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SUMMARY OF ACTIONS

At Ttg May 1987 neeting PCACS
- APPROVED the report of its November 1936 neeting.

- NOTED the Director's report; and REQUESTED that in subsedquent
reports a list of onpgoing projects funded by the Programme should be
annexed.

- ADOPTED the February 1947 report of STAG.

- WET.COMED the close collaboration between HRP and the Special
Programme on AIDS and the appointment of a focal point in HEF to
coordinate the Programme's activities in this arves; HRECOMMENDED that
the Programme should not deviate from its research mandate in this
collaboration: and REQUESTED a report on the Programme's involvement
in AIDs-related research, which would include a report on the planned
technical consultation, for presentation at the 1988 meeting of the
Conmlttee.

- TOOK NUOTE of the Programme's proposal for invelvement in
services research on new approaches to ilsmprove reproductive health;
and REQUESTED that the Programme should submit, through STAG, for its
1988 meeting, a clearly defined proposal for its role in health
services research taking account of other activities in this field.

- ENDORSED the proposal to appoint Dr Banoo Coyaji as a member of
8TAG; and REQUESTED the Secretariat to continue its search for
well=qualified young candidates in the disciplines required with due
regard to geographical distributicn and maintaining a proper balance
batwean men and women,

- RECOCNIZED the important role 5TAG played in acting as an
effective in=built mechanism for independent external evaluation of
the Programme’s activities; CONSIDERED nevertheless that it would be
timely to review the Programme's impact on the sector, define its
role in relation to the responsibilities of other WHO Programmes and
organizations active in the field; and therefore RECOMMENDED an
independent external assessment of research neede against which
priorities and goals for the Programme could be set; and REQUESTED
the WHO Director—General to commissicn, in partuership with other
interested bodies, an overall independent assessment of regearch in
reproductive health in developing countries designed to cxamine
neads, asscss the institutional and financial resources available to
mect them, identify gaps and suggest priorities for future
aggistance. In addition, PCAC DECIDED that an impact evaluation of
HRF activities, particularly in developing countries, would link well
with the overall independent assessment exercise by providing
guidance om the fubure role and orientation of the Programe;
UNDERLINED that such an evaluation should proceed whether or not the
overall assessment was conducted; NOTED the implications in terms of
staff time and regsources of such an evaluation; REQUESTED that terms
af reference, including cost estimates and a time schedule, should be
developed by the Secretariar in consultation with interested parties
and presented, together with a report on criteria to be used for
measuring the Programme's impact on developing countries, to the 1988
meeting of the Committee; ENCOURAGED members to submit names of
possible members of the evaluation team to the Director; and NOTED
the usefulness that the draft long—term strategic plan for family
plannning research amd the proposals for the Programme's iuvolvement
in reproductive healrh services research would provide as background
documents for the evaluation.
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- WOTED the paper on HRP's role in post-Phase ILI activities
presented to the meeting; ACCEPTED the need for HRP involvement in
post=Phase YIT work; SUPPORTED the Director's intention to maintsin
contact with other interested agencies and parcties to accelerate work
in this area; and ASKED the Director to report to the Committee
annually on progress made with an indication of the financisl,
managerial and legal commitments of the. Programme.

- NOTED the present financial situartion of the Programme.

- RECOMMENDED approval of the proposed co-sponsorship
arrangement; NOTED that it represented a helpful extensicn of the
Programme; EMPHASIZED the paramcunt importance of the relationship
between family planning and health and the necessity for the
Programme to continue funéticoming under the aegis of WHO;
RECOMMENDED that the membership of PCAC ag outlined in the draft
Memorandum of Understanding presented to the meeting should be
revised to reflect: a decrease in the number of largest financial
contributors from 12 to 11 in category (a) with the term of oifice of
this category beimg for two years rather than ¢ne year, as was the
case at present, to accord with the biennial financial reporting
system under which the Programme operated; 1ncreased membership,
from two to four, of the African region in category (b); 2 decrease
in the number of other interested cooperating parties from three to
two in category (¢); and inclusion of IPPF as a permenent member
under category (d); NOTED that this revised membership would become
effective on 1 March 1988. In addition, PCAC REQUESTED the
Secretariat to prepare guidelimes setting out the responsibility of
the Standing Committee with rvespect to recallocation of resources for
review at the 1988 meeting of the Committeqg.

- APPROVED the Programme Budgzet for the bienuium 1988-1989 and the
estimates for 1990-1991; and COMMENDED the Secretariat on the
clarity and instructiveness of its presentations.

