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SEVENTH MEETING 

Monday, 9 May 1994，at 14h30 

Chairman: Dr N.K. RAI (Indonesia) 

IMPLEMENTATION OF RESOLUTIONS (PROGRESS REPORTS BY THE DIRECTOR-GENERAL): 
Item 19 of the Agenda (continued) 

Implementation of WHO's revised drug strategy (Resolutions WHA41.16, EB93.R6 and EB93.R12; 
Document A47/8) 

Professor C A L D E I R A D A SILVA (representative of the Executive Board), introducing the item, said 
that, owing to its heavy agenda, the Executive Board at its ninety-third session of the Board had considered 
only a short report by the Director-General on progress in implementing resolution WHA41.16 on W H O ' s 
revised drug strategy. It had, however, adopted resolutions recommending the text of two draft resolutions 
for adoption by the Health Assembly and had requested that a comprehensive report be submitted to the 
Health Assembly. That report was contained in document A47/8, which described both the normative 
function of the Organization in the Division of Drug Management and Policies and the operational 
activities of the Action Programme on Essential Drugs. Those were the two main components of the 
revised drug strategy. 

In resolution EB93.R6 the Board recommended to the Health Assembly the adoption of a resolution 
that sought to simplify and expedite revision and updating of the W H O Good Manufacturing Practices for 
Pharmaceutical Products by delegating the authority to approve such changes to the Executive Board, as 
the executive organ of the Health Assembly. That administrative change was proposed because rapid 
developments in manufacturing techniques in both the pharmaceutical and biological fields would 
necessitate frequent adjustment of technical details in that normative document. The Secretariat had given 
an assurance that all preliminary consultations • which currently involved national drug regulatory 
authorities, including the International Conference of Drug Regulatory Authorities, representative 
organizations of the pharmaceutical industry and relevant professional organizations in official relations with 
W H O - would be maintained. N o proposals would be submitted for adoption before their endorsement by 
the relevant Expert Committee. 

The draft resolution recommended by the Board in resolution EB93.R12 concerned the role of the 
pharmacist, and was the first to recognize the contribution of that profession to the health care system. It 
was being submitted primarily in response to the crucial need to assure the quality of pharmaceutical 
products both during manufacture and throughout the distribution chain. However, the draft resolution also 
recognized that the pharmacist had the potential to accept broader responsibilities relevant to the rational 
use of drugs and was intended to encourage recognition and mobilization of that potential. 

The C H A I R M A N invited the Committee to consider the following draft resolution on implementation 
of W H O ' s revised drug strategy with reference to rational use of drugs and W H O ' s Action Programme on 
Essential Drugs, which had been proposed by the delegations of the following 51 Member States: Australia, 
Bahrain, Bangladesh, Brazil, Belgium, Bhutan, Bosnia and Herzegovina, Botswana, Cameroon, Canada, 
Colombia, Denmark, Eritrea, Finland, France, Georgia, Ghana, Guyana, Hungary, Iceland, Japan, 
Kazakhstan, Kenya, Lesotho, Lithuania, Malawi, Malaysia, Mongolia, Mozambique, Netherlands, New 
Zealand, Nicaragua, Niger, Norway, Oman, Pakistan, Qatar, Russian Federation, Slovenia, Spain, Sri Lanka, 
Sweden, Syrian Arab Republic, Togo, Tunisia, Turkey, Uganda, United Kingdom of Great Britain and 
Northern Ireland, United Republic of Tanzania, Viet Nam, and Zambia. 

The Forty-seventh World Health Assembly, 
Having considered the report of the Director-General on the implementation of W H O ' s revised 

drug strategy; 
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Recalling resolutions WHA39.27 and WHA41.16 oñ the rational use of drugs, and resolutions 
WHA43.20 and WHA45.27 on the Action Programme on Essential Drugs; 

Noting the activities of W H O in pursuance of the revised drug strategy and its intensified direct 
collaboration and support to countries in drug policy formulation, standard setting, regulation, 
procurement and use as well as the related logistics, financing, information, operational research, 
human resources, education and training capacity building and institution strengthening; 

Recognizing the efforts of W H O in collaboration with governments and other bodies to improve 
access to essential drugs and the rational use of drugs, within the framework of national drug policies; 

Recognizing also the need for continued action by all interested parties to achieve all the 
objectives of a comprehensive national drug policy; 

Appreciating that the Action Programme on Essential Drugs will be subject to a detailed review 
by the Executive Board at its ninety-fifth session in 1995，with a view to optimizing the collaboration 
between all technical programmes in this field; 

Emphasizing the need for an adequate response to new economic challenges and the changing 
balance of the public and private sectors in health care, including the provision of drugs, and 
assessment of the viability and long-term effects of new financing strategies and other measures; 

Mindful of problems with counterfeit drugs and drugs of poor quality, 

1. R E A F F I R M S the crucial importance of W H O ' s leadership and coordination, through its Action 
Programme on Essential Drugs, in the development, support and evaluation of national drug policies 
within the framework of national health policies; 

2. U R G E S Member States: 
(1) to commit themselves to the development and implementation of national drug policies 
to improve equitable access to essential drugs of good quality at affordable cost, and to intensify 
efforts to promote the rational use of drugs; 
(2) to accelerate the education and training of the necessary human resources, and to 
strengthen the implementation of drug policies and programmes; 
(3) to evaluate progress regularly using performance indicators developed by the Action 
Programme on Essential Drugs or other suitable mechanisms; 

3. C A L L S O N bilateral and multilateral agencies, nongovernmental organizations and other 
collaborators to strengthen their technical and financial support to the Action Programme; 

4. R E Q U E S T S the Director-General: 
(1) further to strengthen the leadership and advocacy by the Action Programme in mobilizing 
and coordinating a global collaborative effort to improve access to essential drugs and ensure 
the rational use of drugs; 
(2) to encourage contacts with bilateral and multilateral aid agencies, with organizations and 
bodies of the United Nations system, bilateral and multilateral agencies, with consumers， 
industry, nongovernmental organizations and other collaborators; 
(3) to ensure that the concept of the revised drug strategy is fully reflected in W H O ' s work 
towards reform in the health sector; 
(4) to ensure that adequate financial and human resources are provided under the regular 
budget and from extrabudgetary sources, as necessary, to implement the programme, and to 
meet increased demands from Member States; 
(5) to assist Member States in their efforts to ensure that available drugs are of good quality, 
and in combating the use of counterfeit drugs; 
(6) to report on the current state and the progress made in the drug sector throughout the 
world by publishing periodically up-to-date information on the world drug situation; 
(7) to report to the Forty-ninth World Health Assembly, and subsequently biennially, on 
progress achieved and problems encountered in the implementation of W H O ' s revised drug 
strategy, with recommendations for action. 

