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ELEVENTH MEETING 

Wednesday, 13 May 1992, at 14h30 

Chairman: Dr С. L. MEAD (Australia) 

DRUG POLICIES: Item 19 of the Agenda (continued) 

Essential drags: Item 19.1 of the Agenda (Resolution EB89.R4) (continued) 

The CHAIRMAN invited the Committee to continue its consideration of resolution EB89.R4. In view of 
the large number of amendments proposed, she suggested that they should each be considered separately 
before moving to the complete resolution. 

It was so decided. 

The SECRETARY said the first proposed amendment, submitted by Malawi at the ninth meeting, was to 
add a sixth preambular paragraph, which read: 

"Reaffirming the continued validity of the essential drugs concept as a means of achieving greater equity 
of access to safe and effective medicines;". 

The amendment was approved. 

The SECRETARY said the second proposed amendment, also submitted by Malawi, was to amend 
operative paragraph 2(2) to read as follows: 

"to utilize global and local experience in developing national drug policies and in strengthening national 
drug infrastructure with a view to ensuring the regular supply and rational use of a selected number of 
safe and effective drugs and vaccines of acceptable quality, at the lowest possible cost, based on the 
concept of the WHO Model List of Essential Drugs;". 

Dr MUKHERJEE (India) queried the inclusion of a reference to vaccines since the resolution was 
concerned with essential drugs, and vaccines were mentioned nowhere else in the text. 

Dr ANTEZANA (Action Programme on Essential Drugs) said that while there was no fundamental 
objection to removing the reference to vaccines, the term had been included because the Action Programme 
operated under programme 12.2 (Essential drugs and vaccines) of the Programme Budget. 

Dr NIGHTINGALE (United States of America) said it would be preferable for the wording to continue 
to reflect the terms of the Programme Budget. 

Dr MUKHERJEE (India) said that if the word "vaccines" were to be retained in operative 
paragraph 2(2), then for reasons of symmetry it should also appear in the preamble. 

It was so agreed. 

Dr NIGHTINGALE (United States of America) said that the proposed amendment, by removing the 
words "where appropriate" from the original paragraph, constituted a major change that could undermine the 
philosophy of the revised drug strategy. Reinsertion of the words "where appropriate" after "with a view to 
ensuring" was necessary to make allowance for the great differences among countries and for the fact that each 
country was responsible for determining how it wished to ensure the availability of safe and effective drugs to 
its people. 

Dr MIYAKE (Japan) endorsed that proposal. 



Professor KHONJE (Malawi) said deletion of the words "where appropriate" had seemed logical since 
the Action Programme was principally directed to developing countries. However, as the resolution itself 
would be applicable to both developed and developing countries, he would, in the interests of compromise, 
have no objection to reinsertion of the phrase. 

The amendment, so modified，was approved. 

The SECRETARY said the third proposed amendment, submitted by Sweden at the tenth meeting was 
to replace operative paragraph 2(3) with the following wording: 

"to sustain the development of national capability to define, implement and evaluate rational drug 
policies and programmes, in particular through the intensification of training and education of 
professional personnel and the public as well as through the utilization of operational research;". 

The amendment was approved. 

The SECRETARY said the fourth proposed amendment, submitted by the United Republic of Tanzania 
at the tenth meeting, was to insert a new operative paragraph 2(5) to read as follows: 

"to strengthen efforts in research and production of drugs from medicinal plants in collaboration with 
WHO and other United Nations agencies;". 

The amendment was approved. 

The SECRETARY said the fifth proposed amendment, submitted by Malawi at the ninth meeting, was 
to insert a new operative paragraph 3(2) to read as follows: 

"to promote and adopt essential drug policies in their health development work;" 

Mrs VIOLAKI-PARASKEVA (representative of the Executive Board) proposed that the last four words 
should be replaced by "the development of their health policies". 

Mr ORTENDAHL (Sweden) said that the purpose of the proposed amendment was advocacy of the 
Action Programme. However, that objective was already covered by a proposed new operative paragraph 5(2). 
Since the aim of operative paragraph 3 was in fact to request a different type of action, he proposed that the 
original text of operative paragraph 3 should be retained unchanged and the question of advocacy left to 
operative paragraph 5. 

Mrs MATTHIAS (Canada) endorsed that proposal. 

It was so decided. 

The SECRETARY said the sixth proposed amendment, submitted by Malawi, was to modify operative 
paragraph 4.1 to read: 

"to continue to review closely the progress achieved within the Action Programme as the central 
component of WHO's activities in support of the revised drug strategy;". 

Mrs CORNAZ (Switzerland) said that since the Action Programme was not the only unit of the 
Organization engaged in revising drug strategies it would be more appropriate to replace the words "the 
revised drug strategy" by "a revised drug strategy". 

Dr METTERS (United Kingdom of Great Britain and Northern Ireland), Dr NIGHTINGALE (United 
States of America), Dr MIYAKE (Japan) and Dr FATTORUSSO (Italy) endorsed that proposal. 

It was so decided. 

The amendment, so modified was approved. 



The SECRETARY said the seventh proposed amendment, submitted by Sweden, was to modify 
operative paragraph 5(1) to read as follows: 

"to intensify WHO's support, in conformity with the mandate of the Action Programme, to countries in 
developing, implementing and evaluating national drug policies and essential drugs programmes as well 
as in strengthening their resources and capacities in these respects, including operational research;". 

Professor KHONJE (Malawi) said he would prefer "developing" following the words "to countries in" to 
be replaced by "formulating". 

The amendment, so modified was approved. 

The SECRETARY said the eighth proposed amendment, submitted by Malawi, was to insert a new 
operative paragraph 5(2) to read as follows: 

"to strengthen the role of the Action Programme in providing conceptual leadership and advocacy in 
mobilizing and coordinating a global collaborative effort to improve the world drug situation;11. 