- ELECTED Egypt and Thailand to category {c) membership of the
Committee for a three year term of office starting 1 January 1988.
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1. Opening of meeting, adoption of agenda and appointment ¢f Rapporteur

Mrs ¥elly, Chairman PCAC, welcomed participants and asked Dr Mahler, the WHO
Director—-Generzl, to open the meeting.

Dr Mahler empbasized the increasing interest being expressed worldwide on isguss
relating to fertillty regulation and noted the importance of family plamming in the
Organization's target of Health for All by the Year 2000. He cowmented on the discussions of
the recently concluded World Health Assembly and the imperative of supporting important
programmes at an appropriate level of funding, Although the previous neeting of PCAC had
taken place only six months ago, there were a number of very dwmportant items on the agenda,
One was the proposed co—sponsorship of the Programme by UNDP/UNFPA/WHO/World Bank, with WHO
acting as Executing Agency. PCAC would, as a result of this co—sponsorshlp, no longer act in
an advisory capacity but would assume the responsibility of a governing bedy and would thus
change its title to Policy and Coordimation Committee (FCC). It was hoped that
co—sponsorship would provide a broader financial base, and thus a hetter opportunity for
continued and incressed funding, better access to governments, and better acecess to expertise
within the multilateral development gystem.

Other important agenda items imcluded a review of Programme Budget proposals for the
hiennium 1988-1989 and the proposed external evaluation of the Programme's activities.
Dr Mahler stressed the usefulness that the external and internal evaluation mechanisms could
play as wmanagerial tools for the Programme, In addition, he noted that a number of HRP
producis were reaching the final stage of developaent and that decislons were now required by
the Committee on the extent of the Programme's future involvement with these products. He
emphasized the Programme's comsiderable achievement in arriving at a protetype vaccine in the
field of human reproduction. Ue also noted the collaboration between the AIDS and Huwan
Reproduction Special Programmes in the global strategy for AIDS prevention and control.

The increasing interest of Member States in the HRP Programme was recorded: the
Programnec was on the agenda of three of the WHO Reglonal Committees in 1987, as well as the
agenda of the Executive Board in January 1988. In addition, 14 countries had expressed
interest in being elected to category (ec) of this Conmittee; members would be asked to vote
on this later in thig meeting,

Dr Mahler c-ncluded by expressing his appreciation to members both collectlively as a
Committee and us individuals, for assisting the Programme in the achievement of the common

poal of fertility regulation within the context of primary health care.

The draft agenda was approved and adopted.

br R, Boukhris was appointed Rapporteur of the meeting.

The Chairman suggested some structural rearrangements of the agenda which were agreed
upon.

The agenda and list of parricipants are provided in Annexes 1 and 2.

2. Report of the November 1936 PCAC meeting

A typographical error relating to the Federal Republic of Germany's pledges for 1987 and
1988 (totalling DM 2.4 millien rather than DM 4 million) was noted.

The representative of the Federal Republic of Gevmany referred to the subject of
monitoring of the Programme's acbivities which he had raised at the previous meeting., He
drew attention to the gensitivity in his country of policies related to population issues and
for the consequent need by the Programme to monitor its research results and their
application in the field, including ethical aspects, His government wished to be kept fully
informed of the research institutions and industrial companies with which the Programme wag
collaborating in the Federal Republic of Germany as well as any financial contributions
received from interested companies. He requested that the Prograume should provide
information on all its collaborating institutions and urged more systematic coordination and
feedback on population projects funded by different agencies. He stressed that
accountability for the use of public funds was of prime importance in dealing with increased
sensitivity about such issues in his country.
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Dr Barzelatto responded by stating that most of the points covered by the previous
speaker would be dealt with in his report under agenda item }. The Programme was now
systematically coordinating its activities with those of other UN agencies and this would be
further strengthened under the proposed co-sponseoxrship of the Frogramme. He drew attention
to the fact that the Propgramme gave technical advice te both UNFPA snd IPPF, two agencies
which were heavily involved in global distribution of contraceptive methods, The Programme's
collaboration with industry did not extend to receiving contributions from that source and
the Programme had, in fact, refused to carry advertisements by pharmaceutical companies in
its publicationms even though rthis might have reduced their cost,

PCAC:
- Approved the report of the November 1986 meeting.

3. Report of the Director

Dr Barzelatto stated that the main objectives of the Programme siuce 1ts inception in
1972 were the development of new methods of fertility regulation and strengthening the
research capabilities of developing countries. He affirmed that his overall concern ¢m
assuming the directorship of the Programme was to Iimprove its inveolvement with developing
countries. This had been attempted in three ways: reorienting the Programme's acrivities;
increasing its accountahility; and assuming a major responsibility for qoordinating
activities globally in this field.

