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In resolution WHA45.30 the Forty-fifth World Health Assembly urged Member States "to 
intensify efforts to involve government agencies including drug regulatory authorities, as well 
as pharmaceutical manufacturers, distributors and the promotion industry, health personnel 
involved in the prescription, dispensing, supply and distribution of drugs, universities and 
other teaching institutions, professional associations, patient and consumer groups, and the 
professional and general media (including publishers and editors of medical journals and 
related publications), in the implementation of the principles embodied in the WHO ethical 
criteria on medicinal drug promotion." 

The same resolution also requested the Director-General: 

(1) to request the Council for International Organizations of Medical Sciences (CIOMS) to 
convene a meeting of interested parties in collaboration with WHO to discuss possible 
approaches to further advancing the principles embodied in WHO'S ethical criteria for 
medicinal drug promotion; 

(2) to consider other approaches and mechanisms in the Member States to improve the 
implementation of WHO'S ethical criteria for medicinal drug promotion; 

(3) 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. 

The report of this meeting, as prepared by the Chairman in consultation with all participants, 
is attached. 
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INTRODUCTION 

1. The meeting requested in resolution WHA45.30 was jointly organized by W H O and CIOMS, and held 

in Geneva, 5-7 April 1993. Each of the interested parties, as defined in the resolution, was represented at 

the consultation. 

2. Background papers were prepared by WHO. Further papers describing the results of relevant studies 

or giving views on key issues were prepared by participants representing, in particular, industry, regulatory 

and academic bodies and consumers. A report of a preliminary meeting on the complementary issue of 

the provision and dissemination of "independent" drug information was also brought to the attention of 

participants. The full proceedings will become available during 1994. 

3. The report of the consultation (Annex) reflects the spirit of the debate. It was prepared on the basis 

of contributions made during the meeting and further comments during the drafting process. It is 

constructive and forward-looking. It focuses primarily on the application of the criteria in developing 

countries. It does not dwell on the deficiencies of the past. It sets out a commitment as agreed between 

the parties and outlines tasks for the future. It also defines an overriding ethical precept: the right to be 

informed. 

FUTURE ACTIVITIES 

4. The 19 recommendations of the consultation are broad in scope. They relate to education and 

communication; the interface between promotion and regulation; the development of national policies; 

and international collaboration. It appears that all the interested parties accept the validity of the WHO 

ethical criteria and are prepared to work collaboratively to further their implementation. 

5. It was generally appreciated that challenging problems will continue to emerge; that the policies and 

programmes of the interested parties will also change; and that the ethical criteria themselves will need 

to be adapted to changing circumstances. It was recognized that if collaborative efforts to promote the use 

of the criteria are to succeed they must not only be concerted: they must be responsive to change, and they 

must be given time. 

6. There was recognition throughout the consultation that progress will be dependent upon the 

leadership provided by WHO. It was recognized that the Organization is particularly well-placed to 

appreciate the needs and circumstances of national drug regulatory authorities and to further develop 

dialogue on how control of advertising can best be integrated into the process of drug registration. It must 

be achieved without limiting the capacity to meet other vital objectives of the registration process, including 

the need to assure quality and to prevent trade in substandard, spurious and counterfeit products. 

7. WHO is already promoting implementation of the ethical criteria from the regulatory perspective 

through: 

_ promulgation of its Guiding principles for small national drug regulatory authorities, 1 and preparation 

of model legislation and model software package for drug registration, which provides a means of 

controlling drug promotion through the establishment of an approved scientific data sheet; 

-development of its Model prescribing information, its system of information exchange on national 

regulatory decisions, and its contribution to the United Nations Consolidated List of Products 

whose Consumption and/or Sale have been Banned, Withdrawn, Severely Restricted or not 

Approved by Governments; 

1 W H O Technical Report Series, No. 790 (1990), Annex 6. 
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-field-testing of recently prepared guidelines for use of the Certification Scheme on the Quality of 

Pharmaceutical Products moving in International Commerce, which now contains provision for 

exchange of drug data sheets and for approved labelling. 

8. WHO remains concerned, however, about the paucity of "independent" factual and authoritative 

information directed to prescribers and to patients and other users of drug products in many countries. 

9. WHO is also providing information to Member States on national initiatives to compare labelling of 

locally-manufactured drug products that are produced for the domestic market and for export to developing 

countries, respectively. 