Dr NIGHTINGALE (United States of America) proposed that the words "Action Programme" should be 
replaced by "WHO". The action proposed in the paragraph was further to WHO's activities in support of a 
revised drug strategy as set out in operative paragraph 4(1) and involved many parts of the Organization in 
both headquarters and the regions. 

Professor KHONJE (Malawi) said that in the interests of consistency he could agree to that change. 
Nevertheless the Action Programme had the major role in providing conceptual leadership and advocacy in the 
area concerned. 

The amendment, so modified, was approved. 

Mrs CORNAZ (Switzerland) proposed that the final subparagraph, now to be renumbered 5(4), should 
be amended to read: 

"to report periodically to the World Health Assembly through the Executive Board on progress achieved 
and problems encountered". 

It was so agreed. 

The resolution, as amended, was approved. 

Safety and efficacy of pharmaceutical products: Item 19.2 of the Agenda (Resolutions WHA41.16, WHA41.17, 
WHA41.18, EB89.R2 and EB89.R3; Documents A45/13) 

Dr VIOLAKI-PARASKEVA (representative of the Executive Board), introducing the item, said that the 
Executive Board had, at its eighty-ninth session been informed by its Committee on Drug Policies that 
progress in the implementation of the revised drug strategy had been commendable, especially in connection 
with the quality assurance of drugs, requirements for their registration, the provision of related information 
through WHO publications and the observance of the WHO Certification Scheme on the Quality of 
Pharmaceutical Products Moving in International Commerce. During the ensuing discussion several Board 
members had emphasized that WHO had a major role to play in drug regulation internationally. Since the less 
developed countries had few resources for independent analytical control of drugs, reliance must be placed, for 
locally-produced products, on the enforcement of WHO's good manufacturing practices by a national 
inspectorate, and, for imported products, on the rigorous implementation of the WHO Certification Scheme. 

In resolutions EB89.R2 and EB89.R3, the Board recommended two resolutions for adoption by the 
Health Assembly, the first on WHO ethical criteria for medicinal drug promotion, and the other on newly 
proposed guidelines on the WHO Certification Scheme. She stressed that resolution EB89.R2 had been 
adopted after considerable discussion in the Board, which had concluded that the Council for International 
Organizations of Medical Sciences (CIOMS) would be the most appropriate forum for the meeting suggested, 
and on the understanding that WHO would be fully involved in the planning and organization of the meeting. 



The objective was to provide a reasoned discussion paper on the WHO ethical criteria that was respectful of 
all viewpoints, and that should offer constructive proposals that would be submitted, at least in preliminary 
form - together with other initiatives proposed by the WHO Secretariat - to the Executive Board Committee 
on Drug Policies in January 1993, and that would subsequently result in action by WHO. 

The CHAIRMAN drew the Committee's attention to the following draft resolution on harmonizing drug 
regulations, which was proposed by the delegations of Australia, Canada, Finland, Jamaica, Myanmar, and the 
United Arab Emirates and had been circulated two days previously: 

The Forty-fifth World Health Assembly, 
Recalling resolution WHA26.30 regarding the implementation of an international drug information 

system, resolution WHA28.65 on good manufacturing practices and resolutions WHA37.33, WHA39.27 
and WHA41.16 on the rational use of drugs; 

Appreciating the contribution made to the promotion of harmonized activities and information 
transfer between regulatory authorities by the International Conference of Drug Regulatory Authorities 
(ICDRA); 

Recognizing that international harmonization of technical requirements for drug registration will 
contribute to reducing the costs of pharmaceuticals, increase their availability worldwide and accelerate 
the development of new drugs, while maintaining high standards of quality, safety and efficacy; 

Noting the recent initiatives by regulatory agencies and the pharmaceutical industries in the 
harmonization of standards and requirements for drug regulation, including the First International 
Conference on Harmonization of Technical Requirements for Drugs, held in Brussels in November 1991; 

Noting also the effectiveness of the information network established by WHO, 

1. URGES Member States: 
(1) to complete the implementation of their national drug strategies, including a full inventory of 
drugs available in their markets; 
(2) to support and participate in sessions of the International Conference of Drug Regulatory 
Authorities concerning harmonization of drug regulatory activities; 
(3) to review and adopt where appropriate, through national processes, internationally accepted 
standards for the testing and registration of pharmaceuticals and biologicals; 

2. INVITES the pharmaceutical industry to continue to collaborate with drug regulatory authorities 
and with WHO, where appropriate, in order to ensure that the advantages of harmonization 
benefit all concerned; 

3. REQUESTS the Director-General: 
(1) to continue to offer Member States appropriate technology to assist with drug inventories 
and to further the international harmonization of drug regulatory regimes; 
(2) to strengthen ICDRA with a view to increasing the effectiveness of national drug regulatory 
activities. 

Dr MIYAKE (Japan), commending the progress report, said that he supported the resolutions 
recommended by the Executive Board. Expressing appreciation for the guidelines for implementation of the 
WHO Certification Scheme, he said that his Government was sure to begin implementing the guidelines and 
issuing the corresponding certificates within five years. 

He noted with satisfaction that WHO had chosen Tokyo as the August 1993 venue for the second 
meeting on the role of the pharmacist in medical care. The meeting would be important and useful for the 
implementation of WHO's revised drug strategy. Japan continued to support WHO,s financial and technical 
activities in that field, and hoped that the Organization would continue to accord them high priority. 

Finally, the International Conference of Drug Regulatory authorities had provided a valuable opportunity 
to exchange information, in which connection Japan supported the draft resolution on harmonizing drug 
regulations. 