Reorientation of the Programme was being achieved in several ways. A review of its
objectives and mandate had been submitted to an earlier meeting of PCAC and a long-term
strategic plan was being prepared in an arttempt to establish an optimal role for the
Programme with due regard to the global situation and to the needs of developlng countries,
The Propramme's mandate covered monitoting of the safety and efficacy of available methods of
ferrility contrel and the Prograwmme had taken a leadership role in this area, In this
egonnection a scientific group meeting on Mechanisms of Action, Safety and Efficacy of
Intrauterine Devices had been convened in December 1986 to establish an official WHO positiom
on this method of contraception as a result of the confusion resulting largely from legal
rather than sclentific problems, The report of this Scientific Group would he distributed to
all governments,

Te respond to the need for updated guidelines for safety requirements for new methods of
contraception, as recommended by the World Population Couference in Mexico, the Frogramme
organized in February of this year a Symposium on Improving Safety Requirements of
Contraceptive Steroids, Participants included representatives of drug regulatory agencies,
the pharmaceutical industry, consumer groups and experts in the field, ¥oth the guidelines
and the proceedings of the Svmposium would be published in the near future. Dr Barzelatro
noted the consensus reached at the meeting between drug regulatory agencies on the need to
update their safety requirements and reported that the European regulatory agencies were
proposing to submit the WHO guidelines to the European Commission for Europe for ratification
and that, In the light of the discussions and guidelines, the US Faderal Drug Admipistration
was also gonsldering amending its regulatory requirements. Ag a politically neutral agency
WHO was in a position to take such initiatives to protect the fnterests of developing
countries.

As already noted by the repregentative from the Federal Republic of Germany, ethical
issues were the subject of increasing concern throughout the world., For this reason the
Programme was planning to convene in 1988 an International Conference on Ethies and Human
Valueg in Family Planning which would be organized jointly with CIOMS and ceo-sponsored by
WHO, UNFPA, Warld Bank, International Planned Parenthood Federation and Internatiomal
Federation of Gynecclogy and Obstetrics. The conference would bring together representatives
from a wide range of disciplines in an attempt teo highlight cultural, religious and other
values in the field of family planning. The conference would provide a forum for dialogue;
no attempt would be made to Tormulate recommendations,

The first in 2 series of annus) basic science symposia, which had been breught to the
attention of PCAC in November 1986, had been held in Mexice in March, Dr Barzelatte noted
that although rhe Programme did not fund basic science research except in some very well
defined aress, such as male contraception, it was important for 1t to be kept up to date on
the progress made In basic science.
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Accountability was being addressed by the Programme In gseveral ways. The meeting of
this Committee had changed from being a meeting of interested parties, attended almost
entirely by financial centributers, to a meeting where both financial contributors and
developing countries could discuss in a broader context the policies of the Programme, He
noted Lhat developing countries were now in a majority In this meeting,

The Programme was attempting to make its Programme Budget, as presented to the Committee
at this meering, as explicit as possible by ltemizing budget lines Ffor each activity as well
as summarizing the wmaln lines of research in each of the Task Forces,

The Scicntific and Technical Advigory Group (STAG) was functionming as an Independent
hady and there was no overlap in membership with other committees of the Programme, In—depth
reviews of the various Programme components were carried out on a cyelical basis by the
{roup., The regulaticons governing the Programme's activities, such as terms of reference of
Stecring Committee members and authorship policies, were formally drawn up for eventual
incorporation into s handbook. The first biennial repert of the Programme's activities would
bc prepared at the end of 1987 and would pay greater attention than in past annual reports to
accountahility.

On the third point of coordination, DUr Barzelatto emphasized that effective
collabhoration was required by all agencies working in the field to ensure the optimal use of
lTimfted resources. Over the past twe years the Programme had actively promoted cellaboration
with different agencies in order to coordinatc activities and avoeid duplication.
Collahorating programme scientists were invited to attend Task Foree meetings and this was
reciprocated.  Meetings of the directors of collaborating programmes were held whenever the
opportunity arose,

Py Rarzelatto then commented on his recent attendance at the International Conference on
Bioethics held in Toronto in early April which had been referred to earlier by the
representative from the Federal Republic of Germany., At thils meeting he had presented a full
review of the Programme’s ethical requirements. He noted that particlipation by Institutions
in the Programme'’s metivities involving research en human subjects was contingent upon
receipt by the Programme of ethical approval from the institution concerned. This had
stimulated the establishment of instituticnal ethical committess as well as, In some cases,
the creation of a national system for ethical review of research projects, He stressed the
importance of nal fmpesing on developing countries research that was not of interest to them
and noted that the major involvement of these countries in the Programme's activitles
provided a guarantee ro this effect, He emphasized that ethical concerns were of prime
impertance to the Programme since the field of fertility regulation necessitated giving drugs
to healthy people for a substantial part of their productive life.