3 
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M s A N D R E W (Norway), introducing the draft resolution and speaking also on behalf of the other 
Nordic countries (Denmark, Finland, Iceland and Sweden), said that although the leadership provided by 
the Action Programme on Essential Drugs and its constructive cooperation with developing countries was 
much appreciated, much challenging work remained to be done that merited W H O ' s support. Furthermore, 
while welcoming the Director-General's report, she shared some of the concerns it raised. In spite of the 
successful implementation of the revised drug strategy in many countries, the world drug situation was still 
very disturbing; less than 50% of the world's population had access to adequate supplies of safe, essential 
drugs. Lack of them and of the skills to ensure their rational use led health care delivery systems to 
perform poorly. The world economy was changing and those changes were having their most severe and 
traumatic effect on developing countries. Financing in the broad sense had emerged as a major problem. 
Many countries were seeking new ways to meet those challenges, including closer cooperation with the 
private sector. Such moves would need guidance and support from W H O , since national drug policies 
based on the revised drug strategy would have to relate to the private as well as the public sector. Such 
policies would also imply obligations for ministries other than ministries of health and would further have 
to recognize that the rational use of drugs was as important as access to good-quality and affordable 
essential drugs. 

O n the European scene new problems were emerging that called for the restructuring of 
pharmaceutical programmes in the newly independent States and in Eastern Europe. Priority was being 
given to meeting that challenge with activities funded through the W H O regional E U R O H E A L T H 
programme and firmly linked to the Action Programme, through which expertise and documentation would 
be made available. 

A welcome collaboration was emerging in the area of pharmaceuticals with major organizations such 
as the World Bank, UNICEF, U N D P and nongovernmental organizations. In addition, a close and positive 
relationship between the relevant programmes within W H O , especially the Action Programme on Essential 
Drugs (DAP) and the Division of Drug Management and Policies (DMP), would be vital in implementing 
the revised drug policy. The Nordic countries were confident that the Bcecutive Board in its review of D A P 
in 1995 would bear that in mind. They would like to hear the Secretariat's views on how the concepts of 
the revised drug strategy could be fully reflected in W H O support to countries for health sector reform in 
collaboration with the World Bank. Welcoming the fact that the Director-General in appointing a new 
director for D A P had promised to increase the number of highly qualified staff attached to the programme, 
the Nordic countries assumed that the regular budget allocation for D A P in the biennium 1994-1995 would 
reflect that strengthening of programme staff. 

The development and active use of indicators to monitor progress in the implementation of national 
drug policies and the application of ethical criteria was important. She understood that the matter would 
be pursued, for example in the forthcoming new edition of the World drug situation report. The increasing 
use of operational research to develop methods and tools, achieve scientifically sound evaluation, provide 
systematic feedback and apply experience gained was also welcomed. The Nordic countries had given 
strong support to D A P since its inception in 1981 and appreciated the importance attached to the revised 
drug policy and to the work of D A P and D M P . There would be a continued need for wholehearted 
commitment, leadership and global coordination from W H O in the field of pharmaceuticals in the years 
to come. 

The C H A I R M A N then invited the Committee to consider the following draft resolution on the 
implementation of W H O ' s revised drug strategy with reference to the safety, efficacy and quality of 
pharmaceuticals proposed by the delegations of Algeria, Angola, Bangladesh, Brazil, Canada, Cyprus, 
Guinea-Bissau, Gambia, Japan, Kenya, Lesotho, Malawi, Mauritius, Myanmar, Turkey, United Kingdom 
of Great Britain and Northern Ireland, United Republic of Tanzania, and United States of America: 

The Forty-seventh World Health Assembly, 
Having reviewed the report of the Director-General on the implementation of W H O ' s Revised 

Drug Strategy; 
Recalling resolutions WHA37.33, WHA39.27 and WHA41.16; 
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Noting that, whereas many Member States have now developed an indigenous pharmaceutical 
industry to support their essential drugs programmes, others remain largely dependent upon imported 
products; 

Aware, moreover, of an unacceptable prevalence of substandard and counterfeit pharmaceutical 
products in international trade which threatens to erode confidence in the health-care system because 
such products may be inefficacious or toxic; 

1. R E A F F I R M S the principles embodied in W H O ' s Guiding Principles for small national drug 
regulatory authorities and the W H O Certification Scheme on the Quality of Pharmaceutical Products 
moving in International Commerce; 

2. U R G E S Member States to provide the resources and manpower needed to strengthen then-
national regulatory capability, 

R E Q U E S T S the Director-General: 
(1) to maintain the normative activities that provide standards to assure the quality, safety 
and efficacy of pharmaceutical and biological products, having regard to the evolution of new 
technology; 
(2) to ensure the continued provision of independent information to support effective 
registration, to control excessive claims in advertising and to promote the rational use of drugs; 
(3) to provide complementary support and training at country level to assist in strengthening 
regulatory capacity; 
(4) to promote and support the biennial International Conference of Drug Regulatory 
Authorities as a means of fostering understanding and collaboration between officials in 
countries at all stages of development. 