10. The following statement, issued following the consultation by the International Committee of Medical 

Journal Editors’ meeting in Chicago in August 1993, is encouraging: 

Most medical journals carry advertising, and advertising generates income for owners of journals, but 
advertising must not be allowed to influence editorial decisions. Editors must have full responsibility for 
advertising policy, and readers should be able to distinguish readily between advertising and editorial 
matter. Juxtaposition of editorial and advertising material on the same product or subject should be 
avoided wherever possible. Finally, editors should consider for publication all criticisms of advertisements. 

11. Further discussion of these activities and on progress achieved in implementing the recommendations 

contained in the report of the WHO/CIOMS meeting on the ethical criteria will be contained in the 

Director-General's progress reports on WHO's revised drug strategy. 

ACTION BY THE EXECUTIVE BOARD AND HEALTH ASSEMBLY 

12. Members of the Executive Board and delegates at the Forty-seventh World Health Assembly are 

invited to note the progress in advancing the principles and improving the implementation of WHO's ethical 

criteria for medicinal drug promotion, and attention is drawn in particular to the recommendations 

contained in the report on the C IOMS/WHO consultation. 
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ANNEX 

CIOMS/WHO CONSULTATION 

WHO ETHICAL CRITERIA FOR MEDICINAL DRUG PROMOTION 

Geneva, 5-7 April, 1993 

BACKGROUND 

The C IOMS/WHO Consultation on WHO's Ethical Criteria for Medicinal Drug Promotion was held 

in Geneva, 5-7 April, 1993. The meeting was attended by representatives of national drug regulatory 

agencies, the pharmaceutical industry, health professionals, consumer advocates, editors of scientific 

journals, and the Secretariats of WHO and CIOMS. 

The meeting was held in response to a resolution of the Forty-fifth World Health Assembly in May 

1992’ that called upon WHO, in collaboration with CIOMS, to convene a meeting of interested parties to 

discuss possible approaches to advancing the principles embodied in WHO's Ethical Criteria for Medicinal 

Drug Promotion. 

In his opening remarks to the Consultation, the Director-General of WHO, Dr Hiroshi Nakajima, 

called for the participants to build their contributions on "dialogue" and "consensus". He said that an 

important opportunity would be lost if the participants insisted on dwelling on the symptoms of the 

problems posed by drug promotion, rather than on the causes that underlie them. Only if these causes were 

fully analysed, and appropriate solutions identified, would the outcome of this consultation be of lasting 

value. 

Dr Bryant, Chairman of the Consultation, pointed out the major tasks of the consultation to the 

participants: 

• to examine the problems that surround inappropriate promotional practices as they conflict with 

the Ethical Criteria for Medicinal Drug Promotion, with special reference to developing countries; 

• to consider what further steps are required to more fully understand the nature of those problems, 

keeping in mind the ways in which the problems vary according to a country's social, economic, 

commercial and health development; 

• to explore what concrete actions might be undertaken to remedy those problems, keeping in mind 

that short, medium and long-term strategies would be required, both taking into account the 

limitations of developing countries, and being aware of the particular strengths of those countries; 

• to forward to the Director-General a report of the deliberations for his consideration for further 

action. 

PREAMBLE 

WHO's Ethical Criteria for Medicinal Drug Promotion are built on health care imperatives that 

themselves have an ethical base. Equity is the fundamental value underlying the development of public 

health services, according to which there should be universal coverage and care according to need. 
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An essential part of such services is that physicians and patients should have knowledge about and 

access to therapies that are appropriate to their needs. Two further concerns bear on the nature of these 

services: 

• the regulation of medicinal drugs must ensure the quality of drugs and information relating to 

them; 

• the promotion of medicinal drugs must be consistent with their rational use. 

The World Health Assembly, in its resolution WHA41.17 (1988) that established the Ethical Criteria, 

urged Member States и(1) to take account of these ethical criteria in developing their own appropriate 

measures to ensure that medicinal drug promotion supports the aim of improving health care through the 

rational use of drugs"; and "(2) to monitor and enforce, where appropriate, the implementation of the 

measures they have developed." 

In 1992, a further resolution was adopted by the Assembly stressing the lack of progress in this area 

and requesting that further action be taken to implement the Ethical Criteria. The challenge to the 

Consultation, therefore, was to define impediments to implementation of the Ethical Criteria. Several 

aspects of this challenge were identified as: 

• inappropriate promotion of medicinal drugs; 

• limitations in the capacities of developing countries to establish drug regulatory and monitoring 

systems; and 

• inadequate communication of the existence, meaning and purposes of the Ethical Criteria. 