A subject raised in previous meetings by the Federal Republic of Germany related to the
Programme's involvement Iin services research on new approaches to improve reproductive health
to cnsurce that results of the Programme's research entered into use in family planning
services. HExtensfon of the Programme's activities into this arca weould complement its
ongoing activities and would give it the comprehensiveness of an international programme,
Detailed discussion of this issue would take place at a later stage in the meeting.

Dr Barzelatto concluded his report by referring to the Programme’™s Newsletter
"Progress”. The first issue had appecared in February and the second issue had just come off
the press, 1t was hoped that the Newsletter would prove a useful tool in disseminating
informalion about the Programme's activities to scientists and policy-makers alike,

The repregentative of the Federal Republic of Germany reiterated hie request for his
country to be kept informed of all the Programme's activities in countries, centres, and
collaborating institutions to ermable {t to respond effectively to questions raised at the
national level. He was reassured by Dr Barzelatto that this would be provided on an annual
hasis to this meeting, apart from the information available in biennial reports of the
Frogpramme, 1t was emphasized however that the Programme could not be aware of all activities
careied oul by an institution in fields other than fertility regulation,

The representative of the USA complimented the Programme on its Newsletter and offered
to ensure ils distribution to key persons on AIDS' mafling list,
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PCAC:
- Noted the Directer's repori; and

Requested that in subsequent reports a list of ongoing projects funded by the Programme
should bhe annexed.

4, Scientific and Technical Adviscry Group (3TAG)

4,1 Report of February 1987 meeting

Professor Bergstrom, the Chajrman of 5TAG, coumenced his report by ziving two examples
of the impact of the Programme's activitles in developing countries. The first related to
HRP's network of ¢linical research centres established in the eawly 1970s as a result of
which the quality of research in the developing world reached a very high level; secondly,
the establishment of Task Forces and a network of climies by the Indian Couwncil of Medical
Research modelled on those set up by the HRF Programme. He noted the unique qualifications
that WHO possessed which enabled it to carry out research in different countries and
commented that activities by industry in this fileld continued to diminish.

He drew attention to the expected future closer involvement of HRP inm the larer stages
of drug development and market introduction and stressed the necessity for each new drug to
be dealt with on a case-by—case basis simce the field had become too complicated for general
guidelines to be of use, He noted that countries which had no drug regulatory agency often
sought WHO's advice on the safety of fertility regulating agents and anticipated that this
fact, together with clinical trials carried out in these countries, might hasten their
acceptance of the drugs in question. He hoped that the evolving role of the Programme in the
field of fertility control would be assessed by the proposed external evaluation.

Professor Bergstrom noted that PCAC approval was required for STAG's recommendation for
a long-term strategic plan to evaluate the present position of research in the field,
identify promising leads and establish a tlme schedule against which to measure achievenents.

He drew attention to the collaboration between the Programme, its newly-named Task Fotce
an Prevention and Management of Infertility and other Task Forces and the AIDE Special
Programme; the useful toxicolegy work carried out by the US National Imstitute of Health for
the Task Force on Long-Acting Systemic Agents and the reorganization of the Programme for
Standardization and Quality Comtrol of Laboratory Procedures. He noted the proposed
designation as a collaborating centre of a unit of clinical chemistry which, although funded
entirely by national means, would implement projects proposed and approved by the Programme
and commented that such an arrangement might serve as a medel for future Programme
activities. The importance of the Programme 1lu obtaining & reascnable price for its products
in the public sector was stressed. Professor Bergstrom concluded his presentation by stating
that by 1989 STAC would have carrled out its first cycle of in-depth reviews of all the
Programma's components.

PCAC:
- Adopted the TFebruary 1987 report of STAG.

4.1.1 The Programme's involvement in research on AIDS

Dr M. Carballo, a staff member of the Special Programme on AIDS, was asked to address
the meeting and to inform the Committes of areas of joimt collaboration with HRP.

