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This report reviews the progress and current status of the 
activities of the WHO Special Programme of Research, Development and 
Research Training in Human Reproduction (HRP). 

HRP is a global programme of international technical cooperation, 
initiated by WHO to promote, coordinate, support, conduct and evaluate 
research in human reproduction, with particular reference to the needs 
of developing countries. The Programme promotes and supports research 
aimed at identifying and evaluating health and safety problems 
associated with fertility regulation technology, analysing the 
behavioural and social determinants of fertility regulation, and testing 
cost-effective interventions to develop improved approaches to fertility 
regulation within the context of reproductive health services. The 
Programme promotes and supports research aimed at finding and developing 
safe and effective methods of fertility regulation and identifying and 
eliminating obstacles to such research and development. The Programme 
promotes national self-reliance in research, through strengthening the 
training and research capability of developing countries in the field of 
human reproduction. In addition, the Programme has established a basis 
for collaboration with other programmes engaged in research and 
development in human reproduction, which will include the identification 
of priorities across the field and the coordination of activities in the 
light of such priorities. 

The research and development activities of the Programme are 
carried out by means of a unique multinational and multidisciplinary 
collaborating mechanism, the task forces, supported by a global network 
of collaborating research centres in developing and developed 
countries• The research activities have helped to clarify several of 
the medical, social and service aspects of the use of fertility 
regulation, and have led to an improved understanding of the extent and 
causes of infertility. A number of new products, developed through 
Programme-supported research, are in the final phases of clinical 
research, prior to their introduction into family planning programmes. 

For the most part the Programme is funded from extrabudgetary 
resources. Although in the early 1980s there was a decrease in the 
level of funding, since 1985 the Programme

f

s income has increased, 
reaching approximately USÍ 21 million in 1987. 

An external evaluation of the Programme is scheduled for 1988/1989, 
to review its role and impact, particularly in developing countries, and 
to provide guidance on its future orientation. The evaluation report 
will be submitted to the Executive Board in January 1990. 

It is proposed that HRP should be co-sponsored by UNDP, UNFPA, WHO 
and the World Bank, with WHO acting as Executing Agency. Such a 
positive development will extend the Programme

1

 s collaboration with 
Member States and maintain its funding on a more secure basis. 
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1 . Background 

In 1965 the World Health Assembly requested the Director-General to develop further a 
previously proposed programme, including, inter alia, studies on medical aspects of sterility 
and fertility control methods. 1 In June 1970 WHO convened a meeting of representatives of 
agencies interested in the promotion of research in reproductive biomedicine, including 
fertility regulation. At the meeting it was recommended that WHO should undertake a 
feasibility study to assess its optimum role in this field. In December 1971 the 
representatives of the interested agencies met again to consider the report of the 
feasibility study. At that meeting they accepted the proposed philosophy of the Special 
Programme and the proposed mechanisms for conducting and managing international research, and 
an initial contribution totalling USÍ 4.5 million was pledged by the Canadian, Danish, 
Norwegian and Swedish International Development Agencies and the Ford Foundation. Hence the 
idea of a truly neutral, intergovernmental approach towards research, development and 
research training in human reproduction, with special emphasis on the needs of developing 
countries, became a reality in 1972, 16 years ago. The Thirty-first World Health Assembly, 
in 1 9 7 8 , reviewed and endorsed the activities of the Programme.^ 

2. The Special Programme and its philosophy 

Although initially it was concern about demographic development that stimulated interest 
in family planning, it was rapidly realized that the health aspects of family planning were 
as important, if not more so. Indeed, WHO does not have a population policy; it is up to 

1

 See resolution WHA18.49. 
2 „ 

See resolution WHA31.37. 
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Member States to formulate their own policy if they so wish. However, WHO has 
has had - a global health policy. Hence, the Special Programme has recognized 
inception that the impact of family planning and fertility regulation goes far 
issues of population growth and development• 

Fertility regulation represents a very important tool in improving the general health 
status of the population. Indeed, the effective use of family planning will delay the first 
pregnancy and enable further births to be spaced; when integrated with primary health care, 
these will lead to lowered infant, child and maternal morbidity and mortality rates and a 
significant reduction in the number of illegal abortions with their accompanying health 
hazards. 

Estimates have recently been published on the extent of contraceptive use. It is clear 
from the various figures that, as a global average, more than 50% of eligible couples are 
still not using any modern method of fertility regulation. The data indicate that a third of 
the women living in developed countries and two thirds of those living in developing 
countries were not using any form of contraception at the beginning of the current decade. 

The number of unwanted births, the high discontinuation rates and the number of induced 
abortions convincingly indicate that the available methods and family planning services fail 
to meet the needs of the developing countries. Hence, as in 1972, 16 years later in 1988, 
there remains an enormous need for a wide variety of safe and effective methods that will 
suit the individual situation, the socioeconomic condition and the cultural and religious 
values of different couples. Furthermore, there is an even more urgent need for a 
substantial increase in social, behavioural and service research better to understand the 
factors influencing the choice of various methods and their continuation rates and the 
interaction between users and the providers of services. 

3. The mandate 

The Special Programme is the main instrument within the United Nations system for 
conducting, promoting, evaluating and coordinating international research on human 
reproduction, fertility regulation and family planning. All activities are oriented towards 
the needs of developing countries. To fulfil its role, the Special Programme has a broad 
mandate to carry out research and development, to expand and improve resources for research, 
to initiate, facilitate, evaluate and coordinate research, and to undertake a number of 
special responsibilities. A summary of its main achievements is presented below. 

