DINARVAND (Islamic of Republic of Iran) pointed out that WHO was already engaged in 
providing the relevant guidelines and that there would be sufficient time in the next three years to circulate 
them to Member States for their comments. 

Dr THYLEFORS (Secretary) suggested that the Committee might make a recommendation to the 
Director-General to provide appropriate guidelines, along the lines suggested by the Islamic Republic of Iran, 
rather than including the amendment in the body of the resolution. 

Dr DINARVAND (Islamic Republic of Iran) replied that he had no objection to that suggestion. 

The CHAIRMAN suggested that, if there were no objection, the Committee might approve the draft 
resolution in resolution EB99.R21, as amended by the delegate of the United Kingdom and make a 
recommendation that the Director-General provide Guidelines on the Certification of the Pharmaceutical 
Active Ingredients moving in International Commerce for submission to the Fifty-third World Health 
Assembly. 

On that understanding, the draft resolution，as amended, was approved. 

The CHAIRMAN drew the Committee's attention to a draft resolution on cross-border advertising, 
promotion and sale of medical products through the Internet, proposed by the delegations of Argentina, 
Austria, Bahrain, Belarus, Belgium, Canada, Croatia, Denmark, Finland, France, Germany, Greece, Hungary, 
Iceland, Indonesia, Ireland, Italy, Japan, Malaysia, Netherlands, New Zealand, Norway, Oman, Qatar, 
Republic of Korea, Russian Federation, Saudi Arabia, Switzerland, Tunisia, Turkey, United Arab Emirates, 
United Kingdom of Great Britain and Northern Ireland, United States of America and Zimbabwe, which read 
as follows: 

The Fiftieth World Health Assembly, 
Aware of the increasing use of electronic communication means by the general public for 

shopping and gathering information; 
Aware of the fact that the efficacy, safety and quality of medical products require careful 

assessment, and that in many Member States such products require authorization prior to marketing, 
and are available only on medical prescription; 

Aware that the proper and safe use of medical products may require review of the medical 
history, medical examination, diagnosis of the condition and subsequent counselling and follow-up by 
the health care professional; 

Recognizing that regulations and regulatory control vary among countries regarding 
prescription/non-prescription (over-the-counter) status of medical products, resulting in national 
differences in their availability; 

Aware that advertising, promotion and legal sale of medical products in one country may be 
violative in other countries; 

Recognizing that in some situations provision of medical products by an authorized health 
professional on the basis of an electronically communicated request may contribute to more rational 
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and better health care, and to the easier availability of necessary medical products and information 
about them; 

Recognizing that such mail order service may in some countries include prescription-only 
products, and that in such situations national law may specify additional requirements to authorize the 
order; 

Noting the continued need for vigilance in the maintenance of legal and ethical standards in the 
advertising, promotion and sale of medical products; 

Concerned, however, that uncontrolled advertising, promotion and sales of medical products by 
electronic communication may present a hazard for public health as well as a risk for the individual 
patient, particularly with regard to misleading or fraudulent product information and lack of individual 
counselling; 

Particularly concerned that advertising, promotion and sales through the Internet may lead to 
uncontrolled across-the-border trade of medical products that may be unevaluated, unapproved, unsafe 
or ineffective, or used inappropriately, 

1. URGES all Member States to collaborate with WHO in order to facilitate collection of 
information on the Internet regarding the points listed above; 

2. REQUESTS the Director-General: 
(1) to collect information on the various aspects and consequences of advertising, promotion, 
and sale of medical products through the Internet; 
(2) to collaborate with the drug regulatory authorities and national and international 
enforcement agencies, consumer groups, professional associations, the pharmaceutical industry 
and other relevant parties, to collect all necessary information on the subject; 
(3) to convene a WHO ad hoc working group consisting of representatives of the parties 
mentioned above, and, in addition, experts in ethics, legal matters, marketing and communication, 
and other experts as required, to consider and review the above and related issues in the 
advertising, promotion and sale of medical products through the Internet, and to formulate 
recommendations for action to the Director-General; 
(4) to report on progress to the Executive Board at its 101st session in January 1998, and to 
the Fifty-first World Health Assembly in May 1998; 
(5) to mobilize extrabudgetary resources for this activity. 

He recalled that the subject of the draft resolution had a direct bearing on the question of the guidelines 
on the WHO Certification Scheme on the Quality of Pharmaceutical Products moving in International 
Commerce. It had previously been referred to in a statement by the delegate of Belgium on agenda item 17.1 
in relation to programme 3.3 (Essential drugs) and was now submitted to the Committee for approval. 

Dr HANSEN-KOENIG (Luxembourg) welcomed the draft resolution, which concerned a matter that 
might have highly negative consequences for public health. Luxembourg wished to be included among the 
sponsors. She proposed the inclusion of the words "or counterfeit products" after the word "medical" in the 
last preambular paragraph. 