Professor D E R V I S O G L U (Turkey), introducing the draft resolution, said it highlighted important 
areas of the revised drug strategy since the normative functions of W H O in the pharmaceutical field were 
vital to drug regulatory authorities throughout the world. Those functions had been widely discussed at the 
Seventh International Conference of Drug Regulatory Authorities, held in the Netherlands in April 1994. 
Other important areas of activity were the provision of standards to ensure the quality, safety and efficacy 
of pharmaceutical and biological products throughout the world, the distribution of independent information 
on such products, and recognition of the need to train regulators and inspectors at country level and of the 
need to protect the general public against the distribution of substandard and counterfeit products. In order 
to take account of those concerns she proposed that the third preambular paragraph should be deleted and 
replaced by the following two paragraphs: 

"Noting that the pharmaceutical trade is becoming more complex as more countries 
manufacture and export pharmaceuticals and biological products and active ingredients, and as new 
technologies are applied to their production; 

Aware, therefore, that countries need to develop the capability to ensure the quality of all such 
products - both brand-name and generic and both domestically manufactured and imported - on their 
national markets". 

Dr A N T E Z A N A (Assistant Director-General) said that the draft resolution introduced by Turkey 
would have no major administrative or financial implications since the action recommended came within 
the normative functions already being carried out by the Organization for the purpose of strengthening 
current activities and supporting States in implementing their own national regulatory mechanisms and 
normative functions. There would probably be a need for some reassignment of budgetary funds already 
allocated and for adjustment of priorities, but no large input of resources would need to be sought. 

The draft resolution introduced by Norway would probably have financial implications and might 
entail a need for additional money from both the regular budget and extra-budgetary resources. In that 
regard, with reference to what had been said by the delegate of Norway, the 1994-1995 budget had already 
been approved and allocated, so that any action taken would involve reallocation of funds within the budget. 
However, in the light of the draft resolution, provision was being made in the 1996-1997 regular budget for 
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strengthening both staff numbers and operating funds for the programme. A s far as extrabudgetary 
resources were concerned, the Management Advisory Committee of the Action Programme on Essential 
Drugs had met in March 1994 and had recommended a new strategic approach to the implementation of 
the Action Programme which would require some readjustment not only of funds and administrative 
mechanisms but also of the overall strategy of the programme. The next meeting of the Management 
Advisory Committee would be asked to consider any other additional activities that might result from 
adoption of the draft resolution. 

Dr C I C O G N A (Italy), reaffirming his delegation's support for the Action Programme on Essential 
Drugs, said that Italy wished to be included among the sponsors of the draft resolution on rational use of 
drugs and the Action Programme on Essential Drugs introduced by Norway. 

Dr A D A M S (Australia) strongly endorsed all four draft resolutions and the amendments proposed 
by Turkey to the draft resolution introduced by that country, a draft Australia wished also to sponsor. 

Dr O C H O A (Colombia) emphasized the importance of an appropriate supply of essential drugs for 
improving the coverage and quality of health services. Colombia was developing a holistic approach to 
drugs supply through a cooperative which had over 140 institutions around the country. It had built up 
10 years' experience, unique in Latin America, relating not only to essential drugs but also to other health 
care inputs such as medical^ surgical, dental, laboratory and radiological equipment. Needs were identified 
not only on the basis of past trends but also through epidemiological studies that indicated the priority areas 
to be covered by the service network, and the consequent demand for drugs. At the commercial level, a 
system of joint purchases had proved advantageous, particularly from the point of view of quality control. 
A storage and distribution system had also been set up throughout the network. Hospitals had treatment 
protocols, and educational programmes were being developed in drug prescription for health care personnel 
and in the proper use of drugs for the community. Discussions were under way with the W H O Action 
Programme with a view to having the cooperative designated a W H O collaborating centre. The support 
of W H O had been invaluable in setting up the programme. The Colombian Government strongly supported 
the essential drugs strategy and was a sponsor of the draft resolution introduced by Norway. 

Dr L O U M E (Senegal) said that Senegal also wished to sponsor that draft resolution. For the past 
four months, following the devaluation of the C F A franc, Senegal had been revising its drug supply strategy, 
which had generated private sector interest in view of the new emphasis on generic drugs. There was 
nevertheless a quality control problem, not with drug sampling but with the quality of the drugs ordered, 
in spite of the W H O certification scheme. A possible solution to the problem might be to set up a drug-
testing unit in the C F A franc zone, which would also order in bulk on behalf of all countries involved 
instead of each country ordering individually. 

Dr V A N E T T E N (Netherlands) said that his delegation supported the revised drug strategy described 
in the Director-General's report. That was an important policy document that brou^it together the key 
elements of the regulatory and normative aspects of access to essential drugs and the rational use of drugs. 
For that reason, the Netherlands was one of the sponsors of the draft resolution on the rational use of 
drugs and W H O ' s Action Programme. 

Dr O S A W A (Japan) expressed support for the draft resolution on the safety, efficacy and quality of 
pharmaceuticals, as amended by Turkey. W H O was to be commended for the revised drug strategy, which 
was crucial for the improvement of drug quality, safety and efficacy. Japan had recently revised its 
pharmaceutical legislation to achieve such improvement and was sharing its ejqperience with other Member 
States. 

It fully recognized the urgent need to control illicit drugs throughout the world and supported the 
activities of the Division of Drug Management and Policies and related divisions in W H O , whose efforts 
to control substandard, counterfeit and spurious drugs were outstanding. In all those areas, pharmacists 
played an extremely important role, as had been confirmed at recent international meetings in New Delhi 
and Tokyo, and he called upon the Organization and Member States to support them in that role. 
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Dr M A K U M B I (Uganda) said that statutory regulations needed to be put in place to implement the 
W H O Action Plan. The Ugandan Parliament had enacted two laws in 1993，the National Drug Authority 
Statute and the National Medical Stores Statute, which together provided the framework for regulating the 
inflow of drugs into the country and ensuring the quality of the drugs and their proper distribution. People 
would eventually have easy access to drugs throughout the country. The national medical stores were 
responsible for procuring drugs on the essential drugs list for the public sector and, in future perhaps, for 
the private sector as well. All public organizations were required to purchase drugs from that source to 
ensure economies of scale as well as quality. Quality assurance remained an absolute requirement for the 
safe and efficacious use of drugs, particularly in the developing world where drug dumping was common. 
Uganda fully supported the draft resolutions before the Committee. 