4. Research and development 

The research and development activities of the Programme can be discussed along three 
main lines; (1) research on existing methods； (2) the development of new and improved 
methods; and (3) the prevention and management of infertility. Activities are carried out 
by means of a unique multinational and multidisciplinary collaborating mechanism, the task 
forces. Each task force is composed of scientists from all parts of the world, who are 
carrying out research under the auspices of the Special Programme and each task force's 
steering committee. Steering committee scientists are responsible for maintaining an 
up-to-date strategic plan and for eliciting and assessing project proposals within the 
research line of the strategic plan. Membership of the steering committees is truly 
international, with an adequate representation of women and of scientists from developing 
countries. In 1987 the 152 scientists who are members of the Special Programme

f

s various 
committees come from 18 developed and 33 developing countries. Of the total, 56% are from 
developing countries and 26% are women. 

5. Research on existing methods 

Research on existing methods is carried out as the special responsibility of two task 
forces, the task force on safety and efficacy of fertility regulating methods and the task 
force on behavioural and social determinants of fertility regulation. 

5.1 Safety and efficacy of fertility regulating methods 

A number of fertility regulating agents have been available for several decades, and 
research on these methods is moving towards epidemiological studies of long-term risks and 

- a n d always 
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benefits and the assessment of rare adverse reactions. However, the bulk of the information 
available comes from developed countries. Hence the Special Programme has a unique mission 
when it comes to the short- and long-term assessment of the safety and efficacy of various 
fertility regulating agents in different developing country settings. Indeed, since its 
inception, the Special Programme has conducted multinational epidemiological studies on 
virtually all existing fertility regulating agents and methods. A number of studies have 
been published, e.g., on oral and injectable contraceptives and the risk of genital and 
breast cancer, on oral contraceptives and the risk of cardiovascular disease, on injectable 
contraceptives and the risk of pelvic inflammatory disease, and on intrauterine 
devices (IUDs) and the risk of ectopic pregnancies and pelvic inflammatory disease. Other 
studies have addressed issues such as the relative safety of different methods of female 
sterilization, the sequelae of induced abortions, and the possible sequelae of vasectomy. 

The Special Programme has conducted multicentre studies with IUDs, providing more than 
500 000 woman-months of experience. As a result of these studies it is established that the 
newer copper devices are significantly better in preventing pregnancy than the earlier copper 
devices, and far better than the inert (non-medicated) devices. The Special Programme has 
also established that - in contradistinction to insertion after second trimester abortion 一 
insertion following first trimester abortion is as safe and effective as interval insertion. 

Ongoing investigations include a study of the interaction of oral contraceptives with 
diseases prevalent in developing countries and/or the drugs used in their treatment, ail 
investigation of the effect of injectable arid implantable contraceptives oil the progeny 
in utero and during lactation, health risk surveillance studies with newly introduced 
contraceptives, and assessment of the interaction of various methods of contraception with 
human immunodeficiency virus (HIV) infection and AIDS. 

5.2 Behavioural and social determinants of fertility regulation 

A number of large-scale studies have been conducted on the psychosocial aspects of 
fertility regulation, including studies on family-formation patterns and health, patterns and 
perceptions of menstruation, user preferences in different developing countries, and illegal 
abortions• 

The most important ongoing studies are concerned with,inter alia, the various factors 
affecting the choice and continuation of use of different methods of fertility regulation in 
developing countries, and the community barriers that impede access to family planning• 
Other studies address the changing roles of men and women with regard to reproductive health 
and the adoption of different fertility regulating methods, and the economic, social and 
psychological costs and benefits of fertility regulation to couples living under different 
socioeconomic conditions. 

Several studies on the service aspects of fertility regulation have been conducted; a 
number of Member States (e.g., India, Indonesia, Kenya, Pakistan, Philippines, Thailand, and 
Turkey) have made important changes in their service delivery and national family planning 
programmes, or even in their legislation, as a result of the findings and recommendations 
arising from these projects conducted in over 30 developing countries. 

6. Development of new and improved methods 

The development of new and improved methods is the special responsibility of six task 
forces, namely, the task force oil long-acting systemic agents for fertility regulation, the 
task force on post-ovulatory methods for fertility regulation, the task force on vaccines for 
fertility regulation, the task force on methods for the regulation of male fertility, the 
task force on methods for the natural regulation of fertility, and the task force on plants 
for fertility regulation. The extent of the various clinical studies is revealed by the fact 
that more than 180 multicentre international trials have been carried out involving more than 
185 000 subjects in 150 centres in 53 countries. Furthermore, a large number of 
single-centre clinical pharmacological studies have been carried out. The Special Programme 
has access to record forms on approximately 200 000 subjects. , For the various clinical and 
pre-clinical studies, contracts have been awarded to almost 500 institutions in 65 countries. 
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6.1 Long-acting systemic agents 

The Programme has developed a variety of long-acting systemic agents which will be ready 
for introduction into family planning programmes over the next few years. Four once-a-month 
injectable formulations have reached the stage beyond large-scale clinical trials. Two of 
the formulations (HRP-102 and Cycloprovera) have been developed in collaboration with two 
pharmaceutical companies. The pharmacokinetic and pharmacodynamic profiles of both products 
are very favourable. In a large comparative trial after one year of use in more than 1000 
subjects the high effectiveness of the two products was established. The discontinuation 
rate for genital bleeding disturbances in the two groups was 6% and 7%, respectively, much 
less than reported with presently available progestogen-only formulations, such as 
depomedroxyprogesterone acetate and norethisterone enanthate (14%-15%). In addition, new 
progestogen-only injectable contraceptives are a t , or beyond, large-scale clinical trials. 
The available clinical data seem to suggest that the levonorgestrel butanoate 
microcrystalline suspension which has been developed by the Special Programme in 
collaboration with the Contraceptive Development Branch of the United States National 
Institute of Child Health and Human Development provides a two-to-three month duration of 
contraceptive effect when administered in a dose of 12.5 m g , a much smaller dose than that of 
comparable available preparations. 