A further challenge involved exploring the potential for more constructive interactions among the 

relevant parties: (1) to support efforts of countries to ensure that medicinal drug promotion does not 

conflict with the rational use of drugs; and (2) to adopt measures based on the W H O Ethical Criteria as 

appropriate, and to monitor and enforce such measures. 

A critical reference point with respect to the Ethical Criteria is that they should be integral to a 

comprehensive national drug policy as defined and recommended by WHO: 

T o ensure an adequate supply of safe and effective drugs of good quality, every country should have 

a national drug policy as an integral part of its health policy. Appropriate legislation and regulations 

will be needed to help implement such a policy." {Guidelines for Developing National Drug Policies, 

World Health Organization, Geneva) 

Such a national drug policy would include provisions to control drug promotion, disseminate reliable 

independent information, and ensure the quality of available drugs. 

Ri^its to information emerged as an issue of fundamental importance. The participants concurred 

that an ethical precept inherent in the Ethical Criteria is that patients and prescribers have a ri^it to 

information about medicinal drugs that is factual and supportable, and that provides specific directions for 

appropriate drug use and monitoring of therapy. Positive claims for a product must always be balanced by 

information concerning important side-effects, contraindications, warnings, etc. The information should be 

provided in such a way as to allow patients to decide whether they wish to receive the therapy. This right 

to information should be emphasized and preserved. 

The right to objective and balanced information is an essential element of national drug (and health) 

policy, and is ensured through the establishment of a national regulatory capacity, preferably as part of an 
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integrated drug policy, as proposed in WHO's Guiding Principles for Small National Drug Regulatory 

Authorities. 

Another issue of serious concern in the drug field is the production, promotion and distribution of 

spurious and counterfeit drugs. The participants urged that WHO continue its work with Member States 

and other parties to combat this problem as a follow-up to the "Joint IFPMA/WHO Workshop on 

Counterfeit Drugs", held in Geneva, 1-3 April, 1992. 

The spirit and proceedings of the Consultation reflected a common commitment to enhance the 

positive contributions of medicinal drugs to the well being of people in all countries, with special concern 

for those of the developing world, and ensuring that this contribution is not impeded by inappropriate drug 

promotion. 

TOPICS RECOMMENDED FOR FURTHER ACTION 

I. EDUCATION AND COMMUNICATION 

The Ethical Criteria should be widely disseminated, well understood, and function in support of the 

improvement of health care through the rational use of drugs. Education and communication about the 

Ethical Criteria are essential. 

1. Materials for the education of health personnel and other appropriate parties. Educational materials 

relating to the Rational Use of Drugs and the W H O Ethical Criteria are currently limited in both 

appropriateness and availability for the varied audiences who need to be reached, including health 

personnel, the general public, marketing managers, sales representatives and the media. 

2. Roles of universities and other educational institutions in furthering the use and effectiveness of the 

Ethical Criteria. Universities are in a critical position to contribute to greater understanding of the Ethical 

Criteria by health personnel. Thus, promoting an awareness of problems associated with drug promotion, 

and developing critical appraisal skills concerning pharmaceutical promotion and other sources of 

information about drugs, should be an integral component of undergraduate and continuing education for 

health personnel. Universities can also undertake research on relevant issues, such as how well drug 

promotion complies with WHO's Ethical Criteria. 

3. Guidance for prescribers. Health personnel with responsibilities for prescribing medicinal drugs often 

lack up-to-date knowledge of drugs and their rational use. An international collaborative approach can be 

taken to develop and provide guidance to prescribers, such as assisting in the production of therapeutic 

guidelines that provide information that is independent and comparative, and includes explanations of the 

Ethical Criteria and their applications to prescribers and other parties. 

4. Clearinghouse functions for materials relating to WHO's Ethical Criteria and to medicinal drug 

promotion. Several kinds of materials could be helpful to countries and organizations working toward more 

effective approaches to the implementation of WHO's Ethical Criteria for the promotion of medicinal 

drugs: existing legislation relating to medicinal drug promotion; national and organizational codes relating 

to ethics and medicinal drug promotion; materials available from drug regulatory agencies; and 

educational programs that promote the WHO Ethical Criteria and develop critical appraisal skills. 