Professor K O N D É (Guinea) said that in 1988 his country had embarked on a broad programme to 
revitalize its basic health services in accordance with the Bamako Initiative in which drugs were the basis 
of the cost-recovery system.. The W H O Action Programme had supported Guinea in the preparation and 
implementation of its drug strategy and master plan. It was to be hoped that intercountry cooperation 
would be intensified and that donor countries would continue to support the Action Programme, which 
would significantly improve the access of people, particularly the poorest, to basic health care services and 
essential drugs. Guinea supported all four draft resolutions, particularly the one on the rational use of 
drugs, and commended the Action Programme on its work with Member States. 

Dr N I G H T I N G A L E (United States of America) expressed support for all four draft resolutions under 
consideration. The two resolutions recommended by the Executive Board would be particularly useful to 
the work of W H O and Member States, and pharmacists would be able to play a greater role than hitherto 
in furthering the aims of the revised drug strategy. 

The draft resolution on the rational use of drugs and the Action Programme emphasized the need 
for greater attention within and outside W H O to a major technical cooperation programme, and his country 
welcomed the opportunity to sponsor the draft resolution on safety, efficacy and quality of pharmaceuticals, 
which highlighted the important normative work of W H O , in particular the regular updating of the model 
list of essential drugs and maintenance of the network of drug information officers in each country, all of 
which was relevant to developed and developing countries alike. 

H e recalled that at the Seventh International Conference of Drug Regulatory Authorities, held 
recently in the Netherlands, participants from nearly 100 drug regulatory authorities had discussed such 
topics as international harmonization, clinical trials and e^edited access to drugs for HIV infection and 
AIDS, together with the broader problem of emer • g drug resistance. 

The United States Government commended e Organization on the high quality of the normative 
and informational documents and publications, in particular the periodical WHO drug information, which 
made it possible to share information on regulatory action concerning drugs, biologicals and medical devices 
in a timely manner with other drug regulatory authorities without any significant cost to governments. 

Dr M E T T E R S (United Kingdom of Great Britain and Northern Ireland) expressed his agreement 
with the many delegations that had emphasized the vital need for access to drugs whose safety, quality and 
efficacy had been properly evaluated and assured. W H O had a most important role to play in that respect 
throu^i the revised drug strategy and the exercise of its normative functions relating to protection against 
counterfeit, substandard or inactive drugs. It was essential for W H O , through the Action Programme, to 
facilitate improved global access to essential drugs; it was vital, too, that, through the work of the Division 
of Drug Management and Policies, W H O should continue to provide independent information to support 
effective drug registration and regulation and to strengthen regulatory capacity. The United Kingdom was 
among the sponsors of the resolutions introduced by Norway and Turkey, which, with their emphasis on 
the validation of quality of medicinal products, were complementary. It also supported the draft resolutions 
recommended by the Executive Board. 

Dr VIOLAKI-PARASKEVA (Greece) said that although Greece supported all four draft resolutions 
before the Committee, it wished to propose a new paragraph 3 to the resolution on the safety, efficacy and 
quality of pharamaceuticals, which would read as follows: 
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"3. REQUESTS governments and pharmaceuticals manufacturers to cooperate in order to ensure 
complementary support of public health goals." 

Greece also wished to be one of the sponsors of that draft resolution. 

Dr DASHZEVEG (Mongolia) said that since 1991, Mongolia, which was among the sponsors of the 
draft resolution introduced by Norway, had implemented a revised national drug policy developed in 
accordance with WHO's drug strategy and essential drugs programme. In 1992, it had organized, in 
cooperation with WHO, the first national workshop on national essential drug policy; a second workshop 
was to be held in June 1994. At a time when Mongolia was moving towards a market economy, the 
development and implementation of an appropriate national drug policy were particularly important. Some 
positive changes were already taking place as a result of action taken within the national drug policy, 
particularly in relation to the cost and quantity of drugs. On 1 January 1994, a health insurance system had 
been introduced, which now covered over 90% of the population and under which 50% of the price of a 
drug on the national list of essential drugs purchased from a pharmacy under a physician's prescription 
would be reimbursed by the health insurance fund. Efforts would in future focus on improving equitable 
access to essential drugs, promoting the rational use of drugs and strengthening financial and human 
resource capacities. 

Mrs HERZOG (Israel) said that Israel, in addition to supporting the draft resolutions recommended 
by the Executive Board, wished to be numbered among the sponsors of the draft resolutions introduced by 
Norway and by Turkey (as amended). 

Dr AZMOODEH (Islamic Republic of Iran) said that his delegation also wished to sponsor those 
draft resolutions. 

Dr ABU BAKAR SULEIMAN (Malaysia) said that his delegation welcomed the draft resolution 
contained in resolution EB93.R12 on the role of pharmacists in support of the revised drug strategy and 
supported all the draft resolutions before the Committee, wishing to be added to the sponsors of the draft 
resolution introduced and amended by Turkey. 

Dr MOREAU (France) said that Member States should be encouraged to strengthen the role of the 
national authorities by developing simple rules that would make it possible to guarantee the quality of 
locally manufactured generic products and by setting up more quality control laboratories to facilitate the 
use of imported generics. Such action was particularly important in French-speaking African countries 
following the devaluation of the CFA franc; the Action Programme on Essential Drugs had an important 
role to play in that connection. France was a sponsor of the draft resolution introduced by Norway. 

