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In accordance with resolution ЕВ61.R36,1 the Director - General has the honour to transmit 

to the Health Assembly the report on development and coordination of biomedical and health 
services research, annexed hereto. In resolution ЕB61.R36, the Executive Board endorsed 

the emphasis on greater involvement of the global and regional advisory committees on medical 

research in the formulation and review of WHO's research activities; the concept of special 

programmes for research and training in major action -oriented programmes of the Organization; 
aid the promotion of health services research in the context of national and regional 

priorities. The summary records of the discussions which took place on this topic at the 

sixty -first session of the Board are contained in the WHO Official Records.2 

� WHO Official Records, No. 244, 1978, p. 24. 

2 WHO Official Records, No. 246, 1978, summary records of the twenty -third meeting 

(section 2), twenty- fourth meeting (section 1) and twenty -fifth meeting (section 1). 
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The Director -General, in his report to the Thirtieth World 
Health Assembly (document А30/9), outlined the framework and guiding 
principles for the development and coordination of biomedical and 
health services research. The nineteenth session of WHO's Advisory 
Committee for Medical Research (ACMR), held from 13 to 17 June 1977, 
considered the report and noted with appreciation the resolution of 
the Thirtieth World Health Assembly on the subject (resolution 
WHА30.40). The Committee also welcomed the attention drawn to the 
need to strengthen further the research, development and coordination 
mechanisms outlined in the report. 

The present report synthesizes the deliberations of the nineteenth 
session of ACMR, against the background of document А30/9, and includes 
a number of topics of special interest considered by ACMR during the 
session. Appendices I and II summarize 
WHO special programmes of research and training: the Special Programme 
of Research, Development and Research Training in Human Reproduction 
and the Special Programme for Research and Training in Tropical 
Diseases. 
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1. The role of the global and regional ACMRs in the promotion and coordination of 

research at the national, regional and global levels 

1.1 AGIR recognized the Organization's increasingly important role in the promotion and 

coordination of research and research training activities at the national, regional and global 

levels and in the integration of these activities into the policies and plans for national 

health service development. The overlapping membership of the regional and global ACMRs and 

the significant representation on these committees of scientists involved in institutional, 

national and regional research activities create the opportunity for coordination at all 

levels. 

1.2 Close association of regional ACMRs with the councils, academies and agencies responsible 

for national research priorities, planning and implementation has enabled the regional ACMRs 

to develop, promote and begin to coordinate specific research and research training priorities 

on a regional basis. These priorities in turn are expressed in the Organization's global 

research and research training priorities and plans which are discussed by the global ACMR. 

This collaboration between national, regional and global bodies enables the Organization and 

its Member States to build up and analyse the resources available and the needs for research 

and research training at all levels, and to coordinate action wherever required. ACMR and 

regional ACMRs will continue to study the coordinating mechanisms which will form an essential 

component of the Organization's long -term comprehensive programme for the development and 

coordination of biomedical and health services research. 

2. Ethics of medical experimentation involving human subjects 

2.1 The Secretariat Committee on Research Involving Human Subjects (SCRIHS) was established 

by the Director -General in 1967: 

(a) to establish a set of guiding principles for WHO's own use as regards research 

carried out by WHO staff members or with WHO support; and 

(b) to advise him, in the light of those principles, on all research projects posing 

ethical problems. 

Following the report of the seventeenth session of ACMR, all WHO- sponsored research 

involving human subjects must be cleared by SCRIHS. To promote consistent standards of 

ethical judgement the Secretariat Committee is completing a review of its rules of procedure. 

This review involves all levels of the Organization. 

2.2 The Organization and the ACMRs are collaborating with the Council for International 
Organizations of Medical Sciences (CIOMS) in a study of the procedures of ethical review 
committees for biomedical research involving human subjects. This study is designed to 
explore ethical review procedures in different countries. The resulting guidelines will be 
made available to Member States to assist them in the development of mechanisms for the 

protection of the rights and welfare of human subjects involved in research. The specific 
aims of this study are: 

(1) to review experience in countries which have established ethical review committees 
and procedures; 

(2) to report on a comparative analysis of the structure of such committees, and their 

functions; 

(3) to assist countries' research facilities and institutions in establishing ethical 
committees, if they so desire; 

(4) to prepare guidelines for the function of such committees and to develop flexible 
criteria for the review of research projects, taking into consideration regional and 
local differences. 
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2.3 The pilot stage of the study involves contacting countries which have formally structured 

ethical review committees and designing a questionnaire and interview protocols for the study 

and the identification of critical issues. These include the nature of informed consent and 

its delegation; the membership of ethical review committees; the responsibility of national 

review committees for all research being carried out upon the citizens of that country; and 

the importance of emphasizing the ethical aspects of human research in the education of health 
personnel. 

2.4 The close collaboration between WHO and CIOMS has reduced the need to establish a 

separate ACMR subcommittee on the ethical aspects of health research. ACMR feels that the 

CIOMS Advisory Committee on Bio- Ethics should include members from the regional and global 
ACMRs and that progress reports on the study and the deliberations of the CIOMS Committee 
should be presented to the ACMRs at regular intervals. WHO and CIOMS will explore mechanisms 
to provide support for CIOMS activities related to the ethical aspects of health research 
especially as it relates to human experimentation. 

3. The special programmes for research and training1 

3.1 The special programmes for research and training are large -scale global endeavours by 
the Organization to focus efforts of the world's scientific community upon those health and 
health -related problems of developing countries for which solutions might be found through 
intensified goal -oriented collaborative research. The three primary goals at which these 
programmes are driving are: 

(1) the strengthening of national research capabilities in the countries where the 
problems exist; 

(2) the development of improved or new technology to meet the needs of the countries; 
and 

(3) the rapid transfer and application of such technology to the health service systems 
of the countries. 

3.2 The special programmes combine the coordination of international goal -oriented research 
with initiatives to strengthen national research capabilities and national commitment towards 
research. ACMR reviewed the progress of the Special Programme for Research and Training 
in Tropical Diseases and approved the lines of its development. The Committee proposed that 
at least one ACMR member should be an ex officio member of the Scientific and Technical 
Advisory Committee of the Special Programme, with the responsibility of reporting on programme 
activities to ACMR. Similar arrangements for ACMR membership in scientific and technical 
advisory committees for other special programmes was recommended. 