Dr THIERS (Belgium) said that Belgium had proposed the draft resolution because it considered that 
WHO could not await the outcome of the discussions at other levels of the United Nations on more general 
international measures concerning the impact of the Internet on society and on solutions to counteract some 
of the negative effects of that technology which nevertheless had the potential of bringing people together 
and contributing to development. WHO should assume its responsibilities in that field as part of its mandate 
to protect public health at world level. The problem, which hitherto had affected a small number of 
privileged consumers in industrialized countries which had access to the Internet, was now spreading to the 
less developed countries and might assume disquieting proportions at international level, cancelling out 
WHO's efforts over many decades to ensure the high quality and rational use of medicines and drugs. The 
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Belgian Minister of Health had made certain commitments concerning the financing of the meeting of the 
ad hoc working group if the resolution was adopted. He thanked the many countries which had cosponsored 
the proposal. 

Dr NIGHTINGALE (United States of America) said that his delegation considered that the Internet 
provided useful information about many consumer products and that their purchase over the Internet could 
benefit consumers, for instance, by lower costs and easier availability. However, the Internet could be abused 
for fraudulent purposes, a matter that was particularly significant when health products were being advertised, 
promoted and sold across international borders. His delegation supported the collection of relevant 
information, WHO's collaboration with industry associations and other relevant parties, and the convening 
of an ad hoc working group to examine issues regarding advertising, promotion and sale of medical products 
on the Internet and to make recommendations to the Director-General. His delegation would be pleased to 
participate in the working group, especially as a workshop had been held recently in his country on the 
question of promotion of medical products on the Internet, and as numerous instances had been noted of 
fraudulent and inappropriate sales of unapproved products on the Internet from and within his country. While 
supporting the substance of the resolution, he expressed concern that the issue had not been submitted to the 
Executive Board for consideration in January 1997. However, in view of the urgency of the problem, he 
would raise no objection to the resolution, which was process-oriented rather than substantive and would 
prepare subsequent action by the World Health Assembly, following review and recommendations from the 
Executive Board. He supported the amendment proposed by Luxembourg. 

Dr OWONA-ESSOMBA (Cameroon) said that his delegation, which was well aware of the positive 
and negative uses of the Internet, strongly supported the draft resolution with the amendment proposed by 
Luxembourg and wished to be included among the sponsors. 

Professor WHITWORTH (Australia) shared the concerns expressed by previous speakers. Issues which 
should be given consideration included the nature of the Internet and the difficulty of regulating access to 
advertisements or even establishing the intent of the entry on the Internet, and also the distinction between 
advertising, promotion and actual sale of prescription medicines to the public, which was illegal in some 
countries yet not in others - a situation which made it difficult to regulate the problem internationally. While 
sales were usually more tightly controlled, the personal importation of medicines was permitted in many 
countries for individual treatment as opposed to marketing. Whereas the ad hoc working group might help 
to define the scope of the problem, it was difficult to imagine an international approach which could control 
such practices. 

Mr TSUDA (Japan) and Dr MOREAU (France) supported the draft resolution with the amendment 
proposed by Luxembourg. 

Dr ZEINE (Mauritania) also supported the draft resolution and shared the views expressed by previous 
speakers. 

Dr MTSHALI (South Africa), supporting the draft resolution, proposed that the title be expanded to 
include a reference to electronic and other mail-ordering systems. 

Mr BERLIN (European Commission), speaking at the invitation of the Chairman, said that the European 
Commission had been increasingly concerned by the growing use of the Internet in a cross-border context 
and realized the difficulties which might be encountered. The Commission welcomed in particular the 
collection of information proposed in the draft resolution, which would be of great value to the Commission 
in assessing the appropriateness for action. 

The draft resolution, as amended, was approved. 
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Quality of biological products moving in international commerce (Resolution EB99.R22; Document 
WHA49/1996/REC/3) 

Dr AL-SAIF (representative of the Executive Board) noted that an ad hoc working group had been 
convened in October 1996 to consider the responsibilities of WHO's Biologicals unit and the WHO Expert 
Committee on Biological Standardization in ensuring the quality of biological products (e.g. vaccines) moving 
in international commerce. Those responsibilities included the establishment and distribution of international 
biological reference materials which ensured the comparability of activity of biological products throughout 
the world, and the publication of guidelines and requirements for production and quality control of specific 
products. 

The recommendations of the ad hoc working group had been submitted to the Executive Board in 
January 1997. The Board had considered them important, not only scientifically and technically, but also 
from an institutional point of view, since they were intended to strengthen national control authorities, 
particularly in developing countries, and to strengthen WHO activities to guarantee the safety and efficacy 
of existing and future biological products. The recommendations also took into account the possible 
implications of recent changes in international trade agreements. In resolution EB99.R22, the Executive 
Board recommended a draft resolution for adoption by the Health Assembly. The Director-General's report 
was contained in part IV of document A50/6. 