Dr Carballo emphasized that the collaboration between HRP and 5FA lay in two main
areas. He noted first the possible interaction between different forms of contraception and
HiV transmission, and the prophylactic role of other forms of contraception in prevention and
control of HIV transmission. Barrier metheds, such az the condom, and the better use of
spermicides in conjunction with the condom, were to be evaluated extensively. A consultatien
was being organized in June 1987 to examine possible fnteractions not highlighted to date and
to propose areas where research could be undertaken,
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The zecond important area of collaberation concerncd family planning service
infrastructures and the way In which these could assist in counselling and exchange of
information in the better use of family planning {n the prevention and control of HIV
transmission, particularly in reducing the risgk of RIV transmission to an infant. HRP and
SPA, together with the Division of Family Healrh, had also recently organized the first of a
series of meetings of family planning international agencies to discuss the optimum manner of
cvoerdinating, under WHO's auspices, international researveh and service development in the
arca of family plamming with specific respect to AIDS and HIV infection.

Dr Fathalla commented that he would discuss in length the collahorative activities of
the Task Ferces and the AIDS TProgramme under the item on Programme Budget. He atated however
that the Programme had designated a staff member to act as a focal point for coordination of
all its activities on ATDS,

The representative of the UK emphasized her government's view that coellsboration between
HRP aond AIDS was vital: she requested that a copy of the report of the consultation should
be made gvailahle to the next meeting of the Committee. This was endorsed by the
representative of Zimbabwe who also emphasized the importance of guidelines on counselling
for health workers, She requested rhat these should be distributed as svon as possible for
utilization in countries after adaptation, if necessary, to the cultural context,

The Chairman confirmed the iamportance of rapid disgemination of informaticon to countrles
Lo keep them abreast of developments and expressed the hope that steps were being taken to
ensure that guidelines and other information generated by these activities would reach the
appropriate personnel,

The representative of the USA commented that although the Programme’s collaborative
activities with the ATDS Programme were very necessary there should be no deviation from the
primary mandate of the Frogramme.

The representative of Norway gommended the designation of an HRP focal point on AIDS and
hoped that higher priority mipht be accorded to the promotion and further development of
barrier methods.

POAC:

- Welcomed the close collaboration between HRP and the Special Programme on AIDS and the
appointment of a focal point in HRP to coordinate the Programme's agctlvities in this area;

- Racommended that the Programme should not deviate from its research mandate in this
vellahoration; and

- Requested a report on the Programme's involvement in AIDS-related research, which would
include a report on the planned technical congultation, for presentation at the 1988 meeting
of the Committee.

4,1,2 The Programme's involvement in Services Research on New Approaches to Improve
Reproductlive Health

Dr Barzclatto outlined the reasons for the submission of this paper to the meeting; the
reorganization of the Task Force on Behavioural and 8Socisl Determinants of Fertility
Repulation; lack of technical competence and finanecial resources in the Regional Offices to
crganize eperational research activitles in countries aleong the lines envigaged; requests
for assistance by developing countries to Improve thelr reproductive health serviceg, and
also PCAC requests for information on the action the Programme was taking to ensure an
optimal balance of methods available in health services.

A new Task Force was being proposed since the disciplines required were different frow
those of the Bechavioutal and Socizl Determinants Task Force. The Safe Motherhood Initiative
launched in Nalrebi in February 1%87 could be seen as a complementary activity and joint
aetivities with the Family Health Division were expected as a result. He noted that the
Secretariat would present to STAC for review in February 1988 proposed lines of activity on
research In reproductive health which would complement the long—term strategic plan also to
he discussed by BTAG.
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Dr Fathalla underlined that, although a research-oriented Programme, HRP's ultimate
objective was to improve reproductive health; it had until now relied extensively on
dizsemination of the results of its research through publications to achieve this. It was
recognized however that research for application im a particular health system required
health serviges research for I1ts appropriate adaptatiom to the country in questiom. Although
not imeluded in its mendate, the Frogramme's impact on services had been frequently raised at
this meeting. The issue was nmow belng presented to PCAC for discussion and for eventually a
policy decision to be made on the extent of the Programme's involvement.

The representative of the USA emphasized the two points that required clarificaticn on
this issue; the necessity for the Programme to become invelved in operations research in
gservige delivery systems, and the parameters for the Programme's work in this arvea.

The representative of Zimbabwe requested clarification as to why operationg research was
considered separate from general HRP research since the integrated activities of MCH/FP were
of paramount importance at the primary and district levels.

The representative of Sweden confirmed the necessity of HRP becoming invelved in health
services research and commented on the proposed collaboration with the Divisiens of
Strengthening of Health Services and Family Health.

The representative of IPPF also commented on the importance of HRF entering into this
field since, as a programme developing new metheds, it would be well placed to ensure they
reached a given population in an acceptable way.