4. Health services research 

4.1 The urgent need for major activities in health services research as expressed by the 
World Health Assembly and the Executive Board, and at sessions of the global ACMR and regional 
ACMRs, was reconfirmed at the nineteenth session of the global ACMR. The Committee discussed 
the specific needs for health services research in areas such as nutrition, maternal and child 
health, family planning, primary health care, immunization, community water supplies and 
health manpower development, and the need for research on how to introduce the knowledge gained 
through biomedical research into the health services of the relevant countries. Coordination 
of the many health services research activities within WHO programmes was stressed, as well as 
the need for funds and training facilities to develop health services research manpower, and 
the need to support health services research projects at the country level. The global ACMR 
and all regional ACMRs have identified health services research as one of the main research 
priorities of countries and regions, and groups dealing specifically with health services 
research have been established in some regions. 

1 
See also Appendices I and II. 
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4.2 The meeting of the first such group, the Task Force in Health Services Research, took 
place in the Western Pacific Region in December 1976. It stressed the need for health 
services research as a prerequisite for policy -making, the necessity of involving those 
responsible for the health services in the research process, and the importance of the research 
process itself as distinct from the research findings. A follow -up of this meeting took 

place in April 1977 which focused on the review of information from the countries in the 

Region, the processing of research proposals, the implementation of a regional workship in 

1978, the designation of a WHO Collaborating Centre on Health Services Research in the Region, 
and the continuous role of the Task Force in the development of health services research 
activities in the Region. 

4.3 A South -East Asia study group met in February 1977 and concentrated on research in 
primary health care. Some of the areas that seem to be relevant are: development of a 

simple, effective and economic evaluation system to measure inputs, output and outcome; 

identification of promotive and inhibiting factors relating to primary health care programmes; 
use of traditional practitioners, including traditional birth attendants, for primary health 
care; measurement of consumer satisfaction; community involvement covering the aspects of 
social organization, village leadership, cooperation, health insurance, decision -making, and 

village development; measurement indices of health and development in a village; and 

qualities and characteristics needed in a primary health worker. This study group is 

scheduled to reconvene at the end of November 1977, immediately after the regional meeting on 
primary health care. 

4.4 As a follow -up to the last meeting of the Eastern Mediterranean Regional Advisory 

Committee on Medical Research, a scientific group on health services research met in Alexandria 
in August 1977. The group proposed principles and criteria to guide such research in the 

Region, and reviewed and made recommendations on 11 research proposals. The group considered 
other research areas and proposed a number of supporting activities to facilitate health 

services research in the countries of the Region. 

4.5 One of the important outcomes of these meetings has been the realization that, indeed, 

many countries look at health services research as an essential ingredient of health services 
development and an integral component of the health services. It is generally felt that, 

in spite of the enormous technological achievements of the last few decades, the health 

delivery systems have been slow and not so successful in bringing the benefits of these 

advances within the reach of those who need them most. 

4.6 The following principles should guide health services research: 

(a) health workers and policy makers directly involved in the delivery of health 
services should play a major role in the setting of priorities for health services 

research and in the implementation of the results of such research; 

(b) the bulk of health services research, including collection of information, problem 

identification, priority setting, and implementation should be carried out at the 

national and regional levels, and global activities should be evolved from national and 

regional programmes; 

(c) health services research should be an integral component of all health services 

development programmes and of all special programmes for research and training. 

4.7 The implementation of the above principles requires a specific commitment on the part 

of WHO to the development and coordination of health services research activities. 

ACMR recommended that a planning group with adequate representation from all regions, and 

including a full -time secretary, should be established in the Organization to develop a 

framework for a special programme in health services research. This group should operate 

within a specific time frame and have adequate resources made available to it. 
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4.8 These recommendations are gradually being implemented, and the new health services 
research programme will result from the work that is actively being pursued in the regions 
and from the close collaboration in progress between the countries and the Organization's 
regional offices and headquarters. Emphasis will be given to: 

(a) the development, in countries, of institutions and of a cadre of trained national 
research workers who would have competence in, and commitment to, health services 
research; 

(b) the improvement of the quality of health services research; and 

(c) the mobilization of resources that could be gathered for health services research 
in countries. 

The results of this work will be reported to ACMR in June 1978. 

5. Safety in the handling of micro -organisms and cells employed in research and in public 

health practice 

5.1 Since the number of professionals working with pathogenic organisms, often without 
proper training in safety measures and supervision, are increasing, the Advisory Committee on 
Medical Research at its nineteenth session formulated specific recommendations for a WHO 
policy on genetic research, and stressed the general need for more adequate laboratory safety 
elements (staff, facilities and equipment) in microbiological practice. Safety services in 

microbiology have to be developed in line with the promotion of research in developing 

countries. The Organization has placed initial emphasis on the development of codes of 

practice for accidents and infections in microbiological laboratories and for the transport of 

microbiological materials. The role of safety officers as well as the organization and 
objectives of national safety committees have been defined, and the preparation of pertinent 
guidelines has been initiated. For the particular purpose of laboratories engaged in genetic 

research, a document is being prepared to inform public health officers and research workers 

of new technologies in genetic research, its potential benefits and conjectural risks, and the 

safety regulations for such research, which have been established in many countries. Safety 
measures as well as potential benefits are of international concern, and WHO is cooperating 
closely with the Committee on Genetic Experimentation of the International Council of 
Scientific Unions, as well as with regional and national institutions. 

6. Research in other WHO programmes 

. 6.1 There are no health programmes whose further development does not depend upon research, 

and research is an integral element in all WHO's programmes. 

The global ACMR considered, and made recommendations on, the research components, plans 
and opportunities of some selected programmes: 

(1) Cancer chemotherapy for developing countries: 

the development and testing of chemotherapeutic agents and the training of 

appropriate manpower. 

(2) The Expanded Programme on Immunization: 

operational research at the local level, improvement of vaccines and adjuvants 

and related dose schedules, and behavioural research to improve local 

acceptability. 