Professor LEOWSKI (Poland) said that with the prospect of entry into the European Community, 
Poland faced the challenge of having to comply with the Community's standards and requirements in respect of 
the safety and efficacy of pharmaceutical products. It was therefore concentrating on its human resource and 
training requirements, while pursuing broad international cooperation with the United States Food and Drug 



Administration, mainly through fellowships, and with other drug registration and quality control agencies. 
Poland was involved in close cooperation with the European Pharmacopoeia and had been granted observer 
status to its Commission. The provision of information by WHO and the European Community was also of 
great practical benefit. 

However, the coordination of complex activities in the field did present difficulties owing to the fact that 
drug regulatory authorities comprised a great number of organizational components. For that reason, he 
commended the Director-General on his progress report and expressed the hope that WHO would further 
strengthen its coordinating role. 

Mrs MATTHIAS (Canada) said that in October 1991，Canada had hosted the sixth meeting of the 
International Conference of Drug Regulatory Authorities (ICDRA), the record attendance at which had 
included 70 WHO Member States, representatives of the WHO Division of Drug Management and Policies 
and WHO regional offices, the Commission of the European Communities, the European Free Trade 
Association, the Nordic Council on Medicines, and UNICEF. The Conference had adopted recommendations 
covering such matters as the WHO Certification Scheme, future perspectives of ICDRA, traditional medicines, 
and the local harmonization of drug regulatory requirements. The Conference had introduced into its format a 
plenary discussion session with a panel composed of members of international pharmaceutical industry 
associations. The session had helped to sensitize both members and panel representatives to important issues 
such as counterfeit medicines and drug promotion practices. 

As had been noted at ICDRA, increasing attention was now being paid to the need for greater 
harmonization of drug registration procedures and other aspects of drug control. WHO had been involved in 
that process and should continue to voice the interest of its Member States. Canada was therefore a sponsor 
of the draft resolution on harmonizing drug regulations, and she urged the 93 Member States that had not yet 
done so to participate in ICDRA and thereby strengthen it. All national drug regulatory authorities could use 
ICDRA as a consultative and consensus mechanism. 

Canada also supported the draft resolution on WHO ethical criteria for medicinal drug promotion, 
believing that WHO and CIOMS should jointly convene a meeting of interested parties, and the draft 
resolution on the WHO Certification Scheme. 

Mrs CORNAZ (Switzerland) said that WHO had an important and continuing role to play in the drug 
regulatory field. All those involved in the production of pharmaceuticals, their distribution and prescription, 
and their use, had their respective responsibilities for setting standards and applying them, but the 
responsibilities of some were rendered all the greater when economically weak. Countries lacked well-
developed drug registration and surveillance infrastructures. WHO's responsibilities in quality assurance were 
both regulatory - in the promulgation of requirements - and operational - in the provision of support for the 
establishment and operation of national systems of quality control and of quality assurance during storage and 
shipment. 

Emphasizing the importance of WHO ethical criteria for medicinal drug promotion, she expressed the 
hope that WHO would, in a dialogue with all interested parties, pursue its efforts to strengthen the criteria and 
promote their application. In that connection she supported the proposal to organize, under WHO's auspices, 
a meeting of interested parties. 

She would have appreciated more information, in the report before the Committee, on WHO's activities 
in relation to and support of elements other than efficacy and safety involved in implementation of the drug 
strategy, particularly on information and training - two major elements in the drug strategy and in the rational 
use of drugs. 

Dr FATTORUSSO (Italy) noted that the problems considered in the report concerned both 
industrialized and developing countries. The direct collaboration that now existed between the regulatory 
authorities of the most highly industrialized countries had led to a reduction in WHO's standardization 
activities, and he wondered whether that was in everyone's interests. As things stood, the good manufacturing 
practices, the international biological standards and the common international nonproprietary names for 
pharmaceutical substances were the main international standards promulgated by WHO and recognized by the 
majority of Member States. However, WHO was also developing new activities relating to the exchange of 
information between national drug monitoring authorities, thus establishing a very useful link between the 
industrialized and the developing countries, which constantly needed objective and up-to-date information on 
new and existing drugs. That new aspect of WHO，s role should be encouraged, and he therefore supported the 
draft resolution on harmonizing drug regulations. 



Italy had from the outset participated in the WHO Certification Scheme and was interested in the 
proposals concerning it that were contained in the progress report. He had not yet had time to assess their 
administrative implications, but did not foresee any difficulty in that regard and could therefore agree to the 
draft resolution on the WHO Certification Scheme recommended by the Executive Board. 

As to the International Drug Monitoring Programme, he was fully satisfied with the work of WHO's 
collaborating centre at Uppsala and reiterated his gratitude to the Government of Sweden for its support to 
the centre. Italy was an active participant in that Programme, and had, since 1984, transmitted to the centre 
some 8900 reports on suspected adverse drug reactions. With regard to the question of access to the Uppsala 
centre's database, the provision of the data, which were the result of confidential information transmitted to 
WHO by national centres, must remain the direct responsibility of the Director-General of WHO. 

Dr MORK (Norway), speaking on behalf of the Nordic countries, said that they were deeply concerned 
at the growing problem of counterfeit and substandard drugs and at the slow progress being made to assure the 
quality and safety of drugs moving in international commerce and marketed in developing countries. 

It was essential to the success of the revised drug strategy that prescribers, pharmacists and the general 
public should understand the concept of the rational use of drugs. WHO and individual countries must 
therefore place far more emphasis on that concept through information, education and communication. 