Additionally, information concerning regulatory actions taken by national authorities could be of use both 

to other regulatory authorities and national and international organizations. These materials are often 

widely dispersed and difficult to access. 
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RECOMMENDATIONS 

Given the critical importance of education and communications about the Ethical Criteria, we 

recommend: 

• that relevant educational materials be developed and disseminated both nationally and 

internationally by WHO, universities and other interested parties; 

• that WHO alert Member States to the importance of this role for universities and other 

educational institutions and assist them in educational programme development; 

• that WHO take a leading role in promoting the provision of therapeutic guidelines for prescribers, 

including information that is independent and comparative, and includes explanations of the Ethical 

Criteria; 

• that WHO, member state regulatory authorities, the International Federation of Pharmaceutical 

Manufacturers，Associations (IFPMA), the World Federation of Proprietary Medicine 

Manufacturers (WFPMM), the International Organization of Consumer Unions (IOCU), Health 

Action International (HAI), and other interested parties explore ways in which clearing house 

functions relating to WHO's Ethical Criteria and medicinal drug promotion can be established, 

identifying specific areas in which interested parties can fulfill these functions. WHO, for example, 

could act as a clearing house for regulatory and legal information. 

II. STUDIES IN RELATION TO THE ETHICAL CRITERIA AND DRUG REGULATION AND 
PROMOTION 

While many of the problems associated with inappropriate promotion are well known, the 

understanding of others would be assisted by further studies. Studies on the implementation and 

monitoring of the W H O Ethical Criteria for Promotion of Medicinal Drugs would also be beneficial. 

5. Implementation and Monitoring in relation to the Ethical Criteria. Resolution WHA41.17, calls for 

Member States to take the Ethical Criteria into account as they develop measures to ensure that medicinal 

drug promotion supports the rational use of drugs, and to monitor and enforce the measures they have 

developed. WHO and its Member States have also been concerned about the limited awareness and use 

of the Ethical Criteria. Thus, at issue are both the monitoring of the quality of promotion, and the 

monitoring of the implementation of WHO's Ethical Criteria. 

6. Perk>dic review of the Ethical Criteria. The Ethical Criteria should be reviewed periodically and 

modified as appropriate. Such review and modification should be undertaken judiciously, after careful study 

of the Ethical Criteria and their effectiveness internationally and at country level, and of how changes might 

impact on related policies of WHO, governments and other interested parties. 

7. Study of the content, flow and use of information relating to medicinal drugs. There are often 

dysfunctional relationships between the quality of information related to medicinal drugs and those who 

would stand to benefit from it. People need accurate, independent and comparative drug information. At 

times, however, the information is inappropriate, whatever its distribution. At other times, the information 

is appropriate, but it doesn't reach those who could use it. At still other times, the potential user may not 

have the capacity to absorb and benefit from the information. These problems suggest the usefulness of 

a study of the flow, content and uses of drug related information. 

8. Formulate a typology of countries with respect to their current capacities for appropriate drug 

regulation and control of promotion. Developing countries vary greatly in their capacities for drug 

regulation and for controlling drug promotion. The development of a typology that identifies the 
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characteristics of countries at different stages of this process, as well as the sequence of developmental steps 

required to increase competence in this field, would provide an analytical method for increasing 

understanding of these problems. 

RECOMMENDATIONS 

To promote and carry out studies appropriate to the effective implementation of the Ethical Criteria 

for the Promotion of Medicinal Drugs we recommend: 

• that WHO, in consultation with concerned parties, determines how to proceed with monitoring of 

the implementation of the Ethical Criteria, continues its work to develop performance indicators 

in this area, and considers what remedial measures should be taken when there is non-compliance 

with the content of the Ethical Criteria; 

• that WHO, in consultation with interested parties, periodically review the Ethical Criteria; 

• that WHO, in consultation with interested parties, explore the possibilities of initiating studies of 

the content, flow and use of information relating to medicinal drugs; 

• that WHO take the lead in developing a typology of the current capacities of countries for 

appropriate drug regulation and for controlling promotion and in using the typology for studying 

capacity building in this field. 

III. NATIONAL POLICIES AND ACTIONS 

Each country must have its own national drug policy, which has the purpose of ensuring an adequate 

supply of safe and effective drugs of good quality, an integral part of which will be legal and procedural 

arrangements for ensuring the appropriate uses and promotion of medicinal drugs. These arrangements 

will involve interactions with other interested parties, including pharmaceutical companies and their 

associations, distributors, health professionals, consumer groups and universities. 