(3) Diarrhoeal diseases: 

multidisciplinary research to clearly determine primary etiological and 
contributing factors; epidemiological, operational and behavioural research; 

and basic research, especially in immunology aimed towards vaccine development. 
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(4) Neurosciences: 

the nature and extent of neurological and mental disorders as well as 

opportunities for research and training. These were suggested as a topic for 

future meetings of the global ACMR. 

7. Support for research 

7.1 The provision of adequate manpower, material and funds for research promoted and 
coordinated by WHO is becoming more and more important as the Organization expands its 

research role. However, a large reservoir of untapped institutional and manpower resources 
exists in both developing and developed countries, and this reservoir is being identified and 
its use stimulated by WHO's increasing promotion of research at the national and regional 
levels. The problem of mobilizing funds for research activities at all levels becomes ever 
more critical as the programmes of research are planned and reviewed and become ready for 
implementation. The possible mechanisms for the mobilization of such funds were outlined in 
the report of the Director -General to the Thirtieth World Health Assembly (document А30/9) and 
it is clear that increased extrabudgetary resources must be found. These resources and the 
activities supported by them provide an important stimulus for the mobilization of national 
funds and for the focusing of bilateral support upon high -priority programmes. These funds 
will become available for the Organization's research programmes only if the activities are 
planned, implemented and operated with the active involvement of both the Member States facing 
the health problems and those providing some of the material and financial resources. 
Regional and global priorities must be selected carefully within the framework of the 
Organization's objectives, and research programmes at all levels must be maintained at the 

highest possible level of scientific quality and evaluated in relation to their contribution 
towards the achievements of the objectives of the Organization and its Member States. 



ЕВ61/23 

page 7 

APPENDIX I 

SPECIAL PROGRAMME OF RESEARCH, DEVELOPMENT AND 

RESEARCH TRAINING IN HUMAN REPRODUCTION 

Progress Report by the Director -General 

CONTENTS 

Page 

1. Introduction 7 

2. Technology 8 

2.1 Safety and effectiveness of existing methods 8 

2.2 Improved and new methods 9 

2.3 Infertility 10 

3. The health rationale for family planning 11 

4. Acceptability and service delivery 11 

5. National self -reliance in research 13 

6. International scope of the Programme 14 

7. Coordination with other WHO programmes 14 

1. Introduction 

1.1 Although a number of Member States report progress in their family planning programmes, 

the predominant tone remains one of disquiet. The pill, the most widely used modern method 

of contraception, has frequently received publicity in connexion with its association with 

thromboembolism. Nearly as frequently, the following questions have been raised - to which 

at present there are no answers: Do hormonal contraceptives cause cancer? Can intrauterine 

devices lead to infection and sterility? What are the risks to subsequent pregnancies from 

induced abortion used as a method of birth control? What is the likelihood that steriliza- 
tion, in men or women, will lead to psychological disturbances? Furthermore, providing family 
planning care, particularly in the rural areas of developing countries, is proving very 
difficult. Even where it is available, acceptance rates for such care are low and discon- 
tinuation rates disappointingly high. 

1.2 These are genuine problems, most of which cannot be solved just by increasing services 
or funds; they require research. The total world effort in research on the biomedical and 
service aspects of fertility regulation is, however, pitifully small: government allocations 
for this field represent only about 1% of their expenditure on health research, even though 
family planning is potentially of concern to all couples of reproductive age. The WHO Special 
Programme of Research in Human Reproduction' is acting as a focus for the scant resources 
available, both technical and financial. It responds to Member States demands to intensify 
and internationalize research in this field and to strengthen national capabilities for such 

1 A fuller description can be found in the fifth and sixth annual reports on the Programme 
(WHO documents HRP /76.1 Rev.1 and HRP /77.3). 
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research. Its strategy is programme -oriented and aims at technologies appropriate to con- 

ditions in developing countries. Technology refers not only to methods of fertility regulation 
but also to their acceptability and to provision of services principally at the primary health 
care level. While placing greatest emphasis on research in fertility regulation, the 
Programme also includes research in infertility and pregnancy wastage. 

2. Technology 

The research on technology for fertility regulation has two main aspects: assessing in 

developing countries the safety, efficacy and acceptability of currently available methods, 
and conducting research to improve these methods and develop entirely new ones. 

2.1 Safety and effectiveness of existing methods 

2.1.1 Assessment in developing countries of existing methods is needed because, on the whole, 

careful studies of the safety and effectiveness of methods such as the pill, intrauterine 
devices (IUDs), injectables, periodic abstinence, surgical sterilization and abortion 

techniques have only been conducted in western women. The authorities in developing countries • 
are asking to what extent the findings are applicable to their healthy women, given differences 
in body size, nutritional habits, and reproductive patterns; and what happens when, for 

instance, the pill, the IUD or injectables are provided to malnourished women or those with 
parasitic infestation. 

2.1.2 Table I illustrates some WHO projects that aim to answer such questions. 

TABLE I. CURRENT METHODS: WHO RESEARCH ON SAFETY, 
EFFECTIVENESS AND ACCEPTABILITY 

Pill trials in healthy women 

Pill and lactation 

Pill and malnutrition 
Pill and parasitic diseases 
Pill and cardiovascular diseases 

Injectable -trials in healthy 
women 

Injectables and lactation 

Injectables and malnutrition 

Injectables aid liver fluke 
infestation 

IUD trials in healthy women 

IUDs and anaemia 

IUDs inserted immediately 

postpartum and postabortion 

IUDs and pelvic inflammatory 

disease 

Assessment of current methods of 

periodic abstinence 

Assessment of current surgical 
and fibroscopic methods of 

sterilization 

Long -term effects of sterilization 
on menstruation 

Psychological sequelae of 

sterilization 

Assessment of different techniques 
and equipment for abortion 

Long -term sequelae of abortion: 
- effect on later pregnancies 

- infertility 

2.1.3 The studies provide results within one to three years that are directly applicable to 

family planning programmes. For example, trials comparing the safety and effectiveness of 

the different currently available pills, IUDs or injectables give authorities the data on their 

own population that allow them to decide which drug or device to include in their programmes. 