Furthermore, the Special Programme has developed, tested and submitted for registration 
a new vaginal delivery system which provides constant blood levels and a contraceptive effect 
for a minimum of 3 months by releasing as little as 20 mg of levonorgestrel per day. The 
ring is inserted and removed by the user. In addition, in collaboration with the Population 
Council, clinical studies are in progress with vaginal rings releasing natural progesterone 
in daily doses of 5 mg to 10 m g . These latter rings are for use during the post-parturn 
period. 

A biodegradable implantable contraceptive (developed in collaboration with the 
Contraceptive Development Branch, United States National Institute of Child Health and 
Development) and a six-monthly vaginal delivery system for levonorgestrel have reached 
stage of clinical evaluation, 

6.2 Post-ovulatory methods 

In comparative trials involving more than 15 000 volunteers the Special Programme 
established which prostaglandin analogue, dose regimen, formulation and route of 
administration are the most suitable in different clinical situations. Furthermore, the 
Special Programme has developed improved and safe procedures for the medical termination of 
first- and second-trimester pregnancy, generated a large body of clinical pharmacological 
data for the registration of several products, and negotiated agreements with three 
manufacturers for the supply of their products for distribution in the public sector at 
concessionary prices. 

Recent studies supported by the Special Programme have led to the establishment of an 
important synergistic effect between the anti-progestin RU-486 and very small amounts of 
prostaglandin analogue administered sequentially. The success rate of the combination is 
much higher than that of RU-486 alone, whereas the side effects are much lower than those of 
the prostaglandin analogue alone, used previously in higher doses. 

Large-scale clinical studies are also in progress to evaluate the feasibility of 
progestogen-only post-coital contraception with relatively large doses of levonorgestrel. 

6.3 Vaccines for fertility regulation 

The Special Programme has developed and brought into Phase I clinical trials an almost 
totally synthetic birth control vaccine, after obtaining permission from both the United 
States Food and Drug Administration and the Australian Drug Regulatory Authority. The 
vaccine consists of a synthetic carboxyterminal 109-145 aminoacid region of the p-subunit of 
human chorionic gonadotropin, conjugated to diphtheria toxoid as the carrier, administered 
with muramy1 dipeptide adjuvant in a squalene-arlacel vehicle. The development of a second 
generation vaccine is also in progress. 

Human 
the 

has 
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6.4 M e t h o d s for the regulation of male fertility 

Few advocates of the approach involving regulation of male fertility seem to realize 
that to develop a male contraceptive is a formidable task, first because basic knowledge of 
m a l e physiology is very l i m i t e d , secondly because it is very difficult to inhibit 
spermatogenesis without interfering with testicular androgen secretion, and thirdly because 
it is, equally difficult to invariably achieve long-term reversible azoospermia and not only a 
severe degree of oligospermia. Hence, the Special Programme has not yet developed a safe and 
effective "pill for m e n " , nor has any other agency or organization. Nevertheless, the 
S p e c i a l Programme has m a d e , and is m a k i n g , a number of significant contributions to the field. 

A number of m u l t i c e n t r e clinical studies were conducted with the aim of assessing the 
f e a s i b i l i t y of using arit i a n d r o g e n s , or progestogen - androgen combinations as male 
a n t i f e r t i l i t y a g e n t s . The latter studies revealed that there was a need to develop far 
longer-acting androgens than those available today. A series of novel testosterone esters 
has b e e n synthesized and patented by the Special Programme. A single injection of one of 
these w a s shown to m a i n t a i n physiological testosterone levels in castrated male monkeys for 
m o n t h s . 

Among the studies currently in progress are the following: a multicentre clinical trial 
on the contraceptive efficacy of very severe oligospermia induced by long-acting androgens； 
studies on the safety and efficacy of transdermal chemical vas occlusion; clinical 
p h a r m a c o l o g i c a l studies on the combined administration of an LH-RH antagonist and a 
long-acting androgen; a synthesis and screening programme oil gossypol analogues to explore 
their spermicidal and virucidal activity (with special emphasis on their effect on HIV)； 
studies on "post-testicular" fertility control with new agents of plant origin, especially 
those recently isolated from extracts of Tripterygium Wilfordii Hook, f . (celastraceae); and 
p r e c l i n i c a l studies on the potential of a variety of FSH-inhibitors in male fertility control. 

6.5 M e t h o d s for the natural regulation of fertility 

The first impartial international assessment of the cervical mucus (ovulation) method of 
n a t u r a l family planning was undertaken by the Special Programme in a five-country study. A 
h i g h method-effectiveness was found but very low use — effectiveness • A core curriculum 
(learning p a c k a g e ) for training teachers and potential users of natural family planning 
m e t h o d s was developed as a result of a large number of special consultations. Copies of the 
p a c k a g e , family fertility education, were widely distributed. 