9. Drug regulation, drug quality, drug promotion. The central features of a national drug policy 

encompass responsible approaches to drug regulation, drug quality, the quality of information, the rational 

use of drugs, the provision of affordable drugs, and drug promotion. A vital element of national policy and 

legislation is the capacity to regulate and control drug labelling and drug promotion through a product 

licensing system. Additional crucial components of national drug policy include: the provision of 

independent information and education about drugs; the development of critical appraisal skills in health 

professionals and consumers; monitoring of ethical standards of pharmaceutical promotion, and auditing 

the quality of medicinal drug use. Thus, the Ethical Criteria become an integral part of such national drug 

policies. 

10. The establishment of national drug policy committees. A national drug policy committee can 

strengthen capacities for formulating policies, procedures and programmes that will lead to responsible 

national pharmaceutical programs. Such committees may begin as ad hoc arrangements and devolve 

specific major responsibilities to legally established bodies. TTiey should involve all interested parties: 

government, manufacturers, health professionals and consumers. Other structural approaches to the 

development of drug policies also need to be explored. 

11. The establishment and strengthening of national pharmaceutical industry associations. Corporate 

practices consistent with the Ethical Criteria should be promoted by national pharmaceutical industry 

associations. 
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12. Medical representatives, symposia and other meetings. The Ethical Criteria lay down explicit 

guidelines for acceptable training and conduct of medical representatives and for the conduct of symposia 

and other meetings to ensure that they are educational rather than promotional. 

13. The complementarity of self regulation and national regulation. Self-regulatory codes with 

appropriate sanctions rigorously applied can assist in the implementation of the Ethical Criteria. An 

interactive combination of self-regulation by companies and national regulation by governmental authorities 

is often a constructive arrangement. One functioning without the other can be sub-optimal. The value of 

autonomous bodies to set ethical standards, review and/or clear promotional material, and adjudicate 

complaints is recognized. 

RECOMMENDATIONS 

In view of the importance of national actions relating to the Ethical Criteria for the Promotion of 

Medicinal Drugs, we recommend: 

• that W H O and all interested parties emphasize the importance of the Ethical Criteria being 

incorporated in and supported by national drug policies; 

• that National Industry Associations be set up and that international industry associations help to 

establish such associations; 

• that WHO, in concert with Member States, consumers, IFPMA and other associations 

representative of pharmaceutical companies, and national medical associations formulate 

approaches to problems associated with medical representatives and symposia, including further 

development and adoption of codes of training and conduct of medical representatives and conduct 

of symposia, in ways that are consistent with the Ethical Criteria. 

IV. INTERNATIONAL COLLABORATION 

While national level regulations, procedures and other arrangements for promoting the rational use 

of drugs are essential, critical contributions are needed from the international level. Important questions 

arise on how international organizations and interested parties can interact in ways that are supportive of 

national activities in furthering these important efforts. 

14. Roles of WHO. WHO has a central role in assisting Member States in establishing and strengthening 

their programmes for ensuring the quality and rational use of drugs. The Ethical Criteria for the Promotion 

of Medicinal Drugs represents additional potential support for national drug policies. The further 

development by W H O of performance indicators, monitoring procedures, and educational modules would 

assist in the implementation of the Ethical Criteria. 

15. Editorial policies. The peer-reviewed journals have played a pivotal role in ensuring the scientific 

integrity of materials they publish. Editors of professional journals can contribute further to rational health 

care not only by publishing good scientific work on medicinal drugs but also by ensuring that all drug 

advertisements in their journals accord with the WHO Ethical Criteria. 

16. Relationships of international and national associations. The IFPMA, WFPMM, and bodies 

representing generic manufacturers, are key partners in the international effort to ensure responsible 

promotion of medicinal drugs in accordance with the Ethical Criteria. 

10 
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17. Codes of international and national associations and local companies. Codes that govern the 

promotion of medicinal drugs in ways that are consistent with and supportive of the Ethical Criteria 

represent an important contribution. Consultation among the involved parties is required to establish, 

maintain and update such codes so they achieve their intended purposes. 

18. International, national and local consumer groups. Consumer groups have key roles to play in this 

field by, inter alia, promoting the existence of the Ethical Criteria, encouraging their use, developing 

training and educational materials, and doing studies to monitor promotion. International and local 

consumer groups can be mutually supportive in these efforts taking account of possibilities to collaborate 

with all concerned parties. 