Chairmanm STAG reiterated the important role the regiens could play in such an activiry
and suggested that one or two regions should first be involved te act as medels for other
regions,

The repregentative of Singapore underlined the importance of healrh services research
but questioned the priority this should be accorded by HRP since the Division of Family
Health had traditienzlly been responsible for advice to governments in this field,

The Chafirmap questioned what priority should be accorded to suck work by a husy
Frogramme and whether it would not he preferable for such research to be undertaken &as 2
collaborative effort with other programmes,

Dr Fathalla emphasized that the paper before the Committee was for information and
discuszion only. After feedback from both STAG and PCAC a paper cutlining an optimal role
for HRP in these activities would be presented. He clarified for the representative of the
USA that the primary focus of HRP would be on fertility regulation. However, as emphasized
by the representative of Zimbabwe, in practice family planning was usually integrated in
maternal and child health services and the Programme's research activities in this area would
consequently be in a broader context.

PCAC:

- Took note of the Programme's proposal for invelvement in services research on new
approaches to improve reproductive health; and

- Requested that the Programme should submit, through S5TAG, for its 1988 meeting, a
clearly defined proposal for its role 1n health services research taking account of other
sctivities in this fileld,

4,2 Membership of STAG

Dr Barzelatto reminded those present that appointment of members to STAG now required
the Committee's endorsement, It was now proposed that Dr Banoo Coyaji of India should
replace Dr Devi, who died last year. This sugpgestion was endorsed by the Committee,

BPCAC:

“ Endorsed the proposal to appoint Br Banoo Ceyajl as a memhber of STAG; and
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- Requeated the Secretariat to continue its search for well-qualified young candidates in
the disciplines required with due regard to geographical distribution and maintalning a
proper balence between men and women.

5, Matters arising out of the November 1986 PCAC meeting

5.1 External evaluation of the Programme

The Chalrmarn summarized the discussions that had taken place at the November 198&
megting of the Committee on this Iissue and noted that, as requested at that time, the
Secretariat had prepared a paper setting out the internal evgluation mechanisms In the
Frogramme. 5he noted that 5TAG had been requested to review this item and to suggest
pessible areas for evaluation as well as an optimum timing, She drew attention to the terms
of reference for the preposed external evaluation, prepated by the Swedisgh delegation, which
had been circulated to memhers for review,

Chairman STAG outlined the discussions that had taken place at the Group's February 1987
meeting an thils subject. He commented that at the last three meetings the Group had devoted
a considerable proportion of its time to discussing the preparation of a long—term strategic
plan, A cycle of fn-depth eveluations of Programme components would be completed by STAG in
198%. Since the Group considered that completion of the presesnt cyele of internal
evaluations could facilitate an external evaluation, it had recommended postponement of an
cvaluation until this was complete in order to avoid a duplication of technical assessments.
Professor Bergstrom noted that the terms of reference prepared by the Swedish delegation
addressed more the impact of the Programme in developing countries than a technical
assessment of its activities.

The representative of Sweden gave in broad outline the background and contents of the
tarms of reference. The Swedish Government was proposing an external evaluation of the
Programme based on its past role and performance, with particular emphasis on the impact of
the Programme in develcping countries, as well as a review of its mandate and objectives in
relation to overall research needs and prieorities within the broad field of human
reproduction,

The representative of Singapore commented that the terms of reference prepared by the
Swedish delegation required amplification te define exactly what sort of impact evaluation
was required, He did not censider that technical aspects could be divorced from the question
of impact and emphasized that behavioural, social and cultural factors alsc had to be taken
inte account,

The represcntative of the USA expresced his continued regervations about an evaluation
of thils magnitude, as outlined at the previous meeting of the Committee. He considered 1t
could effectively be delayed several years since the existing evaluation mechanisms were
heing effectively implemented. The question of whether the Programme covered the lmportant
leads in the field could probably be well documented. The cost of such an evaluvation to the
Programme's ztaff in terms of time and resources might have a counterproductive effeet on its
efficiency. Since results generated from an evaluastion such as proposed by the Swedish
delegation would be difficult to interpret, he proposed that the focus of the evaluation
should he more on training, contraceptive develepment, and social sclence research related te
contraceptive development, rather than spin-off effects from these activities,

The representatives from the Netherlands, Australia and Finland supported the ideas put
forward In the Swedfsh paper. The suggestion by the representative of Australla that a small
committee should be established to review the terms of reference under discussion was
supported by the representative of the United Kingdom,

The representative of Indonesia noted the new type of indicators te be used in the
proposed evaluation, rhe expactations that would arise following such an evaluation, and the
subhsequent effect on the activities of the Programme.