F u r t h e r m o r e , a 10-country multicentre study (the largest of its kind ever conducted) 
provided m o r e precise information than was previously available on the temporal relationships 
between peripheral hormone levels and the time of ovulation, as determined by direct 
v i s u a l i z a t i o n and histological evaluation. In other studies, a large number of potential 
indices of the fertile period were critically assessed a n d , on the basis of the findings, 
simple techniques were developed for the determination of the fertile period. As a next 
s t e p , the Special Programme plans to evaluate, in large-scale multinational trials, the 
e f f i c a c y of self-assessment of the fertile period using "do-it-yourself" k i t s . 

It should be borne in mind, that 一 even now - lactation prevents more births than all the 
m o d e r n m e t h o d s of fertility regulation put together. Therefore, the Special Programme is 
conducting large-scale multinational studies to assess the determinants of lactational 
a m e n o r r h o e a in different populations. On the basis of these studies guidelines will be 
developed for the optimization of child-spacing by lactation. 

6.6 Plants for fertility regulation 

A number of collaborating centres, predominantly in developing countries or areas (China 
(Shanghai and W u h a n ) , Hong K o n g , India (Lucknow), Republic of Korea (Seoul), Sri Lanka 
( P e r a d e n i y a ) , and United States of America (Chicago)), collected, extracted and evaluated in 
a n i m a l tests some 300 plant species w i t h alleged antifertility effects, identified by means 
of an intensive literature search. Several new chemical entities possessing anti-fertility 
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activity in rodents have been isolated and subsequently synthesized for subhuman primate 
studies. Examples of such new chemical entities possessing anti—implantation activity 
include yuehchukene and pseudolaric acid B . Whether or riot these compounds will be tested 
clinically depends on the outcome of preclinical safety assessment. 

7. Prevention and management of infertility 

Infertility is a major medical and social problem of global dimension; epidemiological 
studies carried out by the Special Programme indicate that up to 15% of couples of 
reproductive age, perhaps as many as 50-80 million couples, may have problems related to 
infertility• Therefore, the Special Programme has conducted a standardized investigation of 
the infertile couple which involved more than 8500 couples in 33 centres in 25 countries. 
This systematic study (the largest of its kind) revealed the most frequent causes of 
infertility in both women and men and allowed investigators around the world to use a 
simplified standardized methodology for the comparison of results. This methodology includes 
simple algorithms for use in primary health care and computer software for use at specialized 
centres. On the basis of the data obtained the strategic plan of the task force on the 
prevention and management of infertility has been reoriented to emphasize prevention of 
infertility and in particular its relationship to sexually transmitted diseases. 

8. Expansion and improvement of resources for research 

One third of the budget of the Programme is spent on the expansion and improvement of 
the resources for research in developing countries. Initially, a global network of clinical 
research centres was developed, to conduct coordinated multicentre clinical trials, using 
common protocols and carefully standardized diagnostic methods and laboratory techniques. 
The network - of which 80% of the centres are situated in developing countries 一 represents a 
unique international health research resource. However, since the promotion of national 
self-reliance for research in human reproduction is a very important objective and an 
integral part of the Special Programme, more and more effort has been devoted to providing 
resources for research on relevant local problems, as viewed by the developing countries 
themselves• 

Thus, intensive efforts have been made to strengthen institutional resources in a number 
of countries (e.g., China, Kenya, India and Indonesia). As an example, since the inception 
of the Special Programme equipment, research training and consultants, totalling more than 
USÍ 3.5 million, have been provided to the National Centre for Research in Reproduction, 
Nairobi, and the assistance provided to the eight large centres in China exceeds 

13 million, of which approximately half was contributed by UNFPA, In addition, several 
centres have received substantial assistance in strengthening their research capacities 
(e.g., those in Cotonou, Dakar, Hanoi, Tunis and Yaoundé). 

Research training grants have been awarded to 980 scientists from 60 countries, visiting 
scientist grants to 163 senior scientists from 36 countries, and "re-entry•• grants to 80 
scientists from 31 countries, representing a total value of more than US$ 13 million. More 
than 900 of the grants were awarded to scientists from developing countries. In addition to 
125 training courses held in collaboration with ministries of health, the Special Programme 
has organized 35 seminars, 56 workshops and 39 symposia； altogether 130 major scientific 
events in some 40 countries. Matched reagents for hormonal assays are currently distributed 
to some 80 laboratories in 40 countries, and an additional 90 laboratories participate in the 
external quality assessment scheme. The number of publications based on the use of these 
reagents exceeds 500. The total value of equipment, supplies and reagents provided to 
centres in developing countries exceeds US$ 33 million, corresponding to 16% of the total 
income of the Special Programme from its inception; this includes small supplies distributed 
to 120 institutions in 34 countries and journal subscriptions for 90 institutions in 30 
countries. 

There are many indications that the support described above, provided to developing 
countries, has resulted in a greater commitment of the countries to health research, and in a 
progressive growth in their capacity to carry out research in the field of human reproduction 
in general, and in relation to their own family planning programmes in particular. For 
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example, in 1986 the institutions in Nairobi, that had been receiving institution-
strengthening support for several years were incorporated into a National Centre for 
Reproduction Research supported by the Government of Kenya. The institutions being 
strengthened in China are becoming nationally recognized as capable of providing expertise 
and advice to the Government in different areas of biomedical and health research. Several 
institutions in the global network of centres are competing for, and winning, support for 
research from other agencies working on fertility regulation. Moreover, scientists from 
these institutions are playing a major role in formulating research policies for their own 
countries, in steering the research policies of the Special Programme and in carrying out the 
research required by the task forces. Support for the strengthening of an individual 
institution in a developing country is given on a gradually declining scale over a period of 
10-15 years. As the human and material resources of these institutions grow over the period 
of development they attract increasing support from the Special Programme

f

 s task forces for 
specific research projects. This trend towards integrating institution-strengthening and 
research and development in the institutions themselves is reflected in the administration of 
the Special Programme. 