19. National and International coalitions of concerned parties. In recent years there has been greater 

collaboration among the various parties concerned with improving health care through the rational use of 

drugs. Now the challenge is to further cooperation among these parties so as to strengthen understanding 

of and compliance with the Ethical Criteria. 

RECOMMENDATIONS 

Important contributions can be made at the international level to arrangements for the promotion 

of medicinal drugs and the implementation of the Ethical Criteria. Accordingly we recommend: 

• that WHO continue its constructive role in this important field; 

• that scientific journals develop advertising guidelines similar to the guidance they provide to 

authors, to ensure compliance with the Ethical Criteria; 

• that the IFPMA and WFPMM and other bodies exert their further efforts and positive influence 

on the formation and activities of national associations of pharmaceutical companies in their 

respective areas; 

• that the IFPMA, WFPMM, national associations and local companies continue to develop their 

own codes relating to the promotion of medicinal drugs in ways that are consistent with the Ethical 

Criteria; 

• that international, national and local consumer groups continue the key roles they are playing in 

working with governments and industry toward constructive actions relating to the EtWcal Criteria 

for the Promotion of Medicinal Drugs, particularly pursuing studies of promotion, monitoring 

compliance with the Ethical Criteria, and working to create a critical awareness among consumers. 

• that WHO, CIOMS and other interested parties, including donor organizations, consider how these 

national and international interests and resources can be brought into more effective interaction 

in relation to the Ethical Criteria, including, as one possibility, the convening of regional meetings 

to consider these issues. 

REFLECTIONS ON THE CONSULTATION 

The World Health Assembly established the Ethical Criteria for Medicinal Drug Promotion in the 

expectation that they would strengthen national and international capacities for controlling inappropriate 

drug promotion and support the rational use of drugs. 

However, W H O and relevant parties have been concerned that the Ethical Criteria have not been 

widely disseminated and implemented, and that their role in controlling inappropriate drug promotion has 

11 
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been less than had been anticipated. Accordingly, the Assembly requested WHO, in collaboration with 

CIOMS, to convene a consultation in order to explore further steps that might be taken to advance the 

principles embodied in the Ethical Criteria. 

While the Consultation focused primarily on the problems developing countries have in responding 

to the Ethical Criteria, the Consultation was also concerned with the ways in which these issues apply to 

developed countries. 

An underlying reality of this field has to do with tensions existing between industry, governmental 

regulators and consumer advocates on a variety of matters including drug promotion. Such tensions can 

have positive effects in that all parties have a common commitment to the well-being of the public, though 

their perspectives and approaches are often different. 

One of the challenges to this consultation was to capitalize on the common commitments and 

substantial strengths of the interested parties and to identify the areas in which agreement and collaboration 

could proceed. 

The consultation was considered by all who attended to have been a success in bringing participants 

into substantial agreement on a number of issues and actions to be taken. One overriding ethical precept 

(that of rights to information) and nineteen Recommendations for Further Action form the core of the 

Report of the Consultation. The Recommendations have a wide range - Education and Communication 

in Relation to the Ethical Criteria; Studies in Relation to the Ethical Criteria and Drug Regulation and 

Promotion; National Policies and Actions; and International Collaboration. 

This Report has been carefully constructed on the basis of contributions during the Consultation and 

the further commentary of participants during the drafting and finalizing of this document. 

It should be clear, however, that the larger part of the work in this field still lies ahead. The 

Recommendations of the Consultation set the stage. The Executive Board of W H O and the World Health 

Assembly can take the policy decisions necessary to carry the Recommendations, modified as they see 

appropriate, toward implementation, including the important step of encouraging Member States to act in 

full support of the Recommendations. 

It is apparent that the relevant parties - national drug regulators, industry, consumers, health 

professionals, international organizations, professional and general media • are prepared to work 

collaboratively toward greater effectiveness in this field. But such collaboration will not follow 

automatically. Challenging problems will continue to emerge. The Ethical Criteria will not be static, nor 

will the policies and programmes of the interested parties. Effective collaboration will require concerted 

attention, persistence in pursuing key issues (such as identification of measures and procedures for 

monitoring, and related research), and continued openness to concerted action. 

These steps and relationships will build on the growing realization that all parties have a common 

responsibility, built on fundamental ethical principles, for the well being of patients individually, and of the 

public collectively. 
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