Dr DOSSOU-TOGBE (Benin) said that his delegation supported the four draft resolutions before 
the Committee. Benin had adopted a system of essential drugs since 1987 by which the use of generic drugs 
had provided a considerable boost to various programmes including the Expanded Programme on 
Immunization and the maternal and child health programme. Benin's authorities worked closely with the 
communities in those programmes and, welcomed the emphasis on community action for health at the 
current Technical Discussions. He would therefore propose the addition of a new preambular paragraph 
in the draft resolution on the rational use of drugs and WHO's Action Programme, reading: "Aware of the 
role of the community in the rational use of drugs". Similarly, in the draft resolution on the safety, efficacy 
and quality of pharmaceuticals, he proposed a new final preambular paragraph reading: "Aware also of the 
primordial role of the community in drug control". He further proposed that paragraph 2 in the same draft 
resolution be amended to read: "URGES Member States to promote community action and to provide the 
resources and manpower needed to strengthen their national regulatory capacity". 

Dr PHILIPPON (Canada) said that the success of the revised drug strategy depended very much on 
close collaboration between the two WHO programmes responsible, respectively, for normative and for 
operational work. Canada, which supported all the draft resolutions under consideration, considered the 
rational use of drugs a particularly important aspect of the drug strategy. His country was particularly 
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concerned about the rapidly increasing resistance of microorganisms to antibiotics as a result of their 
inappropriate use. 

Dr GEORGE (Gambia) said that WHO's revised drug strategy had been instrumental in helping 
countries develop relevant drug policies and in ensuring the quality, efficacy and safety of drugs distributed 
at community level and in the African subregions. Tbanks to WHO's assistance, it was now possible to 
carry out quality control measures locally in his own country. 

Safety and efficacy were genuine concerns, in view of the wide distribution of spurious, mislabelled 
and counterfeit drugs and unprofessional and uncontrolled advertising. Such dangers could cause increased 
morbidity, disability and even mortality, particularly in rural areas. 

The Gambia welcomed all four draft resolutions; it was already a sponsor of the draft resolution 
introduced by Turkey and would like to sponsor the one introduced by Norway as well. 

Dr MAINA BOUKAR (Niger) said that generic drugs were now a main factor in a country's health 
system and their quality was very important. Niger had its own WHO-approved drug quality control 
laboratory. The draft resolution introduced by Norway, of which Niger was one of the sponsors, 
demonstrated the need for better cooperation at all levels; WHO played an essential role in that context. 

Professor SHAIKH (Pakistan) said that his country supported the four resolutions under discussion 
and encouraged WHO wholeheartedly to pursue the Action Programme, which was crucial to proper health 
care. Pakistan had compiled a national essential drugs list for use in hospitals at different levek and was 
also formulating a national drug policy. It would like to facilitate training to promote quality control, 
procurement and supply of drugs and their rational use. WHO's efforts to bring about reforms in the 
health sector through the revised drug strategy were important as part of the attempt to achieve the goal 
of health for all by the year 2000. WHO's assistance was also required to help Member States combat the 
use of counterfeit drugs. 

Dr PICO (Argentina), commending the Director-General's report, stressed the importance of the 
rational use of drugs and of ensuring the safety, efficacy and quality of pharmaceuticals. He was pleased 
to inform the Health Assembly of the establishment in Argentina of a national drugs, food and medical 
technology administration, which had benefited from the assistance of the Organization. 

Argentina supported the draft resolutions, as they were geared to improving some of the most difficult 
aspects of health systems administration. The rational use of drugs was conducive not only to efficiency 
but also to equity and social justice. Extensive work was being carried out to that end in Argentina, in 
scientific and university circles in particular, as well as on family-oriented policies. A multifaceted national 
quality assurance programme took into account the innumerable factors that interacted on the health of 
the population, including health sector financing and the social security system. He hoped that WHO would 
encourage a greater exchange of experience between Member States, as a means of boosting national health 
systems. 

Dr KHOJA (Saudi Arabia) drew attention to the fact that the Gulf Cooperation Council had 
developed a programme on biological aspects of drugs, so as to have better access to the range of essential 
drugs. Considerable progress had also been made in quality control. There was good cooperation between 
pharmaceutical administrations of the countries concerned and the United States Food and Drug 
Administration; he hoped that that would be further strengthened, together with stronger cooperation with 
WHO. 

Asking that Saudi Arabia figure as one of the sponsors of the draft resolution introduced by Turkey, 
he suggested that the words "including vaccines and sera" be added after H. . . biological products" in 
paragraph 4(1). 

He also suggested the addition of a new paragraph 5, referring to new mechanisms that WHO should 
develop to enable doctors and pharmacists to be assured of the quality and reliability of new drugs. 

Dr SANGALA (Malawi) said that financial constraints sometimes obliged developing countries to 
purchase drugs from uncertain sources or manufacturers of dubious standing, although the problem was 
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sometimes mitigated owing to greater competitiveness as the number of pharmaceutical companies 
increased. It was essential for developing countries to have the means and capacity to evaluate drugs in 
the right perspective. Paragraph 4(5) of the draft resolution introduced by Norway covered that point, and 
as one of its sponsors he commended the draft to the Committee. He also ejçressed his support for the 
other draft resolutions. 

Dr MUKHERJEE (India) said that WHO's drug strategy provided clear guidelines. In India, the 
drugs and cosmetics legislation controlled the import, manufacture, distribution and sale of drugs, whereas 
state licensing authorities were responsible for the granting and renewal of manufacture and sale of licences. 
The Drug and Magic Remedies Advertisement Act forbade the advertising of drugs for the prevention or 
cure of certain diseases; it was being amended to update the list of drugs and to prevent clinics making 
unjustifiable claims. India followed WHO's guidelines very strictly. There were approximately 20 000 
licensed drug manufacturers in India, of which 500 large or medium firms covered 80% of pharmaceutical 
needs and concentrated on research and development. In view of the recent liberalization of government 
policy, further development of manufacturing facilities in India was expected. India was self-sufficient in 
regard to most of its drug production. It endorsed the draft resolutions introduced by Norway and Turkey. 