Last but not least, the results of the studies supported by the Special Programme have 
been described in more than 6000 publications ； clear evidence of the success of 
institution—strengthening is that the proportion of publications by scientists from 
developing countries has gradually risen from approximately a third of the total in the 
period 1972-1977 to half in the period 1984-1987, 

9. Collaboration and the coordination of research 

In its capacity as the main instrument of WHO and of the entire United Nations system 
for conducting, promoting, evaluating and coordinating research on human reproduction, the 
Special Programme collaborates closely with the ministries of health of all Member States. 
It also collaborates and coordinates its activities with a large number of intergovernmental 
and nongovernmental agencies, and with national and private agencies active in research in 
human reproduction and related fields. 

Collaboration takes place in several ways, from a systematic exchange of information by 
means of regular and mutual attendance at planning meetings to jointly organizing 
international symposia or launching major collaborative research projects. Examples of the 
latter are projects carried out in collaboration with the Center for Population Research, 
United States National Institutes of Health, the Population Council, Family Health 
International, the International Organization for Chemical Sciences in Development and the 
Indian Council of Medical Research. Research projects are also carried out in collaboration 
with other WHO programmes, for instance the Division of Family Health, the Special Programme 
on AIDS and the Division of Communicable Diseases, and with the regional offices. 

Of special importance is the collaboration with industry in general and with the 
pharmaceutical industry in particular. The corner-stone of the Programme

1

 s relationship with 
industry is the promotion and protection of the interest of the public sector, with special 
emphasis on the needs of developing countries. Thus far, more than 60 drugs and devices from 
more than 30 companies in some 20 countries have been made available to the Special Programme 
for testing, and more than 30 agreements have been concluded, or are under negotiation, in 
countries such as Australia, Federal Republic of Germany, Finland, France, Indonesia, Japan, 
M e x i c o , Netherlands, Switzerland, United Kingdom of Great Britain and Northern Ireland, and 
United States of America. 

With respect to its coordinating functions, the Special Programme also regularly 
convenes general coordination meetings with other agencies working in the field; these 
frequently involve the participation of scientists actively involved in ongoing research 
activities. 

10. Special responsibilities 

Among the Programme
 f

s special responsibilities, brief mention should be made of its 
advisory function, and of ethical issues, patents, drug regulatory issues and the 
dissemination of information. 
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10.1 Advisory function 

This is ail especially important function of the Special Programme since advice on a wide 
variety of technical aspects of family planning is frequently sought by not only the 
ministries of health of many Member States but also by international and national 
organizations and institutions, and sometimes even individual scientists. 

10.2 Ethical issues 

The maintenance of uniformly high ethical standards in conducting clinical research in 
an area as sensitive as fertility regulation is a sine qua noil for the Special Programme. 
The ethical aspects of each proposed research project are reviewed sequentially by the 
steering committee of the relevant task force, the Special Programme

1

 s Toxicology Group, the 
Special Programme's Review Group and, finally, by the ethical review committee of WHO - the 
Secretariat Committee on Research involving Human Subjects (SCRIHS). Furthermore, all 
project proposals must include evidence of approval by institutional and national ethical 
review mechanisms. Indeed, in institutions where such a mechanism has not existed, the 
Programme has helped to create an ethical committee and has provided advice on its 
constitution and proper composition. In some developing countries these committees have 
provided a basis for a national ethical review system. In fact, ethical concerns rank so 
highly in the Special Programme that it has requested the Council for International 
Organizations of Medical Sciences (CIOMS) to convene jointly in June 1988 an international 
conference on "Ethics and human values in family planning2 an inter-cultural (international) 
dialogue on rights and responsibilities of individuals and societies regarding reproductive 
decisions". 

10.3 Patents 

In 1982 the World Health Assembly decided that it should be the policy of WHO to obtain 
patents, inventors' certificates or interests in patents on patentable health technology 
developed through projects supported by W H O . T h u s far, 14 patent applications have 
resulted from research sponsored by the Special Programme; six have already been granted. 

10.4 Drug regulatory issues 

Recommendation 69, adopted by consensus at the International Conference on Population, 
held in Mexico City in 1984, at which 146 Member States were represented, called for an 
attempt to modernize and update the requirements for pre-clinical and clinical assessment of 
new fertility regulating agents. In February 1987 the Special Programme organized a 
symposium on "Improving safety requirements for contraceptive steroids", with approximately 
100 participants from 34 countries, including basic and clinical scientists, representatives 
of drug regulatory agencies, pharmaceutical companies and consumer groups, and 
representatives of national and international organizations interested in research on family 
planning. On the basis of suggestions made at the symposium and at subsequent consultations, 
a set of guidelines was issued for the Toxicological and clinical assessment and 
post-registration surveillance of steroidal contraceptive drugs. Together with the papers 
presented at the Symposium the guidelines will be published by the Programme early in 1988. 