Prescribers the world over were eager to have information on new drugs and new knowledge about old 
drugs. In most cases the pharmaceutical industry was the main source of such information, which made it 
important that there should be interaction and dialogue between industry, public health authorities, 
professional organizations and consumers. The Nairobi Conference in 1985 had called for the development of 
ethical criteria for medicinal drug promotion. WHO's 1988 publication on Ethical criteria for medicinal drug 
promotion partly served that purpose, as did the Code of Pharmaceutical Marketing Practices adopted by the 
International Federation of Pharmaceutical Manufacturers Associations (IFPMA) in 1981. However, none of 
those instruments would have any impact if they were not adhered to, monitored and analysed, and 
appropriate action was not taken at both national and global levels. WHO had a major role to play in that 
sphere, and he was somewhat concerned that the progress report gave little information on the implementation 
of the principles embodied in the WHO criteria. Very few countries had responded to the questionnaire sent 
out by WHO, and it was clear that the Organization needed to intensify its activities for the implementation of 
its criteria. While recognizing the high competence of CIOMS and the value of its contribution, he 
emphasized that the responsibility for further development must rest with WHO. 

Any public health programme must be based on scientifically sound information, and he welcomed the 
efforts being made to tackle some of the unsolved problems through the revised drug strategy and the Action 
Programme on Essential Drugs. Good examples of those efforts were WHO's Model prescribing information 
series, the WHO drug information bulletins, and the unpublished "Model Guide to Good Prescribing" that was 
being field-tested. He commended WHO on the work done to date. 

On behalf of Norway, he proposed four amendments to the draft resolution contained in document 
EB89.R2. The third preambular paragraph should be amended to read: 

"Noting with concern that little information is available on a ogress in controlling medicinal drug 
promotion through the use of the concepts embodied in the ) ethical criteria;". 

The fourth preambular paragraph should be amended to read: 

"Noting that many drug regulatory authorities do not yet have the administrative resources to regulate 
drug promotion;". 

In the first line of operative paragraph 1，the words "intensify efforts to" should be inserted between 
"URGES Member States to" and "involve government agencies"，since efforts were already under way in many 
countries. 

Finally, as he and other speakers had intimated, WHO should have full responsibility in connection with 
the ethical criteria. In order to make that quite clear, he proposed that operative paragraph 2(1) should read: 

"to convene, jointly with the Council for International Organizations of Medical Sciences (CIOMS), a 
meeting of interested parties to discuss approaches to further promote the principles embodied in 
WHO's ethical criteria for medicinal drug promotion". 



Dr BOUZOUITA (Tunisia) said that his country had been participating in the WHO Certification 
Scheme since 1978. It had subsequently developed its own system of quality assurance, with both operational 
and consultative structures. 

All imported pharmaceutical products had to receive a marketing licence, which the Tunisian Ministry of 
Health granted only after the applicant had demonstrated that the product met the following conditions: it had 
been licensed for sale in the country of origin and it had been produced in an authorized factory, in 
accordance with the appropriate requirements and quality control procedures. 

Locally produced drugs were subject to regulations similar to those for imported products. In addition, 
local production was monitored throughout the manufacturing and distribution process. Manufacturers of 
pharmaceuticals had to be licensed by the Ministry of Health, in accordance with good manufacturing practice. 

His country had developed a legislative framework which had resulted in the establishment of quality 
assurance structures, enabling it to grant licences to drug exporters. 

He noted with satisfaction the Organization's efforts to harmonize drug registration. Tunisia particularly 
appreciated the assistance it had received in computerizing its licensing procedures and in monitoring its 
imports and welcomed the linking of the Maghreb countries in that effort. Other noteworthy efforts of the 
Organization were defining the role of the pharmacist and information activities. 

Dr NIGHTINGALE (United States of America) commended WHO for its sponsorship of the 
International Conference of Drug Regulatory Authorities, which presented a valuable opportunity for the 
Organization to provide leadership in strengthening national drug regulatory capabilities, in particular by 
providing information needed by both developing and developed countries. 

More work was needed to promote the use of the WHO ethical criteria, particularly at the national level. 
In that connection, his delegation endorsed the draft resolution contained in resolution EB89.R2 but proposed 
that paragraph 2(1) be clarified by inserting the words "in collaboration with WHO" after "convene a meeting 
of interested parties". He wondered also whether more forceful words than "to suggest" might be used in the 
same paragraph. 

His country had for many years cooperated with WHO in implementing the Certification Scheme by 
providing certificates to foreign governments for pharmaceutical products. Several elements of the Scheme 
needed to be refined, however, including the certification document itself. It was gratifying that WHO had 
undertaken a pilot project to determine how the Scheme was functioning and how it could be improved. Major 
international harmonization activities, such as the First International Conference on Harmonization of 
Technical Requirements for Drugs, were likely to have an impact on the Certification Scheme. WHO should 
maintain its role in those activities in order to ensure that its guidelines were current. 

The Organization was to be commended for initiating activities to prevent and detect the export, import 
or smuggling of spurious and counterfeit drugs. The Joint WHO IFPMA Workshop on Counterfeit Drugs, 
held in Aprü 1992 in Geneva, had proved most valuable to his country's Food and Drug Administration. 
WHO would be facilitating future communication between organizations working in that area and his 
Government would continue to participate in that effort. 

His delegation was pleased to note the progress made in the International Drug Monitoring Programme. 
Use of the Organization's database on the adverse effects of marketed drugs had helped alert United States 
authorities to potential problems. He supported the draft resolution on the WHO Certification Scheme as 
recommended by the Executive Board in its resolution EB89.R3 and the draft resolution on harmonizing drug 
regulations. 

Mr VAN DONGEN (Netherlands) commended the Organization for its efforts to promote the use of the 
WHO ethical criteria. His delegation was generally in favour of the draft resolution proposed by the Executive 
Board in its resolution EB89.R2, but considered it a compromise that could benefit from further revision. He 
preferred, for instance, the proposed Norwegian amendment to paragraph 2(1) to that proposed by the United 
States of America, since the Organization should not delegate any part of its responsibility to a 
nongovernmental organization. 