The representative of Zimbabwe emphasized the importance that publications by developing
country sclentists weuld serve as a reference source in such an evaluation and stressed the
importance of analysing factors that determined the acceptability and impact of contraceptive
technology in developing countries.
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The representative of the UNFPA suggested the possibility of making the internal
evaluation mechanisms compatible with thuse of an external evaluation b»oth from the point of
view of content and timing, He noted that in the Committee's discussions in November 1986
the evaluation was clearly determined as the responsibiliry of PCAC whereas in the present
discussions a large responsibility was now placed on the Secretariat, This would indeed
place a heavy burden on staff resqurces,

The representative of the World Rank agreed with the principle of having an external
evaluation but considered it should be narrower in scope than that proposed so that
attribution to the Programme of concrete results could be correctly identified. He was
concerned lest the proposed evaluation should play inte the hands of eritics and for this
reason renuested that the objectives and scope of the ¢valuation should be clearly defined,

The representative of Gabon stressed that the evaluatiom should be appropriately focused
and noted that, even if constraints and difficulties were ldentified as a result of the
avaluation, these could subsequently be used constructively, He read out a telegram from Dr
Mavoungou wha had been the represemtative of Gabon at the November 1986 meeting of the
Committee and who, although unable to attend on this occasion, wished to appraise the
Committee of activities taking place in Central Africa in the area of human reproduction
regearch,

The representatives of Mexico, China and Argentina confirmed their support for an
external evaluation that was complementary rather than a duplication of the internal HRP
evaluation procedures and stressed that criteris for impact should be more clearly defined in
the terms of reference, The representatlve of China slso suggested inclusion of evaluation
procedures at the national level.

The representative of the USA noted the complexity and scope of the Programme's
activities which would require experts to evaluate the different areas. He noted that
intermediate variables, rather than impact, resulted from many of the Programme's
activities. FHe also vecommended establishment of an intersessional group to develop a work
plan for the evaluation.

The Chairman summarized the various pouints raised in the discussions and proposed that a
small working group comprising representatives from the delegations of Sweden, Mexico,
Lthiopia, Singapore and UNFPA together with herself should meet to prepare a reporC On an
external evaluation of the Programme to clarify various issues such as scope and timing and
to report bhack to the meetlng,

The Working Group met twice outside the working heours of PCAC, and concluded its
deliberations in a written report, The UNFPA representative, who was appointed Chairman of
the Working Group, introduced the report which he considered covered most of the issues
raised in the earlier discussions. The recommendation was Lo have a two-tier exercised
firstly an independent external assessment, which would review the whole field of
reproductive health, and the second, an external evaluation exercise which would review the
role and impact of the Prograsmme in developing countries. The terms of reference of the
evaluation would be prepared by HRP and presented to the 1988 meeting of the Committee.

The representative of Zimbabwe noted that the Programme's impsct in developing countries
was at different stages and that this was & variable to be taken into account in the
evaluation.

The Chairman responded that the terms of reference to be presented to the Commitree by
the Secretariat in 1988 would provide criteria for measuring impact which would alse take
country variations into aceount, She confirmed for the Werld Bank representative that cost
estimates and a time schedule had also been requested, The discusslons in the Working Croup
had emphasized that there should be adequate representation by developing countries on the
assessment team, Ghe noted that three important papers would be presented to the Committes
in 1988 fpr review; a draft strategic long—term plan, & preposal for healtl services
research, and a criteria paper for the evaluatiom, all of which would provide a good basis
for the broader assessmeat that was proposed. Sle confirmed for the representative of the
H8A that the Secretariat would be preparing the terms of reference for the evaluation.
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The representative of Australia commented that rhe proposed broader scope of the
assessment went bevond the mandate of the Programme and of PCAC and queried the size of the
budget rescurces that would be required.

Dr Barzelatto clarified that several members of PCAC considered a broad assessment of
the field to be timely. It was therefore suggested in the proposal that 1t might be
appropriate for the Director=Ceneral, in gollaboration with other interested agencies, Lo
take such an initiative., The assescment and the external evaluation would together provide a
good hasis for a decislon on the future orientation of the Programme's activities.

The representative of Tunisiaz suggested that an evaluation of the impact should firet be
carried out at the country level. This preposal was corroborated by the representatives of
China, Gabon and the Netherlands and the suggestion was made that the evaluation team should
comprise representatives of nationals in the countries being evaluated., The representative
of the Netherlands also Tequested assurance that the assessment would commence 4in 1988,

Ir Barzelatto confirmed that selected countries would be requested to evaluate the
Programme's activities at the national level and that their reports would form the basic
documentation for the evaluation,

The representstives of both the World Bank and the USA were concerned that the proposed
agsessment of the worldwide situarion in fertility repulation research would pose problems,
particularly in relation to the assessment of other programmes' activities.