The value of carrying out such studies in several centres came out clearly when the data were 

analysed this year from a WHO 10- centre trial of currently available injectable contraceptives. 

Some consistent differences between populations emerged in the incidence of amenorrhoea and 

intermenstrual bleeding caused by the drugs. In addition, discontinuation rates showed that 
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the cultural tolerance of menstrual disturbances varied greatly between populations. The 

results of other WHO studies have already been incorporated in government policy regarding 

termination of pregnancy in selecting, for reasons of safety, vacuum aspiration in preference 
to dilatation and curettage, and - for reasons of simplicity and economy - provision of out- 
patient care under local anaesthesia. 

2.1.4 Some authorities in developing countries have hesitated to include any oral con- 
traceptives in their family planning programmes because of the reports on evidence in western 
women of increased risk of thromboembolism. WHO studies suggest that, in fact, Asian women 
at least may be less prone to this condition, Similarly, since the liver plays an essential 
part in the elimination from the body of injectable contraceptives, the question was asked of 

WHO whether their use would be dangerous in populations in whom the liver may have been impaired 
by parasitic infestation. In field studies conducted on this problem in rural Thailand, no 

evidence has so far been found of a harmful effect on liver function of the injectable in 
women with liver fluke infestation. 

2.1.5 Not all findings are as encouraging as this. IUDs cause increased menstrual blood 

loss in many women. In developed countries, this does not lead to anaemia because of the 
high nutritional status, but in populations with malnutrition, WHO studies are showing that 

this increased blood loss leads to iron depletion. The preliminary results of WHO studies in 

women with borderline malnutrition who use the pill suggest that it may have a deleterious 
effect on vitamin metabolism. Additional studies are being initiated on these problems 
because of their considerable public health implications. 

2.2 Improved and new methods 

2.2.1 The search for an "ideal contraceptive" has long been abandoned by those familiar with 

the field. What is needed is a wide variety of methods. In family planning the preferences 
of the individual play a vital role. Moreover, the ease with which a given method can be 

provided depends on the prevailing health service conditions, level of education, and other 

local factors. There are also health -related reasons why not just one but a range of methods 

must be available. Some methods lead to side -effects in a proportion of cases; some are 

contraindicated in women with certain diseases or conditions; some appear suitable for women 

in developed countries but inadvisable, for nutritional or other reasons, for women in the 

developing world. 

2.2.2 The Programme's approach to meeting these requirements follows two main lines. One 

seeks to make current methods aid techniques safer, more effective, simpler to use and to 
provide, and more acceptable. The other aims to make available to family planning programmes 

those entirely new birth control modalities which they feel would considerably extend 

acceptance and use, e.g. drugs for men, vaccines, postcoital preparations, abortifacient drugs. 

2.2.3 These research and development efforts (see Table II) take longer than the assessment 
of existing methods, since the development of birth control methods, even more than that of 

other forms of therapy, involves a lengthy step -by -step demonstration of efficacy and safety. 

The time needed is usually between 10 to 15 years from identification of a compound to 

marketing of a birth control drug. 



EB61/23 
page 10 

Appendix I 

TABLE II. WHO RESEARCH ON IMPROVED AND NEW METHODS 

Paper pill 

Longer -acting injectables 

Biodegradable implants 

Hormone- loaded IUDs 

Postplacental devices 

Intracervical devices 

Vaginal rings 

Kits and devices for determination 
of the fertile period 

Chemical sterilization for women 

Drugs for abortion (e.g., prosta- 

glandins, plant products) 

Postcoital drugs 

Pills and injectables for men 

Vaccines against pregnancy 
Vaccines against sperm and ova 

2,2.4 These methods are at different stages of development, Some very positive results are 
already emerging. For example, for long- acting injectable contraceptives, which are in great 

demand from many developing countries because of their ease of administration, the Programme 
has developed a drug delivery system that releases steroids at a low and constant rate; this 

should help overcome some of the major side -effects from currently available preparations. 
WHO studies have shown that menstrual blood loss can be considerably decreased compared with 
levels before insertion by the use of entirely new IUDs that release hormones; clinical 
studies are now starting with hormone -releasing IUDs with a potential life -span of 10 to 20 

years. The medicated vaginal rings development in the Programme can be inserted or 
removed at will by the user after only elementary instruction by an auxiliary health worker. 
The women who have used them express satisfaction, and, if clinical testing continues to give 
good results, the rings should be available to the public sector in three to four years. 

2.2.5 Development of simple and accurate "do -it- yourself" kits for determination of the 
fertile period by women wishing to use methods based on periodic abstinence has required a 
great deal of complex research, Several substances have been identified in urine that display 
a distinct pattern during the menstrual cycle and upon which simplified techniques for 

predicting ovulation could be based. The value of prostaglandins as a non- surgical and safer 
method of second -trimester termination of pregnancy has been shown by the Programme, and this 
research has been essentially completed. A prostaglandin suppository has been developed and 
is being tested for use as an outpatient self -administered method for termination of first - 
trimester pregnancy. This should greatly lighten the burden on health services where abortion 
is provided in family planning programmes. 

2.2.6 Other methods, such as birth control vaccines and fertility- regulating drugs for men, 

are at an earlier stage of development. The uncertainties are great, but the Programme has 
nevertheless included some high -risk lines of research where it was felt that a successful 
outcome would have a very great impact. Planning emphasizes the use of cut -off points at 
which decisions are taken on continuation; a number of unprofitable lines have already been 
discontinued. 

2.3 Infertility 

2.3.1 Much of the research in the Programme concerned with the development of fertility - 
regulating methods has direct application to the diagnosis and treatment of infertility. For 
example, in the research on immunological methods, sera from infertile couples are being 
studied for the detection of antibodies that may account for their infertility. Various 
diagnostic procedures used in the clinical management of infertility, such as semen analysis, 
have been standardized. Simple means of determining the fertile period are relevant to the 
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treatment of infertility. Other research that relates to infertility includes work on the 

regulation of male fertility, sequelae of induced abortion, and postcoital methods. 