In addition, the Netherlands proposed amendments to paragraphs 2(2) and 2(3). Paragraph 2(2) should 
be replaced by: 

"to develop strategies and strengthen mechanisms for the dissemination, promotion, implementation and 
monitoring of the ethical criteria on medicinal drug promotion at country and global levels". 

As it stood, paragraph 2(3) stated that any action taken in accordance with it and other initiatives should 
be reported to the Committee on Drug Policies of the Executive Board. He wondered whether that was 



justified from a legal point of view, since that Committee was simply a suborgan of the Board. Given its 
importance, the matter should be brought to the attention of the World Health Assembly. He proposed, 
therefore, that paragraph 2(3) should be reworded to read: 

"to report the outcome of the meeting of interested parties and other actions of the Organization 
relevant to this issue to the Forty-seventh World Health Assembly through the Executive Board." 

Dr METTERS (United Kingdom of Great Britain and Northern Ireland) said that his delegation 
welcomed the Organization's continued support for the International Conference of Drug Regulatory 
Authorities. 

It appreciated the various initiatives undertaken to strengthen relationships between national drug 
regulatory authorities. In that connection, the International Pharmacopoeia had a valuable role to play, 
particularly is assisting developing countries to ensure the quality of medicinal products. The principles of 
ensuring safety, quality and efficacy were of universal importance. The potentially disastrous consequences of 
circulating counterfeit, substandard or spurious products had global implications and his delegation endorsed 
the need for the proposed meeting of interested parties with the International Federation of Pharmaceutical 
Manufacturers Associations (IFPMA). It was vital to develop joint activities to curb the dangerous circulation 
of ineffective and substandard "drugs". 

While his Government was encouraged by the steps taken so far by Member States to adopt the WHO 
ethical criteria, it remained concerned by the difficulties experienced by some developing countries in adopting 
those criteria, which emphasized the need for further discussion on how the criteria could be promoted. Such 
discussions would be useful only if all interested parties were involved. 

With regard to the draft resolution recommended by the Executive Board in its resolution EB89.R2, he 
believed that more emphasis should be placed on the Organization's involvement in the proposed meeting of 
interested parties, as referred to in paragraph 2(1) of the resolution. However, his delegation was not in 
favour of altering the substance of the draft resolution, although it could agree to the clarification of the 
Organization's role proposed by the United States delegation. The amendment preferred by the Netherlands 
changed the intention of the carefully considered proposals of the Executive Board, but he agreed with the 
Netherlands that the outcome of the meeting should be reported to the World Health Assembly. 

His country strongly supported the objectives of the WHO Certification Scheme. It had carried out a 
pilot test of the Scheme in August 1991 and, from that experience, considered that the current format of the 
certifícate was not entirely satisfactory. It would be preferable to have data submitted to the Scheme in a form 
that could be easily computerized. 

It was important that WHO should develop a strategy for international drug monitoring compatible with 
existing drug monitoring and surveillance programmes. That was the only way to have free and rapid 
interchange of information between such programmes. 

Mr IHNAT (Czechoslovakia) said that the WHO Certification Scheme, which was of great value, was 
intended to strengthen licensing and registration systems, not to replace them. National quality control and 
assurance systems were still necessary. Overall quality control of the manufacturing process was essential to 
ensuring high-standard drugs for the consumer. 

Under the legislative framework of the Czech and Slovak ministries of health, good manufacturing 
practices had been implemented in 1990，in accordance with resolution WHA28.65. 

To implement drug policies fully, there was a need for training and continuing education in hospitals and 
retail pharmacies; quality assurance, regulatory and registration procedures; quality control laboratories; drug 
manufacturing units; and drug supply and management activities. Collaboration between WHO and the 
International Federation of Pharmaceutical Manufacturers Associations and the World Federation of 
Proprietary Medicine Manufacturers would provide trained personnel to carry out quality assurance through 
pharmaceutical inspection services. 

His delegation endorsed the three draft resolutions currently before the Committee. 

Dr BAD RAN (Jordan) expressed support for the report in document A45/13, especially in regard to 
WHO ethical criteria for medicinal drug promotion and the WHO Certification Scheme. She suggested that 
amendments were needed to both the draft resolutions before the Committee. In the resolution contained in 
resolution EB89.R2, operative paragraph 2(1) should be reworded to suggest that WHO adopt and implement 
the ethical criteria for medicinal drug promotion and convene a meeting of interested parties to discuss 
approaches to further promoting the principles embodied in those criteria as well as a consultation of other 
specialized scientific and research bodies, and then present recommendations to the Director-General. 



In the resolution contained in resolution EB89.R3, she proposed the addition of a third operative 
paragraph, calling for strengthening the drug information system globally by the establishment and distribution 
of up-to-date lists of officially licensed and registered pharmaceutical manufacturing companies in different 
countries that produced pharmaceutical raw materials and finished products, in addition to the annual 
consolidated list of banned products published by the United Nations. 

Mrs HODGKIN (International Organization of Consumers Unions), speaking at the invitation of the 
CHAIRMAN, said that her Organization (IOCU), with more than 180 member organizations in over 
70 countries, had played an important role in the work of the network Health Action International (HAI) for 
more than 10 years. IOCU and HAI were committed to the full implementation of the WHO essential drug 
concept and had consistently supported efforts to achieve a more rational use of drugs, cooperating with the 
Action Programme on Essential Drugs and other relevant WHO programmes. 

IOCU particularly welcomed the Action Programme's "Charter for equity in essential drugs",1 the 
growing recognition that essential drugs policies could work only if they were understood and supported by 
consumers, and the emphasis on information, education and communication. Following the involvement of the 
Action Programme in workshops organized by IOCU and HAI in Latin America and Africa to promote the 
national use of drugs, the Programme had given support to IOCU for 1991-1994 for the organization of 
national workshops in six Asian countries to increase prescriber awareness of the essential drug concept. 