Professor WOJTCZAK (Poland) said that during the turbulent times of transformation in Poland, 
his country had had to learn how to handle problems related to the fast development of the pharmaceutical 
free market; very rapid privatization and the opening of a vast number of new private outlets had led to 
une^ected problems. ТЪе documentation, guidelines and regulations promulgated by WHO had proved 
invaluable in that connection. Poland supported all four draft resolutions and wished to join as a sponsor 
of the draft introduced by Norway. 

Dr ARITA (Honduras) said that the draft resolution introduced by Turkey replied to a major need 
of the developing countries, which was now being confronted in a strategic way. ТЪе standardization of 
drug quality should be made systematic at international level. There was a need for the dissemination of 
independent and reliable information, as well as advice on regulatory matters. The draft resolution 
introduced by Norway represented an important step in the rational use of drugs and Honduras wished also 
to sponsor it. 

Dr DHANVARACHORAN (Thailand) said that WHO's support in the development of national drug 
policies was crucial, and its leadership was needed more than ever, both for the establishment of ethical 
criteria and to strengthen the regulatory authorities. Thailand was now implementing a national drug 
policy, including an essential drug list to promote the use of generically labelled drugs. 

His country supported all the draft resolutions under consideration. 

Dr SAVEL'EV (Russian Federation) reported that his country was giving the closest attention to the 
provision of essential drugs; a national policy recently established by the Ministry of Health was based on 
the experience of foreign countries and the assistance of the relevant programmes of WHO. Together with 
the national pharmaceutical industry, the Ministry had reviewed and adjusted the list of essential drugs with 
particular emphasis on quality control, registration and instructions for use. 

He stressed that his delegation was a sponsor of the draft resolution introduced by Norway and 
supported both drafts recommended by the Executive Board as well as the draft on the safety, efficacy and 
quality of pharmaceuticals as amended by its sponsors. 

Professor NABI (Bangladesh) stated that Bangladesh was also a sponsor of the draft resolution 
introduced by Norway and that some of the measures recommended in it had already been implemented 
with positive results in his own country. Bangladesh had introduced a national drug policy in 1982 with 
good results for the country, the people and even for local business. The aims of the policy were to 
increase the availability and accessibility of good-quality essential drugs, to eliminate non-essential and 
potentially harmful products, to encourage the local manufacture of drugs and raw materials, and to develop 
legal and administrative mechanisms to ensure the policy worked. 
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Since 1982 local production of essential drugs had increased from 30% to 80%, drag prices had 
stabilized, and the quality of products had improved. í-kú …г : г ь i ^ 

Third World countries needed strong support from WHO as well as financial support from developed 
countries in order to improve their quality control laboratories and regulatory authorities, with the provision 
of continuing training and technical e^ertise. The high price of medicinal products encouraged the 
production of counterfeit drugs, so the price of imported drugs needed to be reduced, though such drugs 
should preferably be produced in the developing countries themselves; the quality assurance of locally 
produced pharmaceuticals was relatively easier than prevention of the importation of counterfeit drugs. 
WHO should also work on educating professionals in the use of cost-effective treatment. 

Dr EL-JABER (Qatar) said that his country wished to be counted among the sponsors of both draft 
resolutions introduced earlier in the meeting and favoured the amendments proposed by Saudi Arabia. 

Mr GALLOPIN (International Pharmaceutical Federation), speaking at the invitation of the 
CHAIRMAN, stressed the importance of the draft resolution contained in resolution EB93.R12 for all 
governments and for the pharmacy profession. It emphasized as never before the role pharmacists could 
play in national health care systems. His federation (FIP) had for many years advocated the greater use 
of pharmacists to promote more effective use of pharmaceuticals. 

Pharmacists were in a unique position in the health care system, as their education and training 
enabled them to ensure that medicines reached the patient safety and effectively. Quality, safety and 
efficacy were three essentials of health care, and FIP sought, through education, to improve the competence 
of pharmacists to give appropriate advice to other health workers and government officials, both in 
developed and developing countries. The advice might differ with the audience, but the training and 
underlying philosophy remained the same. 

Many governments with the help of pharmacists had developed essential drug lists based on the advice 
of organizations such as FIP and WHO. The inclusion of drugs in those lists had to be based on 
satisfactory standards of quality assurance and the work of WHO in that connection was much appreciated, 
as was its important work in setting quality standards for pharmaceuticals and in promoting drug regulatory 
activities. 

Pharmaceutical care, which could be defined as the responsible promotion of drug therapy for the 
purpose of achieving a definite outcome that improved a patient's quality of life, was an important part of 
health care. In most countries the use of drugs was not rational, and patients' attitudes to treatment should 
be reviewed to achieve maximum benefit and avoid untoward side-effects. His federation endorsed the 
terms in which the draft resolution called upon pharmacists everywhere to promote, in collaboration with 
other health professionals, the concq)t of pharmaceutical care as a means of furthering the rational use of 
drugs. 

In 1993 at its international congress in Tokyo, FIP had organized an educational programme on 
pharmaceutical care that had been attended by a large number of pharmacists, many from developing 
countries. Also in 1993, FIP had published guidelines on good pharmaceutical practice, designed to form 
the basis of national guidelines on acceptable standards in the practice of pharmacy. Those guidelines had 
been developed in consultation with the governments of all Member States of WHO, whose help was greatly 
appreciated. They would be the basis for future development of the pharmacy profession in many countries. 
FIP had about 80 national associations as members and represented about 300 000 individual pharmacists 
in more than 70 countries; members worked in community and hospital pharmacies as well as in the 
pharmaceutical industry, the academic world and government service. FIP was proud to support and 
cooperate with WHO in its endeavours, and hoped that the draft resolution would be adopted. 