2.3.2 In addition, during the past two years epidemiological research on infertility has been 

conducted, at government request, in Cameroon and Sudan in areas where the incidence of 

infertility presents a major public health problem. A WHO Collaborating Centre for Research 
on Fertility Promoting Agents has formulated guidelines for the assessment of drugs used in the 

treatment of infertility. 

3. The health rationale for family planning 

3.1 Many studies in developed countries have shown that the best age to have babies is between 
20 and 30, for both mother and offspring; the child's health and development is best in small 

families, and mothers are at greater risk at high parities. Effects of short pregnancy 
intervals are less well documented. Authorities in developing countries have asked whether 

the same relationships are to be found in their own populations where malnutrition prevails, 
infections are rife aid health care is inadequate. Or does this hostile environment adversely 
affect these associations? If so, this would further strengthen the rationale for their 
family planning programmes and help identify those women who are at greatest risk and hence 
are in most need of family planning care. 

3.2 The results from centres in five of the nine countries involved in a WHO collaborative 
study aiming to answer these questions were published in 1976.1,2 Some of the associations 
found in developed countries were confirmed, others were not. Where the effects on health 
of timing, spacing and numbers of pregnancies came out most clearly was in relation to 

pregnancy wastage and to infant and child mortality. The associations were less evident when 
it came to child health, growth, development and nutritional status and to the mother's health. 
The results from the centres in Colombia, Egypt, Pakistan and the Syrian Arab Republic will 
be available in 1978. 

4. Acceptability and service delivery 

4.1 The acceptability to users of different methods of fertility regulation, of their 
providers, and of the service settings is a crucial factor in the success of family planning 
programmes. It varies greatly from population to population. The importance of service 
research is being increasingly stressed by the World Health Assembly. It has particular 
relevance to family planning, which is a relatively new endeavour and poses the challenge of 
continuous coverage of a substantial part of the population. 

4.2 Table III shows the main lines of acceptability and service research in the Programme. 

1 Omran, A. R. & Standley, C. C. Family formation patterns and health: an international 
collaborative study in India, Iran, Lebanon, Philippines and Turkey, Geneva, WHO, 1976. 

2 Standley, C. C. & Kessler, A. Impact of fertility regulation on the health and 
nutrition of mother and child. Symposium on "The Mother /Child Dyad - Nutritional Aspects ". 
Uppsala, June 1977 (in press). 
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TABLE III. WHO ACCEPTABILITY AND SERVICE RESEARCH 

General issues of acceptability: 
routes of administration 

- male contraceptive methods 
- perceptions of menstruation 

Acceptability of specific methods: 
- injectables 
- vaginal rings 

- vaginal prostaglandin suppositories 
- paper pill 

- steroids for men 

Method, personnel and service factors affecting choice and 
continuation of use of pills, IUDs, injectables 

Use of non- physicians for providing: 
- pills, IUDs, injectables 
- methods based on periodic abstinence 
- male sterilization 
- female sterilization 

Supervision by поп- physicians 

Use of different service outlets in urban and rural settings 

Combination of family planning with other aspects of maternal 
and child health care 

4.3 Data on consumers' and potential consumers' attitudes and perceptions to methods are 
becoming available. For instance, the research on the acceptability of various attributes 
of existing and potential male contraceptive methods has demonstrated that the development of 
pills or injectables for men would considerably extend the practice of family planning. 
Preliminary results from a study in women that explored preferences among the oral, intra- 
vaginal and parenteral routes of administration showed that a method's effectiveness, side - 
effects and ease of use were seen as more important than the route of administration. In 

1978 the scope of acceptability research will be broadened to include a wider range of psycho - 
social issues, such as general attitudes and beliefs about family planning. 

4.4 Of basic importance to the planning of services are the studies on factors that affect 
choice of method by a population and that determine continuation of use. Clear -cut 
differences are emerging between the methods favoured in different countries and, within 

countries, between those favoured by urban and rural populations. This information assists 
programme decisions on the overall combination of methods to be provided, the personnel and 
training requirements and the logistics of supply. 

4.5 The drastic shortage of physicians in developing countries has led to a group of field 

studies on the use of other categories of health personnel to provide family planning methods. 
They indicate, for example, that midwives, given proper training, encounter little difficulty 
in acquiring the knowledge and skills required to insert IUDs. The training manuals, check- 

lists and record forms developed for this research have already been requested by family 
planning authorities. More innovative studies suggest that theatre nurses can be trained to 

perform female sterilization, and medical students to carry out vasectomy. The scope of 

service research has also been broadened in 1977, at the request of governments, to cover more 
general service issues such as integration of family planning with other services in primary 
health care. 
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5. National self -reliance in research 

5.1 A major effort by the Programme, in cooperation with national authorities, goes into 
building up self -reliance in developing countries for research on fertility regulation, through 
the strengthening of their institutions and through a research training effort that is now the 
largest in the field (Table IV). The aim is to develop resources for national family planning 
programmes to carry out research, adapt technology, interpret advances made elsewhere, and 
permit the full contribution to the field of scientists from developing countries. This 
institution -strengthening involves much more than technical and financial inputs by WHO: it 

is a "learning by doing" process in which the developing countries institutions are actively 
participating in and contributing to, the international research effort. 

TABLE IV. STRENGTHENING OF RESEARCH CAPABILITIES IN THE PROGRAMME 

Core and other support to nuclei for research 

WHO Collaborating Centres in Human Reproduction: 

( salaries 

- network of centres for clinical and ( equipment 
field research ( supplies 

- research and training centres ( consultants 

( training 

Project -related strengthening of capabilities (as above) 

Research training grants 

Research training courses 

Quality control and standardization of laboratory methods 

Small supplies and spare parts 

Journal subscriptions and books 

Technical meetings 

Publications 
1 

1 Symposia and proceedings wholely supported by the Programme: 

- Cinader, B. & de Weck, A. (ed.) Immunological response of the female reproductive tract, 

Copenhagen, Scriptor, 1976. 

- Harper, M. J. K. et al. In: Development of vaccines for fertility regulation, Copenhagen, 
Scriptor, 1976. 