10.5 Dissemination of information 

In addition to the more than 6000 scientific publications mentioned above and the large 
number of published proceedings of symposia, the Special Programme issued annual reports 
regularly up to 1985 and from 1986-1987 will issue a biennial report; a newsletter entitled 
Progress is issued every three months. 

11. Financial matters 

Since the Special Programme's inception in 1971, 25 financial contributors (including 
seven developing countries) have provided some US¿ 200 million. In addition, institutions 
working with the Special Programme make counterpart contributions in the form of manpower and 
institutional infrastructure. Such contributions cannot be quantified with precision but 
they are most certainly substantial. 

1

 See resolution WHA35.14. 
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72 73 74 75 76 77 78 79 80 81 82 83 84 85 86 87 
(est.) 

As can be seen, up to 1980 the Special Programme's income increased steadily until it 
reached US^ 19 million. During the period 1981-1984 it decreased to as low as 
US$ 12.5 million. In 1985 the position began to improve until, in 1987, it will reach an 
estimated level of approximately USÍ 21 million. 

The financial contributors during the biennium 1986-1987 were: Australia, China, Cuba, 
Denmark, Finland, France, Federal Republic of Germany, India, Malaysia, Mexico, Netherlands, 
Nigeria, Norway, Sweden, Thailand, Union of Soviet Socialist Republics (contribution in 
kind), United Kingdom of Great Britain and Northern Ireland, United States of America 
(contribution in kind), the Canadian International Development Research Centre, the 
Rockefeller Foundation, UNFPA, the World Bank, WHO. 

The Special Programme also acts as Executing Agency for UNFPA country projects. 

12• Evaluation of programme activities 

The evaluation mechanisms built into programme activities ensure that the research and 
research capability—strengthening activities that are implemented contribute to the 
achievement of the objectives of the Programme and that the research methodologies used are 
of the highest scientific standard. These internal evaluation mechanisms exist at both the 
individual project level and the broad programme level of the task forces. Protocols for 
individual projects are evaluated by two independent mechanisms, both of which have to be 
satisfied before the project can be implemented. The first is a peer review by which at 
least two scientists independently assess the protocol. The second is a review by an 
independent group of senior scientists - the Special Programme

1

 s Review Group 一 which meets 
to review the protocols collectively. Evaluation focuses on many aspects of a project, of 
which the following three are the most important: scientific quality, relevance to programme 
objectives and maintenance of adequate ethical standards. In addition to these types of 
evaluation protocols for research involving human subjects have to pass the rigorous criteria 
laid down by WHO for ensuring the health protection and the rights of the subjects. When 
research protocols are implemented, after having satisfied the requirements of these 

Income arid obligations are summarized in the chart below: 
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evaluation mechanisms, the progress of the research is regularly monitored through annual 
progress reports and by means of site visits to the locations where it is being conducted. 
At a broader programme level, the Special Programme

1

 s independent Scientific and Technical 
Advisory Group (STAG), which consists of outstanding scientists who are not recipients of 
funds from the Special Programme, reviews the progress of the task forces

1

 individual 
research programmes at a meeting held once a year. In addition to this annual review, each 
research programme is evaluated in depth every four years. STAG is also responsible for 
maintaining an adequate balance in the allocation of resources to the different activities of 
the Special Programme. Progress in research capability-strengthening activities is also 
reviewed by STAG in a manner similar to that in which it reviews individual research 
programmes. 

The internal evaluation mechanisms described above are complemented by external 
evaluations of programme activities. External evaluations are commissioned by the Special 
Programme

1

 s Policy and Coordination Advisory Committee (PCAC) with the main purpose of 
improving programme operations and studying their impact on the outside world and on the 
general field of reproductive health. External evaluations were carried out in 1978 and 
1982. The next one is scheduled for 1988/1989 and its main focus will be on the impact of 
programme activities on the developing countries. 

13. Co-sponsorship of the Special Programme 

At its meeting in May 1987, PCAC approved a proposal that the Special Programme should 
be co-sponsored by the United Nations Development Programme, the United Nations Fund for 
Population Activities and the International Bank for Reconstruction and Development (World 
Bank), with the World Health Organization as sponsor and Executing Agency. PCAC noted a 
number of advantages that would accrue to the Special Programme as a result of 
co-sponsorship, among them the benefits to be derived from the expertise of the other 
co-sponsoring agencies and their interaction with Member States, and from having a more 
secure basis of funding. The co-sponsoring structure of the Special Programme would be very 
similar to that of the Special Programme of Research and Training in Tropical Diseases 
(TDR). A standing committee, with representatives of the со-sponsoring agencies as members, 
would meet approximately three times a year to review Special Programme issues and to make 
recommendations to the Policy and Coordination Committee (PCC). The co-sponsorship is 
expected to become effective in 1988 following review by the governing bodies of the 
sponsoring agencies of a "Memorandum on the Administrative Structure of the Special Programme 
of Research, Development and Research Training in Human Reproduction", the text of which is 
contained in Annex I. 
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MEMORANDUM ON THE ADMINISTRATIVE STRUCTURE OF THE 
SPECIAL PROGRAMME OF RESEARCH, DEVELOPMENT AND RESEARCH TRAINING 

IN HUMAN REPRODUCTION 

The Special Programme of Research, Development and Research Training in Human 
Reproduction (hereinafter called the Special Programme) is structured on the basis of 
со-sponsorship by the United Nations Development Programme (hereinafter called UNDP), the 
United Nations Fund for Population Activities (hereinafter called UNFPA), the World Health 
Organization (hereinafter called WHO) and the International Bank for Reconstruction and 
Development (hereinafter called The Bank), and operates within a broad framework of 
intergovernmental and inter-agency cooperation and participation. 