The WHO publication, The rational use of drugs in the management of acute diarrhoea in children, was an 
important tool for consumers and health workers alike and was being widely used in public health campaigns; 
a Bengali version co-financed by HAI and WHO had just been launched. It was encouraging to note that 
several inappropriate anti-diarrhoeals had recently been taken off the market, and IOCU would continue to 
campaign for the removal of other inappropriate products. The commitment made by delegates at the Health 
Assembly to develop and implement national essential drug policies was also encouraging. In the worsening 
international situation reported by the Director-General, WHO's support in the development of national drug 
policies was welcome. While national action remained essential, WHO support and leadership was also crucial. 

Counterfeit drugs contravened consumers，rights, including the right to truthful information, but an even 
greater public health problem was that of substandard drugs. 

IOCU and HAI had always been particularly concerned with issues relating to the promotion and 
marketing of drugs. Since the adoption of ethical criteria for medicinal drug promotion at the Forty-first 
World Health Assembly, little progress had been made in promoting or implementing the WHO ethical 
criteria, and only two countries had indicated that they had taken the criteria into account in reviewing their 
regulatory system concerning pharmaceutical promotion. HAI had accordingly developed a series of indicators 
and had carried out a pilot study in 31 countries. The results suggested that the criteria had had minimal 
impact on the standard of promotional practice, that few countries had adequately answered the call to 
monitor and enforce the implementation of measures, and that the standards in developing countries still 
lagged behind the developed countries. There was evidence of continuing unethical drug promotion and the 
failure of voluntary industry codes to deal with it. There was a need for strong WHO leadership and support 
to national governments in controlling and monitoring drug promotion. It was important to refine the 
performance indicators and survey instrument piloted by HAI, to monitor national implementation of WHO 
ethical criteria regularly, to revise and strengthen WHO ethical criteria on a regular basis, and to report on 
progress to the World Health Assembly. 

Consumer organizations would continue to monitor developments and were willing to cooperate with 
WHO, national governments and others in establishing, promoting and implementing policies to regulate 
medicinal drug promotion. In conclusion, if less money were spent on promoting inessential drugs and 
expensive brand-name drugs, with less waste and irrational use, fewer drugs of substandard quality and less 
secrecy in drug regulation, funds might become available for more attention to other forms of treatment, 
greater access to essential drugs, more drugs of guaranteed quality and more independent information and 
training for prescribers and consumers. 

Mr GALLOPIN (International Pharmaceutical Federation), speaking at the invitation of the 
CHAIRMAN, assured WHO of the Federation's full support for three aspects of its pharmaceutical activities. 
First, it supported WHO's efforts to harmonize drug registration procedures. The draft resolution on 
harmonizing drug regulations was a most timely initiative. Secondly, it welcomed the establishment of the 
WHO Certification Scheme which made for quality assurance even in the absence of an appropriate quality 

1 See document WHO/DAP92.5. 



control laboratory. It therefore fully supported the draft resolution recommended in resolution EB89.R3. 
Thirdly, since the quality of information on drugs supplied both to health professionals and to patients must be 
beyond reproach, it was in favour of the draft resolution on WHO ethical criteria for medicinal drug 
promotion. 

Aware as it was that many Member States suffered a shortage of qualified pharmacists, the Federation 
was gratified to note that WHO had prepared and utilized reports on the role of pharmacists in health systems 
and that the Organization was planning a conference on that subject in Tokyo in 1993. Finally, the topic of the 
Technical Discussions at the current Health Assembly highlighted the fact that pharmacists must be particularly 
careful to provide women with appropriate information on hygiene and health. 

Dr BANKOWSKI (Council for International Organizations of Medical Sciences), speaking at the 
invitation of the CHAIRMAN said that the Council (CIOMS) was fully prepared for continued collaboration 
with WHO, especially in the delicate area of ethics. CIOMS’ experience in that area included the 
development, in close collaboration with WHO, of a number of ethical criteria, which were included in 
guidelines for various fields of research. Regarding drug safety, the experience of CIOMS had revealed the 
importance of collaboration with national drug regulatory authorities and drug manufacturers. In both fields -
ethical criteria and drug safety - it was crucial to ensure，from the outset and under WHO，s authority, the 
involvement of consumer organizations, the medical profession, the academic community and national drug 
authorities. CIOMS offered its experience and resources in support of the implementation of the draft 
resolution on WHO ethical criteria for medicinal drug promotion, including the convening of a meeting as 
there suggested. 

Dr ARNOLD (International Federation of Pharmaceutical Manufacturers Associations), speaking at the 
invitation of the CHAIRMAN, said that the Federation (IFPMA) represented the broad majority of the 
world's pharmaceutical industry, including virtually all the research-based sector. Before commenting on 
aspects which IFPMA believed should receive the highest priority, he drew attention to its collaboration with, 
and financial support for, some 15 WHO programmes, expressing his belief that, with encouragement from the 
Health Assembly, the industry could be motivated to continue and even augment that support. 

On the subject of drug quality, IFPMA had provided substantial support for and participated in a recent 
successful workshop organized by WHO on the issue of counterfeit medicines. There was a risk that 
counterfeiting would become an epidemic and there were indications that organized crime was involved. 
Effective action must be taken to prevent its spread. The recommendations of the workshop would, he 
believed, lead to action that would diminish that criminal activity. He was gratified to note that the issue of 
drug quality was receiving higher prominence than in the past. Management of the question of drug quality 
would help to resolve many of the problems of drug availability and use. 