- Harper, М. J. K. et al. (ed.) Ovum transport and fertility regulation, Copenhagen, 

Scriptor, 1976. 

- Boettcher, B. et al. (ed.) Auto- and iso- antibodies to antigens of the human reproductive 

system, Acta. pathol. et microbiol. Scand., 1977, Sup ?. No. 258. 

- Diczfalusy, E. (ed.) Regulation of human fertility: Symposium organized by WHO and 

Ministry of Health of the USSR, Moscow, Copenhagen, Scriptor, 1977. 
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5.2 "Core support" to help build up or reinforce a research nucleus assured of some continuity 
of support has been given to a network of collaborating centres, of which 16 are in developing 

countries: Argentina, Brazil, Chile, Cuba, Egypt, India (three centres), Mexico (two centres), 

Nigeria, Pakistan, Philippines, Republic of Korea, Singapore, Thailand (two centres), Tunisia, 

Yugoslavia and Zambia. This core support is given for equipment, supplies and salaries. 

The centres, as well as many other institutions in developing countries, participate in task 

force projects, for which they also receive support in the form of equipment, supplies and 

salaries. The task forces are one of the main mechanisms for research and development in the 

Programme, and bring together into teams scientists from different institutions, countries and 
disciplines to plan and implement research on different approaches to fertility regulation, and 
on their acceptability and service delivery. 

5.3 Manpower resources have been strengthened in several ways. In addition to funding posts, 
the Programme has provided the assistance of consultants, particularly to help with the training 
of laboratory personnel. In 1976 and 1977, about 100 research training grants for training 
abroad, usually of a year's duration, have been awarded, and several training courses have been 
organized; for example, courses on clinical trial methodology and on the standardization of 
laboratory methods. A special effort has been made to extend to the centres expertise in 

social science and epidemiology. 

5.4 Considerable build -up of laboratory facilities for radioimmunoassay of sex hormones and 
clinical chemistry has been undertaken in the centres in Cuba, Egypt, India (three centres), 
Republic of Korea, and Thailand to enable them to conduct the pharmacological and metabolic 
studies needed in the assessment of fertility- regulating methods. A similar build -up is 
planned for the centre in Tunisia. Primate facilities have been strengthened in Argentina 
and India. To ensure the comparability of results in trials in several centres and to help 
centres monitor their own assay performance, all centres with laboratory facilities participate 
in the programme of standardization and quality control of laboratory methodology, which now 
involves 143 laboratories in 44 countries. 

5.5 A few institutions have been strengthened in developed countries, primarily to increase 
their capacity for research training and for collaborative research with developing countries, 
including the assessment of fertility- regulating methods, involving centres in Australia, 
Canada, Hungary, Sweden, United Kingdom of Great Britain and Northern Ireland, United States 
of America, USSR and in Berlin (West). 

6. International scope of the Programme 

6.1 Scientists from 69 countries, of which 45 are developing countries, are involved in the 
Programme as investigators, advisers, trainees, or in other capacities. The Programme was 
mainly supported in 1977 by contributions to the Voluntary Fund for Health Promotion from 
Canada, Denmark, Finland, India, Mexico, Norway and the United Kingdom of Great Britain and 
Northern Ireland. 

6.2 Coordination with a large number of other agencies is achieved through a variety of 
mechanisms, ranging from joint planning and conduct of projects to consultation on technical 
issues. Fifteen governmental and nongovernmental agencies with active programmes of research 
in fertility regulation were invited to a meeting convened by WHO in September 1977, They 
represented the quasi - totality of public sector investment in research on the biomedical and 
service aspects of family planning. The meeting reviewed the agencies' priorities, 
strategies, and ongoing and planned activities. 

7. Coordination with other WHO programmes 

7.1 The Programme collaborates and is coordinated with other WHO programmes. The relation- 
ship is particularly close with the Division of Family Health, with which some of the 
activities are carried out jointly. Educational material for methods based on periodic 
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abstinence has continued to be developed in conjunction with the Education Communications 

Systems unit and the Education Evaluation unit of the Division of Health Manpower Development. 

The Office of Research Promotion and Development plays a vital role in administering the 

research training grants. The Legal Division provides guidance on patents and on agreements 

with industry. Data -processing for most studies in the Programme is carried out at the 
International Computing Centre, in collaboration with the Electronic Data Processing unit. 

7.2 During 1977, joint projects were also set up with the Division of Mental Health on 
psychological sequelae of sterilization, and with the programme of cardiovascular diseases on 
hormonal contraceptives and cardiovascular conditions. In December 1977 a meeting jointly 
planned with the Cancer unit reviewed information currently available on the possible 
association of hormonal contraceptives and neoplasia. The Immunology unit participates in the 

resarch on vaccines for fertility regulation. There is frequent technical consultation with 
many other sections at WHO headquarters; e.g., with Biologicals on standard preparations; 
with Health Laboratory Technology on laboratory procedures; with the Special Programme for 

Research and Training in Tropical Diseases on drug delivery systems; and with Health 
Statistical Methodology. Regional office staff are participating increasingly in identifying 
priority research problems, scientists and institutions. They take part in the meeting of 
the advisory group to the Programme, which is the major meeting for strategy formulation and 
review of the Programme. 
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SPECIAL PROGRAMME FOR RESEARCH AND TRAINING 
IN TROPICAL DISEASES 

Progress Report by the Director -General 

The past year has seen the transition from the planning phase of 
the Special Programme for Research and Training in Tropical Diseases 
to a preparatory phase of organization and pilot activities leading 
to the full operation of projects. The activities of the past year, 

in addition to the establishment of "working links" with relevant 
scientists and the laying of the foundation for the institution 
strengthening and training areas, include the meetings of various 
scientific working groups and their steering committees and the first 

meeting of the Research Strengthening Group. In accordance with 
resolution EВ59.R31, the Director -General continues to report on the 

development of the Special Programme in this document. 