1 . BASIC STRUCTURE 

1.1 The Special Programme is a global programme of international technical cooperation 
initiated by WHO to p r o m o t e , coordinate, support, conduct and evaluate research in human 
reproduction, with particular reference to the needs of developing countries, by; 

(i) promoting and supporting research aimed at finding and developing safe and 
effective methods of fertility regulation, and identifying and eliminating obstacles to 
such research and development； 

(ii) identifying and evaluating health and safety problems associated with fertility 
regulation technology, analysing the behavioural and social determinants of fertility 
regulation, and testing cost-effective interventions to develop improved approaches to 
fertility regulation within the context of reproductive health services； 

(iii) strengthening the training and research capability of developing countries in the 
field of human reproduction; 

(iv) establishing a basis for collaboration with other programmes engaged in research 
and development in human reproduction, which will include the identification of 
priorities across the field and the coordination of activities in the light of such 
priorities. 

1.2 The Cooperating Parties are: 

1.2.1 Governments contributing to Special Programme resources; governments providing 
technical and/or scientific support to the Special Programme； and governments with 
policies designed to address the needs for fertility regulation and family planning for 
their populations in the context of their overall plans for health care and social and 
economic development• 

1.2.2 Intergovernmental and other non-profit-making organizations contributing to 
Special Programme Resources or providing technical and scientific support to the Special 
P r o g r a m m e . 

1.3 The Co-sponsors are U N D P , U N F P A , WHO and The Bank. 

1.4 The Executing Agency is W H O . 

1.5 Special Programme Resources are the financial resources made available to the Special 
Programme by governments and organizations through the WHO Voluntary Fund for Health 
P r o m o t i o n . 

2 . POLICY A N D COORDINATION COMMITTEE 

The Policy and Coordination Committee (PCC) is the governing body of the Special 
P r o g r a m m e . 
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2.1 Functions 

PCC shall, for the purpose of coordinating the interests and responsibilities of the 
parties cooperating in the Special Programme, have the following functions: 

2.1.1 To review and decide upon the planning and execution of the Special Programme. 
For this purpose it will keep itself informed of all aspects of the development of the 
Special Programme and consider reports and recommendations submitted to it by the 
Standing Committee referred to in Section 3 of this Memorandum (hereinafter called the 
Standing Committee), the Executing Agency and the Scientific and Technical Advisory 
Group referred to in Section 4 of this Memorandum (hereinafter called STAG). 

2.1.2 To review and approve the plan of action and budget for the coming financial 
period prepared by the Executing Agency and reviewed by STAG and the Standing Committee. 

2.1.3 To review the proposals of the Standing Committee and approve arrangements for 
the financing of the Special Programme. 

2.1.4 To review proposed longer term plans of action and their financial implications. 

2.1.5 To review the annual financial statements submitted by the Executing Agency, and 
the audit report thereon submitted by the External Auditor of the Executing Agency. 

2.1.6 To review periodic reports that will evaluate the progress of the Special 
Programme towards the achievement of its objectives. 

2.1.7 To review and endorse the selection of members of STAG by the Executing Agency in 
consultation with the Standing Committee. 

2.1.8 To consider such other matters relating to the Special Programme as may be 
referred to it by any Cooperating Party, 

2.2 Membership 

PCC shall consist of 32 members from among the Cooperating Parties as 

2.2.1 Largest financial contributors: 11 government representatives 
that were the largest financial contributors to the Special Programme 
biennium. 

2.2.2 Countries elected by the WHO regional committees: 14 government representatives 
from Member States elected by the WHO regional committees for three-year terms according 
to population distribution and regional needs, distributed as follows； 

Africa 4 
Americas 2 
South-East Asia 3 
Europe 1 
Eastern Mediterranean 1 
Western Pacific 3 

In these elections due account should be taken of a country's financial and/or 
technical support to the Special Programme and its interest in the fields of family 
planning, research and development in human reproduction and fertility regulation, as 
demonstrated by national policies and programmes. 

2.2.3 Other interested Cooperating Parties: two members elected by PCC for three-year 
terms from the remaining Cooperating Parties. 

2.2.4 Permanent members : the Co-sponsors of the Special Programme and the 
International Planned Parenthood Federation. 

follows; 

from the countries 
in the previous 

Members of PCC in categories 2.2.2 and 2.2.3 may be re-elected. 



EB81/22 
Page 14 

A n n e x I 

2.3 O b s e r v e r s 

O t h e r Cooperating Parties m a y be represented as observers with the approval of the 
E x e c u t i n g A g e n c y after consultation with the Standing Committee. Observers attend sessions 
of P C C at their own e x p e n s e . 

2.4 O p e r a t i o n 

2.4.1 PCC shall m e e t at least once a y e a r , and 
subject to the a g r e e m e n t of the majority of its 
p r o v i d e the s e c r e t a r i a t . 

2.4.2 PCC shall elect each year from among its 
a r a p p o r t e u r . 

2.4.3 The Chairman shall: 

in extraordinary sessions, if required, 
members. The Executing Agency shall 

members, a chairman, a vice-chairman and 

- c o n v e n e and preside over sessions of PCC； 

一 undertake such additional duties as m a y be assigned by P C C . 

2.4.4 Subject to any special arrangements that may be decided upon by P C C , members of 

PCC shall m a k e their own arrangements to cover the expenses incurred in attending 

s e s s i o n s of P C C . 