Although the extended use of the WHO Certification Scheme went some way towards regulating the 
quality of imported products, there was a critical need for an effective system of drug regulation, together with 
the application of good manufacturing practice (GMP) requirements to all products on the market. The role 
of WHO in providing guidelines and assistance to countries as well as GMP inspection was very important. 
IFPMA had helped with the installation of government quality control laboratories and with training. It had 
also played an important role in the organization of the First International Conference on Harmonization of 
Technical Requirements for Drugs and was working on preparations for the second and third conferences. 
The Federation welcomed the draft resolution on harmonizing drug regulations and would certainly respond 
favourably to the invitation to the industry expressed in the second operative paragraph. 

The pharmaceutical industry had not overlooked its obligation to market its products in a responsible 
and ethical way. IFPMA had recently published a review of the use and application of the IFPMA Code of 
Pharmaceutical Marketing Practices, which was acknowledged to have brought about a significant improvement 
in marketing standards. The Federation believed that the Code, whose application was under constant review, 
was fully consistent with WHO ethical criteria. 

The Federation had reacted positively to the Executive Board's proposal to ask CIOMS to convene a 
meeting to consider ways of further promoting the principles of the criteria. It hoped that there was general 
support for the Executive Board's recommended resolution, with the United States amendments, and that 
accordingly IFPMA and its constituents would be able to play a constructive part in such a meeting. 

Dr REINSTEIN (World Federation of Proprietary Medicine Manufacturers), speaking at the invitation 
of the CHAIRMAN and on behalf of the Chairman of the Federation (WFPMM), said that it had 40 national 
member associations comprising manufacturers of non-prescription medicines in developed and developing 
countries. Commending the report on the ethical criteria for medicinal drug promotion, he supported the 



Executive Board's recommended resolution on that subject, requesting a meeting of representatives of 
government agencies, consumers, the health professions, industry, and the media. Such a meeting, held jointly 
with WHO, would allow discussion of industry's new research findings, incorporate the views of health 
professionals, give governments an updated and broader view of the field so that they could adjust their 
regulatory control of drug promotion accordingly, and enable consumer organizations to present new 
information. 

WFPMM's concern with drug promotion related to medicines which could be legally sold and advertised 
directly to the public for responsible self-medication. The industry it represented was thus concerned with 
communicating efficiently and clearly to lay people. WFPMM had commissioned independent research on that 
subject and had shared the results with WHO. A review of independent studies had been compiled and a 
booklet had been published giving the principal data and conclusions. Copies had been provided to WHO and 
were available to ail those interested in the practice of responsible self-medication. The review had shown 
that, while there were national differences, people were cautious and responsible in their use of non-
prescription medicines. In the previous year, WFPMM had been associated with WHO's work to develop 
guidelines for the assessment of herbal medicines, and was gratified to note that they had been endorsed by 
the International Conference of Drug Regulatory Authorities in October 1991. 

In conclusion, he expressed full support for the work of WHO relating to responsible self-medication, for 
the draft resolution on harmonizing drug relations and for the resolution, on the WHO Certification Scheme, 
contained in resolution EB89.R3. 

Professor MATTHEIS (Germany) said that, since reliable information was essential to ensure safe use, 
her country welcomed the WHO effort to formulate criteria for proper advertising of medicinal drugs and to 
work towards their observance. Most industrialized countries had regulations on the subject that, like the 
proper manufacture of pharmaceutical products, were subject to state supervision. Usually, however, those 
regulations applied only to the domestic market, not to the activities of the companies abroad. Self-regulation 
by the pharmaceutical firms that were members of IFPMA and their adherence to the code that had been 
described by the IFPMA representative were welcome, but since there were pharmaceutical manufacturers that 
did not belong to IFPMA and were therefore not bound by the code, it was necessary for all countries to 
create the necessary legal framework and a system for supervising commerce in pharmaceutical products, 
including appropriate and reliable advertising. 

The WHO Certification Scheme had the full support of Germany. Although Germany also approved the 
proposed extension of the Scheme to include the raw materials used in the manufacture of drugs, it considered 
that the substances covered might be restricted to pharmaceutically active ingredients. Implementation of the 
Scheme required that suitable legal frameworks be in place in exporting and importing countries alike. State 
supervision of pharmaceutical manufacturers was necessary to ensure that they observed good manufacturing 
practices. The independent analyses of finished products referred to in resolution EB89.R3 could serve as a 
tool in supervision, manufacture and distribution but could not be introduced routinely for all products and all 
production batches. Countries of the Third World should also be encouraged to make use of the Scheme. 

Germany supported in principle the draft resolutions recommended in resolutions EB89.R2 and EB89.R3 
but looked forward to seeing the proposed amendments in writing. 

Dr BAD RAN (Jordan) said that the regulatory system in her country reflected the fact that a 
certification scheme was being applied. In the light of the WHO regional strategy for implementing the 
Certification Scheme. Jordan was adopting a legislative and regulatory scheme which was the product of 
cooperation between different departments of the Ministry of Health. It should ensure the safety and efficacy 
of all pharmaceutical products, whether manufactured locally or imported. A governmental drug quality 
control laboratory helped to ensure that no product was introduced that did not meet the required standards. 
The importance of that laboratory's work could be illustrated by the fact that the proportion of locally made 
products that did not meet those standards had fallen from 3.6% in 1988 to 0.8% in 1992, the proportion of 
imported products that failed to meet the standards had decreased from 4.5% to 3.3% in the same years. 

Mr CHIDARIKIRE (Zimbabwe) said that, in his country, ensuring correct conduct in all matters 
concerning pharmaceutical drugs was the responsibility of the Drugs Control Council, which had been 
constituted under the Drugs and Allied Substances Control Act 20 years previously. In collaboration with 
WHO, and particularly the Action Programme on Essential Drugs, the Drugs Control Council had recently 
updated its drug registration procedures by introducing a computerized data base, ZIMDIS, the Zimbabwe 
Drug Information System. For the past two years, the Drugs Control Council had the use of a laboratory; 
construction of a building to house it had received support from WHO, nongovernmental organizations and 



other donors. Another institution that was involved in this activity was the Drugs and Toxicology Information 
Service, an organ of the University of Medicine, supported by the Ministry of Health and WHO. The Drugs 
Control Council surveyed drug promotion by examining reports from its members and complaints from the 
general public, largely concerning advertisements in the media. Most of its work involved evaluating labelling 
and package inserts at the stage of registration. The Council had no prescribed code of ethics for 
practitioners. 