Dr OTOO (Ghana), expressing strong support for the draft resolution, said that the issue was of 
particular concern to his country because of a recent unfortunate occurrence. Ghana's poliomyelitis 
eradication programme had almost been derailed because of vicious rumour circulated to the press to the 
effect that the poliomyelitis vaccines and other EPI vaccines sent to Africa were contaminated with HIV virus. 
It was a ridiculous allegation but to a gullible and poorly informed public it had the potential to cause 
incalculable damage to the immunization programme. It was important that vaccines and other biological 
products used for public health programmes should be subjected to more stringent review, and when 
unfounded allegations were made, perhaps WHO should publicly refute them. 

Dr NIGHTINGALE (United States of America) expressed his support for the work of the ad hoc 
working group and the well-structured draft resolution recommended by the Executive Board. He hoped it 
would be approved by the Committee and adopted by the Health Assembly without amendment and that its 
provisions would be swiftly implemented. 

Dr ABU BAKAR BIN SULEIMAN (Malaysia) said that there had been a great increase in the use of 
biological products over the past decade. Their increasing availability, individual characteristics and relative 
expense made it essential to develop a systematic method of evaluation which could be used in various health 
care systems. Quality control of biological products was a major problem. The WHO guidelines and 
requirements for production and quality control had been useful to many Member States, and he hoped the 
Organization would continue to act as a reference point for quality, safety and efficacy, with particular 
emphasis on increasing the capabilities of national control authorities. The service provided by WHO, 
through its Biologicals unit and the International Laboratories for Biological Standards in preparing and 
distributing biological reference materials had been invaluable; that service should continue to receive 
adequate funding. The system of WHO alerts and newsletters had helped to disseminate information rapidly, 
and the advent of electronic mail should ensure that information both from WHO and from national control 
authorities could be shared even more rapidly in future. He expressed his support for the draft resolution. 

Dr DINARVAND (Islamic Republic of Iran) said that WHO's leadership was needed to ensure the 
safety of biological products because of the rapid pace of scientific and technological advance in that field. 
He accordingly supported the draft resolution. 

Ms STEGEMAN (Netherlands), speaking on behalf of the European Union, proposed an amendment 
to the draft resolution to take into account not only national control authorities, but also international 
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mechanisms. Paragraph 1(2) should be amended to read: "... requirements of competent international and 
national control authorities •••". 

Professor CARCELLES (Cuba) noted three different opinion groups among countries. The 
industrialized countries were pressing for the worldwide harmonization of quality control standards at their 
level of accomplishment and were perhaps worried by the more rational standards of WHO, which might be 
met by less developed countries. The poorest developing countries, which were importers without the 
capacity to produce any biological products, called upon WHO to establish quality standards to protect them 
from low-quality products not registered in the exporting countries. Finally, countries such as his own, with 
some production capacity, favoured the WHO standards so that they could continue manufacturing. Three 
conclusions followed from those points. Firstly, the question of quality was inseparable from that of 
development, since quality could not be guaranteed solely by regulation; it was also essential to reduce the 
inequalities in economic, scientific and technical capacity in different countries. Secondly, WHO's quality 
guidelines should be limited to essential elements of safety and efficacy, without going into details, which 
varied from one product to another. Thirdly, WHO should not set itself up as a supranational regulatory 
authority, but instead should provide assistance and support to national regulatory authorities, which were the 
ones ultimately responsible for ensuring the quality of biological products. He expressed his support for the 
draft resolution. 

Dr MAHJOUR (Morocco) said that quality control of biological products on the international market 
was essential, particularly since national control authorities in many countries were not sufficiently developed 
to undertake that task. He therefore supported the draft resolution. 

Dr AL-JABER (Qatar) agreed that the setting of international standards for biological products was 
essential. However, he hoped that the need to comply with such standards would not drive the price of 
biological products beyond the reach of countries that needed them. Qatar therefore supported the adoption 
of adequate, but practical, international standards and welcomed the draft resolution. 

Dr ÇAKMAK (Turkey) expressed his support for the draft resolution. His country's national regulatory 
authority had fully implemented the existing WHO guidelines on biological products in its national legislation. 
External technical assistance would be essential for the strengthening of national regulatory authorities, and 
he therefore particularly welcomed the reference to increased assistance for Member States in paragraph 2(2) 
of the draft resolution. 

Professor PICO (Argentina) said that Argentina supported the draft resolution in its original form. He 
could not accept the amendment proposed by the European Union. 

Dr NIGHTINGALE (United States of America) said that the amendment changed both the meaning and 
the intention of the draft resolution and that, accordingly, he too could not accept it. 

Ms STEGEMAN (Netherlands), speaking on behalf of the European Union, said that she was not 
authorized to withdraw or revise her amendment without consulting the other Member States of the European 
Union. 

Dr THYLEFORS (Secretary) suggested that the delegations concerned should meet informally in order 
to reach a consensus on the wording. The Committee could then resume its consideration of the draft 
resolution at a later date. 

It was so agreed. 

The meeting rose at 16:45. 
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