Dr ARNOLD (International Federation of Pharmaceutical Manufacturers Associations), speaking 
at the invitation of the CHAIRMAN, recalled that over the years the IFPMA had underlined the 
importance of drug quality for the revised drug strategy, and was pleased that that view was supported by 
most delegates. Within the last six months, in collaboration with WHO at both headquarters and regional 
level, the IFPMA had organized two successful workshops on drug quality for officials in government 
regulatory agencies and drug control laboratories. In December 1993 a workshop in Harare involved 
officials from 12 countries of eastern and southern Africa, following an earlier meeting for West African 
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countries in Togo in 1991. In March 1994 a workshop in Minsk, attended by 63 delegates from five of the 
newly independent states had also been very successful, and considerable enthusiasm had been noted for 
future and similar meetings in other countries and other regions of the world. 

He urged that priority should be given to improving the availability of medicines where they were 
most needed and to making certain that they were both effective and of good quality. Resources should 
not be wasted on fake, substandard and ineffective medicines, and appropriate standards should be defined 
and upheld. 

His federation attached particular importance to the issue of good manufacturing practice, and the 
need for universally acceptable standards, and to that end it offered further collaboration with WHO. He 
hoped that the draft resolutions that dealt with the issues he had raised would be adopted. 

Mr LYONS (World Assembly of Youth), speaking at the invitation of the CHAIRMAN, expressed 
the hope that all Member States would use innovative methods in research into the manner in which 
patients acquired and used pharmaceuticals; that was particularly relevant in the context of counterfeit and 
poor quality medication. 

Professor CALDEIRA DA SILVA (representative of the Executive Board) said that he had been 
pleased to note in the introduction of the draft resolutions by the delegates of Norway and Turkey, the 
emphasis that had been placed on the need to apply the revised drug strategy to the private as well as to 
the public sector as well as to sectors other than health. Commenting on the use of the word "efficacy" in 
the draft resolution introduced by Turkey, he said that efficacy was but one component of quality; another, 
equally important, one was effectiveness. 

The discussions on the agenda item would be forwarded to the Executive Board. 

Dr ANTEZANA (Assistant Director-General) thanked the delegates for their comments, support and 
suggestions on the WHO revised drug strategy and the four draft resolutions presented. Regarding the 
Norwegian delegate's question as to how the revised drug strategy could be incorporated in the health 
sector reform being discussed with the World Bank, he stated that WHO was studying ways to ensure equity 
and accessibility to health services as a whole in the context of any health reform. The revised drug strategy 
played a major role in that since drugs were linked to the credibility of health services and also required 
foreign currency. The World Bank had accepted a scheme for financing essential drugs and for intensified 
support to countries which most needed them. All components would be considered in the discussions 
before health reforms took place. 

Regarding the difficulties of transition from a central to a free-market economy that the delegate of 
Mongolia had mentioned, he assured the Committee that WHO would continue to offer support to help 
overcome them. 

He could reassure the Canadian delegate that WHO was working to strengthen collaboration between 
the two programmes with responsibilities in the drug field and that both programmes and the corresponding 
draft resolutions represented two faces of the same coin. WHO had always regarded safety, efficacy and 
quality as a major activity, while promoting access with equity. Concerning the devaluation of the CFA 
franc that had led to the importation of generic drugs and so to a need to strengthen quality assurance, he 
was pleased to report that WHO had started working on the problem with countries immediately the 
devaluation occurred. 

Finally, he said that at its last meeting the Management Advisory Committee of the Action 
Programme had planned for full support over the next three to four years at country level for all the 
activities of the WHO revised drug strategy. 

The CHAIRMAN invited the Committee to approve the draft resolutions recommended by the 
Executive Board in resolutions EB93.R6 and EB93.R12. 

The draft resolutions were approved. 

The CHAIRMAN invited the Committee to approve the draft resolution on implementation of 
WHO's revised drug strategy with reference to the rational use of drugs and WHO's Action Programme 
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on Essential Drugs, introduced earlier by the delegate of Norway. He recalled that Benin had proposed 
amending the draft by the addition of a new preambular paragraph. 

The draft resolution, as amended，was approved. 

The CHAIRMAN then drew the Committee's attention to the draft resolution on implementation 
of WHO's revised drug strategy with reference to the safety, efficacy and quality of pharmaceuticals, 
introduced earlier by the delegate of Turkey. Amendments having been proposed by Benin, Greece, Saudi 
Arabia and Turkey, he suggested that a revised draft resolution be considered at a later meeting. 

It was so agreed. 

Elimination of neonatal tetanus and the control of measles (Resolution WHA42.32; Document A47/9) 

Professor MBEDE (representative of the Executive Board), introducing the progress report of the 
Director-General, said that the number of infants who died annually from tetanus during the first three 
weeks of life had been halved since 1980; the global figure was now 500 000. Furthermore, more than 
30 000 deaths associated with tetanus among women were avoided each year. Those results were the fruit 
of an effective campaign to vaccinate women with tetanus toxoid before or during pregnancy, particularly 
in the African and South-East Asia Regions and in a small number of countries where there was a high risk 
of neonatal tetanus. 

In 1985, the World Health Assembly had set an objective of eliminating neonatal tetanus by the year 
1995. In the early 1980s, the disease had accounted for more than 25% of all deaths among young children 
in many countries. The elimination of neonatal tetanus would save the lives of one million newborn infants 
per year. The objective could only be achieved, however, by accelerated immunization programmes and 
the introduction of hygienic conditions for deliveries, especially in high-risk regions and population groups. 

As measles control progressed in a country, there was generaUy an increase in the number of cases 
among older people, who had a lower risk of dying from the disease. Therefore, the world target of a 95% 
reduction in the number of deaths by the year 1995 would probably be achieved if current trends continued; 
many countries, indeed, had already achieved it. Although the main strategy for controlling measles was 
to ensure as high as possible an immunization coverage among children aged 9-11 months, supplementary 
strategies were also used in order to reduce the number of cases in other age groups and in regions at high 
risk, to be identified through epidemiological studies. Activities such as national and subnational 
immunization days were necessary in order to reach certain communities. 