CONTENTS 

I. SCIENTIFIC AND TECHNICAL ASPECTS 

1. Research and development 17 

18 

3. Technical review of the programme 19 

II. ORGANIZATION AND OPERATION 

1. Finance and contributions 20 

2. Information to the scientific community 20 

2. Training and institution strengthening 



Eв61 /23 

page 17 

Appendix II 

I. SCIENTIFIC AND TECHNICAL ASPECTS 

1. Research and development 

1.1 The major task of 1977, in addition to development of the existent scientific working 
groups, has been the establishment of new groups to carry out the plans and the research to 
find the new tools for control of tropical diseases. The organization of scientific working 
groups has been reviewed, in the light of the experience of those groups already functioning, 
to ensure that each one is an effective mechanism for achieving its defined goals. 

1.2 Establishment of scientific working groups 

1.2.1 The first scientific working groups focused on specific targets related to one of the 
diseases, and several groups were envisaged for each disease. In the case of leprosy, for 
example, one group was formed for immunology of leprosy, and in fact served as a model for the 
Programme. Another was formed for chemotherapy of leprosy, and met for the first time in 
April 1977. This was the case also for malaria. 

1.2.2 In the case of more recently established scientific working groups, however, a disease - 
oriented parent or coordination group meets initially to provide an overview of the disease 
problems and is reconvened periodically for an overall review of the status of the programme 
component. This group may later divide into target -oriented groups related to chemotherapy, 
immunology, operational research, or other relevant areas. The parent groups for filariasis 
and schistosomiasis already met in 1977, and those for African trypanosomiases, Chagas° 
disease and leishmaniases were scheduled to meet before the end of the year. 

1.2.3 The first Technical Review Group, meeting in September 1976, recommended that the com- 

ponent of operational research in malaria should be expanded and strengthened. In preparation 
for the establishment of a Scientific Working Group in this area, a review of ongoing research 
and problem areas took place in October at a meeting of WHO regional advisers in malaria from 
each WHO region. This consultation examined an inventory of current activities and assembled 
a list of priorities for research in the different geographical areas in preparation for the 
first meeting of the Group on this subject. 

1.3 Activities of scientific working groups 

1.3.1 The Steering Committees of the Scientific Working Groups for Immunology and Chemo- 
therapy of Malaria both approved a number of research proposals. In immunology the proposals 
initiated covered a wide range of research subjects, with particular emphasis on antigen pro- 
duction, isolation, purification and characterization, the elucidation of immune mechanisms 
and vaccination against malaria. The Steering Committee for Chemotherapy approved four 
proposals, and preparations are under way for clinical trials of mefloquine in South America and 

Africa. In addition, Workshops on the Biology and in vitro Cultivation of Malaria Parasites 
were held in March in New York under the joint auspices of the Special Programme and the 

United States Agency for International Development. The research priorities identified at 
these workshops will be considered by the scientific working groups. 

1.3.2 The Scientific Working Group on Filariasis initiated a number of research proposals in 
the field of chemotherapy research, for the strengthening of certain experimental 
chemotherapeutic and drug screening centres, for pilot studies to develop specialized screening 
methods and metabolic studies, for studies to improve the use of existing filaricides and for 

the survey of approved drugs that might give a lead for the development of new filaricides. 

1.3.3 For African trypanosomiasis, meetings were held in both East and West Africa to assess 

the potential for research in the continent in the context of the Special Programme. Projects 
were approved by the Scientific Working Group on the Chemotherapy of Trypanosomiasis in four 
areas of research: radio -labelled compounds; secondary and tertiary screening of nifurtimox 
and diamidines; the use of Microtus, a vole, as experimental model for drug screening; and 

mutagenicity tests. 
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1.3.4 The Scientific Working Group on the Immunology of Leprosy continues to make good 

progress and is meeting the targets set. The scientific progress made over the past years 

has strengthened the initial hope that a vaccine effective against leprosy can be developed, 

but it must be recognized that fulfilment of that goal for practical, large -scale applications 

cannot be expected in the immediate future. 

1.3.5 The Scientific Working Group on the Chemotherapy of Leprosy approved research proposals 

designed to provide the information and tools needed for the conduct of clinical drug trials, 

as well as studies aimed at the development of effective new drugs. A standard protocol for 

the conduct of chemotherapy trials for lepromatous leprosy was finalized, four centres at which 

the first trials are to be carried out were designated, and steps were taken to mount the 

first two trials. 

1.3,6 The Scientific Working Group on Schistosomiasis, meeting for the first time, established 

three main fields of research: epidemiology and control, chemotherapy, and immunology. 

Specific priorities recommended by the Group include the following: the development of 

specific sensitive and quantitative serodiagnostic tests for the detection of active infections; 

research on mechanisms of immunity, immunopathology and immunoregulation; well -designed, 

multicentre clinical trials of schistosomicidal drugs to determine optimal dosage regimes for 

individual and selective population chemotherapy; investigations of the medical and socio- 

logical implications of water conservation and development schemes; and the establishment of 

technical and training centres in endemic areas, The Group gave immediate approval of the 

initiation of 12 research proposals. Since several pharmaceutical companies remain active in 

screening chemical compounds and undertake selective synthesis of potential schistosomicidal 
agents, the Group recommended that the Special Programme should not, at this stage, undertake 
an extensive drug -screening programme. 

1.3.7 In the trans -disease research components, the Scientific Working Group on Epidemiology 
identified areas requiring intensified efforts, and a special committee visited Zambia to 

finalize the plans for epidemiological research in several sites in that country which had 

been selected on the basis of a pilot survey preceding the first meeting of the Group. The 

studies are to cover clinical and laboratory aspects of the diseases, behavioural and environ- 
mental factors affecting transmission, and economic aspects. 

1.3.8 An informal working group, meeting at the offices of the World Bank in Washington, 
agreed on areas of high priority for socioeconomic research including the sociocultural 
acceptance of technologies, and social, cultural and economic adaptations to disease. Further 

consultations are planned, to lead to the establishment of a Scientific Working Group. 

1,3.9 The Scientific Working Group on the Biological Control of Vectors was established, and 
overall vector control is being incorporated in the various groups for each of the relevant 
disease or trans -disease components. A pilot activity in this area was the Workshop on the 
Biological Control of Disease Vectors held in Kaduna, Nigeria, in April, when a large number 
of scientists from that country organized the national priorities in vector control, and 
planned for national coordination to avoid duplication and increase effectiveness in the con- 

text of the Special Programme, 

1.3.10 The Scientific Working Group on Biomedical Sciences will be convened early in 1978, by 
which time groups will have been established for each disease and trans -disease component of 
the Special Programme (see Figure attached). 