2.5 P r o c e d u r e s 

2 . 5 . 1 In its proceedings PCC shall be guided mutatis mutandis by the Rules of Procedure 
of the World H e a l t h A s s e m b l y . 

2.5.2 In consultation w i t h the C h a i r m a n , the secretariat shall prepare an annotated 
p r o v i s i o n a l a g e n d a for each session. 

2.5.3 A r e p o r t , prepared by the Rapporteur with the assistance of the secretariat, 
s h a l l be circulated as soon as possible after the conclusion of the session for the 
a p p r o v a l of p a r t i c i p a n t s . 

3 . THE STANDING COMMITTEE 

3.1 C o m p o s i t i o n 

T h e Standing Committee shall be comprised of representatives of the Co-sponsors. 

3.2 F u n c t i o n s 

The Standing Committee shall have the following functions: 

3.2.1 To review plans of action and a budget for the coming financial period, prepared 
b y the Executing A g e n c y and reviewed by S T A G , in time for presentation to the annual 
s e s s i o n of P C C . 

3.2.2 To m a k e proposals to PCC for the financing of the Special Programme for the 
coming financial p e r i o d . 

3.2.3 To review the reallocation of resources during a financial period, as recommended 

b y S T A G and the Executing A g e n c y , and to report to P C C . 

3.2.4 To examine the reports submitted to the Executing Agency by STAG and the 
E x e c u t i n g A g e n c y

1

s comments； make the necessary observations thereon; and transmit 
t h e s e , w i t h comments as a p p r o p r i a t e , to P C C . 

3.2.5 To review particular aspects of the Special Programme, including those that may 
be referred to it by P C C , and present findings and recommendations to P C C . 
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3.2.6 To inform PCC, as required, regarding Special Programme matters of interest to 
PCC. 

3.2.7 To prepare an annual report of its activities for PCC. 

Operation 

3.3.1 The Standing Committee shall usually meet twice a year; once at the time of the 
PCC session, and additionally between sessions of PCC, 

3.3.2 The Executing Agency shall arrange for support services and facilities as may be 
required by the Standing Committee. 

3.3.3 Members of the Standing Committee shall make their own arrangements to cover the 
expenses incurred in attending meetings of the Standing Committee. 

SCIENTIFIC AND TECHNICAL ADVISORY GROUP (STAG) 

Functions 

STAG shall have the following functions: 

4.1.1 To review, from a scientific and technical standpoint, the content, scope and 
dimensions of the Special Programme, including the research areas covered and approaches 
to be adopted• 

4.1.2 To recommend priorities within the Special Programme, including the establishment 
and disestablishment of task forces, and all scientific and technical activities related 
to the Special Programme. 

4.1.3 To provide PCC and the Standing Committee with a continuous and independent 
evaluation of the scientific and technical aspects of all activities of the Special 
Programme• 

4.1.4 To review the plans of action and the budget for financial periods prepared by 
the Executing Agency and make proposals to the Standing Committee for possible 
reallocation of resources within the scientific and technical component of the Special 
Programme during each financial period. 

For these purposes, STAG may propose and present for consideration to the Executing 
Agency, the Standing Committee or PCC, as appropriate, such technical documents and 
recommendations as it deems necessary. 

Composition 

4.2.1 STAG shall have 15-18 members, who shall serve in their personal capacities to 
represent the broad range of biomedical and other disciplines required for Special 
Programme activities. 

4.2.2 Members of STAG, including the Chairman, shall be selected, on the basis of 
scientific and technical competence, by the Executing Agency, in consultation with the 
Standing Committee and with the endorsement of PCC. 

4.2.3 Members of STAG shall not be members of other committees of the Special 
Programme, principal investigators in studies undertaken by the Special Programme, or 
Special Programme grantees. 

4.2.4 Members of STAG, including the Chairman, shall be appointed to serve for a period 
of three years, and shall be eligible for immediate reappointment only once. 

Operation 

4.3.1 STAG shall meet at least once each year. 
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4.3.2 The Executing Agency shall provide the secretariat of STAG, including sustained 
scientific, technical and administrative support. 

4.3.3 STAG shall elect a vice-chairman and a rapporteur for each meeting from among its 
members. 

4.3.4 STAG shall prepare an annual report on the basis of a full review of all 
technical and scientific aspects of the Special Programme. This report, containing its 
findings and recommendations, shall be submitted to the Executing Agency and to the 
Standing Committee. The Executing Agency shall submit its comments on the report (if 
any) to the Standing Committee. The Standing Committee shall then transmit the report, 
including any comments of the Executing Agency, together with its own observations and 
recommendations, to PCC. The Chairman of STAG, or in the absence of the Chairman a 
member of STAG acting as deputy, shall attend all sessions of PCC. 

5. THE EXECUTING AGENCY 

The Executing Agency, after consultation with the Standing Committee and other 
consultations as appropriate, shall appoint the Director, Special Programme, and appoint or 
assign all other personnel to the Special Programme, as specified in the plans of work. 
Drawing, as required, on the administrative resources of the Executing Agency, and in 
cooperation with the Co-sponsors, the Assistant Director-General supervising the Director, 
Special Programme will be responsible for the overall management of the Special Programme. 
Drawing to the full on the scientific and technical resources of the Executing Agency, the 
Director, Special Programme shall be responsible for the overall scientific and technical 
development and operation of the Special Programme, including the plans of action and the 
budget. 