The need for a new measles vaccine was indicated by the fact that the disease continued to occur in 
infants under the age of 9 months, which was the minimal age recommended for administration of the 
currently available vaccine during systematic immunization programmes. In some developing countries 
almost one-third of all measles cases occurred in infants less than 9 months old. 

Acceleration of national immunization programmes, especially in high-risk regions, would make it 
possible to achieve the objective for 1995 of eliminating neonatal tetanus and controlling measles, and 
Member States should undertake to achieve those aims. 

Professor ORDOÑEZ CANCILLER (Cuba) reported that the first campaign against neonatal tetanus 
in Cuba had consisted in the free distribution in Havana in 1903 of "aseptic packets" for treating the 
umbilical cord, organized by Dr Carlos J. Finlay. Since 1959, the national health system of Cuba had used 
the short-term strategy of vaccinating pregnant women with tetanus toxoid and the long-term strategy of 
increasing institutional involvement. Before that date, coverage of women up to five months of pregnancy 
had been only 40%; it was now more than 90%. The institutional share had increased from 63% in 1963 
to 99.8% in 1993. An immunization programme was currently being carried out by family doctors and 
nurses, who attended about 600-700 persons, to provide coverage of more than 90% of the population. It 
could be said that neonatal tetanus had been eradicated in Cuba since 1972 and had not reappeared. 

In the control of measles, coverage of children aged 1-14 years with triple oral vaccine had been over 
95%; coverage of children aged 2-6 was 98.1%. At the end of 1993, only 2 cases of measles had been 
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notified in Cuba, as compared with 3000 cases before the control programme had started. No death from 
measles had occurred since 1985. 

The national immunization programme and other measures had meant that in 1993 Cuba had had 
the lowest infant mortality rate, from all causes of death, in its history: 9.4 per 1000 live births. The 
mortality rate for children aged 1-4 years was 0.8 per 1000 inhabitants and that for children aged 5-14 was 
0.4 per 1000. He expressed the thanks of the people of Cuba for the assistance they had received in 
obtaining vaccine. 

Dr EL-JABER (Qatar) said that there had been no case of neonatal tetanus in Qatar for a long time, 
as deliveries usually occurred in hospital under excellent hygienic conditions. Despite the fact that there 
was a high level of vaccination coverage for measles in infants aged 9 months or more, cases occurred 
occasionally. The strategies described in the report had been adopted, and good results had usually been 
obtained. There had been no death from either neonatal tetanus or measles. 

Dr MACHADO (Brazil) said that all possible efforts were being made to eliminate neonatal tetanus 
within the next 12 months, although that goal might be difficult to achieve. In the next national multiple 
immunization campaign, Brazil hoped to achieve the maximum coverage rate with antitetanus vaccine， 
especially among pregnant women. The Ministry of Health was intensifying prenatal monitoring in all 
public health services and had launched a seven-day publicity and educational programme throughout the 
country. 

The annual number of cases of measles had been reduced considerably, bringing the disease under 
control. No case of poliomyelitis had been declared in Brazil for five years, and he hoped that the country 
would receive international certification of the eradication of poliomyelitis in 1994. 

Dr MUÑOZ PORRAS (Chile) noted the mention in the report of the need for supplementary 
immunization against measles, through nonselective campaigns covering all children. The campaign carried 
out in Chile in 1992 had been considered to be necessary, despite 95% coverage within regular vaccination 
programmes. A dramatic decrease in the number of cases of measles had been seen recently, so that there 
was room for optimism that the goal of total elimination of the disease might be achieved within the next 
few years. 

Dr SHUKOR MOHAMED NOOR (Malaysia) said that Malaysia subscribed to the strategies 
proposed for elimination of neonatal tetanus: immunization of pregnant women, identification and 
surveillance of high-risk areas, and immunization of 80% of all pregnant women. A coverage of 81.1% had 
been achieved in 1993, and neonatal tetanus was now localized in one state in eastern Malaysia. WHO 
strategies for controlling measles had resulted in a national coverage of 83.8% in 1993, so that the target 
of reducing the number of deaths from measles by 95% and the number of cases by 90% by the year 1995 
was achievable. 

Dr KHOJA (Saudi Arabia) said that vaccination coverage in Saudi Arabia in 1993 had been 91.2% 
for neonatal tetanus and 93.3% for measles. The target for vaccination of pregnant women against tetanus 
was 100%. Neonatal tetanus had been virtually eliminated in 1986, and about 90% of deliveries now 
occurred in clean conditions. An integrated programme had been drawn up for the elimination of the 
disease. 

Strategies to control measles were clearly described in the report, and he particularly noted the 
reference to costs on the last page. Health education for women and girls was important, as were regular 
monitoring and assessment throughout the country in order to evaluate the real incidence of the disease. 
Only if reliable scientific information were available, for instance, from day nurseries and kindergartens, 
could preventive measures be taken. Cooperation and coordination with the private sector would 
strengthen its contribution to relevant plans and projects for prevention. The number of cases of 
unprovoked abortion could be used as an indicator of the prevalence of tetanus. WHO should continue 
to pay close attention to the problems of elimination of neonatal tetanus and control of measles, as it had 
done for poliomyelitis, and might usefully publish a book on the subject. 
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Mr LYKOV (Russian Federation) said that the diseases covered by the E^anded Programme on 
Immunization continued to be topical and important, despite successes in controlling them. Some diseases 
that had been under control previously were now reappearing. Growing numbers of cases of diphtheria, 
measles and whooping-cou^i were being seen in the Russian Federation, despite earlier successes achieved 
through mass vaccination campaigns - for example, there had been a 50% reduction in measles incidence 
in 1991 compared with the previous reporting period. One reason for the now increasing incidence was 
the low level of vaccination coverage; in 1992，only 82% of children under the age of 2 years had been 
vaccinated. In 1993, the Government had adopted a programme for 1993-1997 based on the strategies 
recommended by WHO. The elimination of neonatal tetanus and the control of measles were priorities 
in the promotion of child health. 

The meeting rose at 17h30. 
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