2. Training and institution strengthening 

2.1 The emphasis on the research capability strengthening component, initially on the 
African continent, is being extended to cover other endemic areas. Pilot activities have 
already begun, or will soon be initiated, based on four centres - in Ndola, Zambia; Nairobi, 

Kenya; Kuala Lumpur, Malaysia; and Cotonou, Benin. However, the efforts of the past year 
in this area were spent for the most part on planning and preparations for the crucial first 
meeting of the Research Strengthening Group in October. In addition, six workshops, symposia 
or seminars were planned for training scientists and four research training grants were awarded. 
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2.2 Activities have continued and developed further at the first WHO Tropical Diseases 

Research Centre in Ndola, Zambia. The official agreement has been signed between the Government 

of Zambia and WHO for the formal establishment of the Centre, which is the base for the first 

phase of Special Programme epidemiological studies, as well as for drug trials. 

2.3 The Research Strengthening Group met for the first time in Geneva from 

24 to 28 October 1977 and established main policy guidelines to cover this component of the 

Programme. 

2.4 To this end, the Special Programme will: 

- strengthen research and training institutions to assist tropical countries in 

developing the infrastructure necessary to cope with problems related to disease 

control; 

- support training of persons from tropical countries with the objective of developing 
scientists and other research personnel of the highest quality to help meet manpower 
needs; 

- encourage and assist in the diffusion, interpretation and integration of new knowledge 
so as favourably to influence health policies and their implementation; 

- contribute to the rapid transfer to the affected countries of the knowledge, technology 
and skills that are relevant to their health objectives and within the sphere of the 
Special Programme. 

2.5 The activities of research strengthening are by definition long -term commitments with 
explicit government involvement, in contrast to scientific working group projects, which are 
limited in time and scope to a specific task. Activities in research strengthening will thus 
be developed in close consultation with governments, regional advisory committees on medical 
research (ACMRs) and other appropriate regional bodies. 

2.6 Institution -strengthening and training are interrelated and most, if not all, of the 
supported activities will contain both components. A network of centres collaborating with 
the Special Programme will be created, where most of these activities will take place. 

2.7 Institution- strengthening is limited to centres in tropical countries. As much training 
as possible should take place in the tropical countries, making maximum use of Special 
Programme network centres. There will, however, be occasions when training in non- tropical 
countries will be necessary. 

3. Technical review of the programme 

3.1 The second meeting of the Technical Review Group of the Special Programme was convened 
at WHO headquarters in Geneva from 12 to 16 September 1977. Major funds to support the 
Programme became available in 1977, and the Group felt that significant progress had already 
been made in moving the Programme into the implementation phase. The Group reviewed the 
plans and pilot operations of the Special Programme, endorsed its objectives, proposed lines 
of development, and made certain modifications and recommendations for implementation. The 
Director -General welcomed the Group's report and accepted its recommendations, drawing 
particular attention to: 

- the budgetary revisions which reflect the balance and growth recommended by the Group 
without exceeding the absorptive capacity of the Special Programme and WHO; 

- the need to continue the strengthening of the management of the Programme, including 
the incorporation of efficient and effective scientific and financial control systems; 



EВ61/23 
page 20 

Appendix II 

- the importance of developing Special Programme activities in active consultation with 
the newly established regional ACMRs and the global ACMR, with WHO regional offices, and 
with national and other bodies planning and funding research on the six diseases; 

- the reiteration by the Group of the importance of the training and institution 
strengthening aspect of Programme activities, which is entirely in accordance with WHO 
policy (the Group recommended that 20% of Programme funds be allocated to this activity 
in 1978); 

- the need for adequate representation on the steering committees of scientific working 
groups which should meet at least twice a year to ensure rapid handling of research 
proposals; 

- the importance of expanding distribution of documentation on Special Programme 
activities. 

II. ORGANIZATION AND OPERATION 

1. Finance and contributions 

1.1 During the period 1 January to 30 September 1977 voluntary contributions totalling 
US$ 6 306 305 were received to support the activities of the Special Programme. Governments, 
governmental and nongovernmental bodies making these contributions were: Cyprus, the Danish 
International Development Agency, the International Leprosy Association, the Japan Shipbuilding 
Industry Foundation (Sasakawa Health Fund), the Netherlands, the Norwegian Agency for 
International Development, the Swedish International Development Authority, the United Kingdom 
of Great Britain and Northern Ireland, and the United States of America, as well as the United 
Nations Development Programme, co- sponsor of the Programme. During the full year 1977, 

financial support for the Programme from the regular budget was estimated at US$ 903 000. 

These funds, plus additional pledges from Australia, Austria, Belgium, Finland, the Inter- 

national Development Research Centre, Nigeria and Switzerland, will bring the total 1977 

financial support for the Special Programme to approximately US$ 11.5 million. 

1.2 The parties cooperating in the Special Programme realize that five to 20 years of 

scientific and financial support will be required to attain the Programme's objectives, and 

it is gratifying that some governments and agencies have already indicated three- to five -year 

support for the Programme during this initial period of rapid implementation. Such longer - 

term support enables WHO to build up and maintain the participation and confidence of the 

scientific community and begin to strengthen the research capabilities within the endemic 

countries. 

2. Information to the scientific community 

2.1 The Special Programme Newsletter continues to be published periodically and the list of 

distribution has been increased, especially with the addition of individuals and institutions 

in developing countries at present concerned with or potentially interested in the areas of 

research of the Programme. Reports of scientific working groups are announced and available 

to all interested persons. Contact is being made with scientific journals concerned with the 

relevant research areas and with public health in tropical countries, and information displays 

are being prepared for use at scientific meetings. 

2.2 A handbook for members of scientific working groups is being prepared for the use of all 

persons involved in the research of the Special Programme, and invitations to submit research 

proposals in the relevant areas are being widely distributed. 
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