Zimbabwe had a viable local manufacturing sector, which worked closely with the regulatory authorities; 
thus, many of the problems identified in the Director-General's report did not appear to exist in his country. 
That might, however, be due to the fact that the subject had not been studied; perhaps WHO could provide 
facilities for Zimbabwe to study its drug promotion activities and benefits to consumers. 

His delegation endorsed the report in document А45/13 and expressed particular satisfaction with 
paragraph 14.3: the need for information on available resources, such as raw materials for local manufacture 
of good quality products, was important. Zimbabwe also supported the draft resolution recommended in 
resolution EB89.R2, as modified by Norway and the Netherlands. 

Dr VIOLAKI-PARASKEVA (representative of the Executive Board) said the Board was fully aware of 
the rights of WHO and the nongovernmental organizations. When introducing the Board's recommended 
resolution, she had referred to CIOMS but had pointed out that WHO would be fully involved in the planning 
and organization of the suggested meeting, the aim of which was to produce a reasoned discussion paper that 
would represent all points of view. The Executive Board had established a multidisciplinary scientific 
committee to study drug policy, which would make proposals to the Board, and those would be passed on by 
the Board to the World Health Assembly. The discussion had been useful, and the draft resolution 
recommended by the Board appeared to be acceptable with only minor changes. 

Dr HU Ching-Li (Assistant Director-General) reiterated that the important issue of the safety and 
efficacy of pharmaceutical products had been discussed thoroughly. The Secretariat would pursue further 
collaboration with Member States to ensure implementation of the ethical criteria for medicinal drug 
promotion and the proposed guidelines on the WHO Certification Scheme; collaboration would also be 
strengthened to improve national capacities for regulatory authorities, particularly in developing countries. He 
commented that, although a free debate was essential on the issue, the implications for the budget of WHO 
should be kept in mind. 

Dr DUNNE (Division of Drug Management and Policies) underscored the fact that the keys to 
improving the performance of countries in the activities under discussion were better control, formal drug 
registration, formal product licensing and, for developing countries, following WHO guiding principles for small 
regulatory authorities. Concern had been expressed by Norway about the small number of countries that had 
implemented ethical criteria; that surely reflected the lack in those countries of a clearly defined 
pharmaceuticals market and of an effective registration system. WHO had tried to supply technology that was 
acceptable and practicable. A notable advance had been the development of a software package for drug 
licensing. Within two years, more countries would be able to respond with more confidence on questions 
about advertising standards, counterfeit medicines and matters of quality assurance; those issues were now 
within the grasp of all countries. 

The programmes had received a great deal of support from Member States: Denmark, Sweden and the 
United Kingdom of Great Britain and Northern Ireland had contributed by preparing and establishing 
reference materials for biological products and pharmaceuticals, and Sweden had contributed regularly for the 
past 12 years to the International Drug Monitoring Programme. He was grateful to the countries that had 
hosted the International Conferences of Drug Regulatory Authorities. The governments of Italy, Germany and 
Japan had provided support for development of the computerized software and allowed WHO to extend 
training in analytical and regulatory matters to pharmacists. 

The DIRECTOR-GENERAL, commenting on the application of WHO ethical criteria for medicinal 
drug promotion, emphasized that promotion comprised many aspects other than advertising. The amendment 
proposed by Norway was not in line with operative paragraph 2(1) of the draft resolution recommended by the 
Executive Board in resolution EB89.R2; a decision to hold a joint meeting with CIOMS would have 
immediate financial implications for WHO. The Netherlands proposal to amend operative paragraph 2(3), in 
such a way as to request the Director-General to report on action taken to the Forty-seventh World Health 
Assembly posed a problem. The current financial situation was such that he could finance a joint meeting only 
from the next biennial Programme Budget i.e., 1994-1995; the requested report could thus be presented only 



to the Forty-eighth World Health Assembly. Two options were open: that WHO could perhaps be given some 
flexibility, either to cosponsor a meeting with CIOMS in 1992 or to wait to convene a joint meeting until the 
financial situation at WHO was clarified. It might be difficult to finance such a meeting from the 
Director-General's Development Fund. Perhaps a Member State might provide extrabudgetary support for 
such a meeting, but he had seen no sign of such an offer. The amendments proposed by the United States of 
America and Norway were widely different; that of the United States of America appeared closer in spirit to 
the draft resolution proposed by the Executive Board, and it was to be hoped that the interested parties would 
achieve a consensus. One of the amendments proposed by Jordan emphasized the importance of information 
on drugs. If WHO were requested to collect and disseminate such information, however, additional financial 
resources would again be required. In the draft resolution on harmonizing drug regulations, operative 
paragraph 3(2) requested the Director-General "to strengthen the ICDRA with a view to increasing the < 
effectiveness of national drug regulatory activities". Adoption of that provision would imply expansion of the 
ICDRA mechanism. The Secretariat would take note of the proposal and, in consultation with ICDRA, 
organize more effective and efficient mechanisms to meet the information needs described by the delegate of 
Jordan. 

The CHAIRMAN said that the amendments proposed to the draft resolutions recommended by the 
Executive Board in resolutions EB89.R2 and EB89.R3 would be considered at the next meeting, after they had 
been circulated in writing. Meanwhile, she invited the Committee to adopt the draft resolution on harmonizing 
drug regulations that had been introduced earlier in the current meeting. 

The resolution was approved. 

The meeting rose at 17h25 