The representative of UNFPA emphasized that the focus on the HRP Programme would
automatieally limit the scope of the broad-based evaluarion exercise. He noted that after
completion of the assessment and evaluation exercises, the Committee would be required to
define the activities of the Programme inm a broader context,

The representatives of Singapore and Sweden confirmed that the proposed evaluation and
assessment would assist the Committee in sssessing priority areas and the optimal role of the
Programme In the broad field of fertility contreol,

The report of the working group was modified in the 1ight of these discussions. The
amended report is attached as Anmex 3.

PCAC:

- Recognized the important role STAG played in acting as an effective in-built mechanism
Tor i1adependent external evaluation of the Programme's activities;

- Considered nevertheless that it would be timely to review the Programme's activities
agaiﬁg?n?ﬁET%?Eéder needs of the reproductive health field to quantify the Programme's impact
on the segtor, define its role in relation to the responsibilities of other WHO Programmes
and organizations actlve 1n the field; and therefors

- Recommended an independent external assessment of research needs against which
priorities and goals for the Pregramme could be set; and

- Requested the WHO Director-General to commission, Iin partnership with other Iinterested
bodies, an overall independent assessment of research ia reproductive health In developing
countries desligned to examine needs, assess the institutional and financial rescurces
avallable to meet them, identify gaps and suggest priorities for future assistance,

In addittion, I'CAC:
- Decided that en impa2ct evaluation of HRP agtivities, particularly in developing
countries, would link well with the overall independent assessment exercise by providing

guidance on the future role and orientation of the Programme;

- Underlined that such an evalustion ghould proceed whether or not the overall assessment
was conducted;

- Noted the implications dn terms of staff time and rescurces of such an evaluation;
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- Requested that terms of reference, including cost estimates and a time schedule, should
be developed by the Secretariat in consultation with interested parties and preseuted,
together with a report on criteria to be used for measuring the Progzanme's impact in
develeoping countries, to the 1988 meeting of the Committes;

- Encouraged wembexs to submit pames of possible members of the evaluation team to the
Director; and

- Noted the usefulness that the draft long—term strategic plan for family pleaning
research and the proposals for the Programme's invelvement in reproductive health services
research would provide as background documents for the evaluatiomn.

5.2 HRP's role in posi—FPhase IIL mctivities

Mr Hall intreduced this item which had been briefly discussed at the Novembar 1986
meeting of the Committee, He outlined the wvarious stages in preparation of a product prior
to intreduction into family planning programmes: Phases I, 11 and ITI, testing in field
gituations) registration; introduction into family planmning programmes and long-term
gsurveillance. Two HRF products were now ready for testing in field conditions: once-a-month
injectable preparations and & levonorgestrel releasing vaginal ring. He listed the HRP and
other agency products that were expected to reach a simllar stage of development over the
next 10 years. He stressed the collaborative nature of post—Phase IIT activities which
invelved working with Member States ro identify requirements for introductory studies of such
new methods, and underlined the increasing rele public sector agencies would play as a result
of the growlng reluctance of pharmaceutical companies to be invelved in drug development,

The leveonorgestrel releasing vaginal ring, a new method, would require field trials in a
nupber of counbtries [0 assegs its acceptability whereas the once-a-month injectable was a
guperior model of a currently available method of fertility coatrol in some countries,
Development and evaluation of user/provider materials, training, information for programme
mansgers, visual apd oral publicity material would all be required inm the case of the vaginal
ring but would be developed in conmjunction with other specialized organizations such as
PTACT. Tor the ence-a-month injectable, setvice requirements at the district, provincial and
national levels would have to be examined. He noted that the Programme's Task Force on
Safery and Efficacy would be closely involved In the long=-term surveillance of these new
products after field testing.

The representative of the USA asked for clarificaton ¢of the role of HRP in
post=Phage III activities since, altheugh the Programme anticipated contracting out a lot of
activities, staff resources might have been underestimated. He commended the potentially
important role WHO would play in these activities, which he compared to that of a regulatory
agoncy.

Chajirman, STAG commented that the Swedish International Development Agency (SIDA) was
considering involvement in Phase IV activities and that this would have impeortant
taplications for the Programme.

The repregentative of Sweden confirmed that the Swedish Agency for Research Cooperation
in Developing Countries (SAREC) support was restricted to research development and that if
post=Fhase III activities were envisapged, combined SIDA/SAREC funding would be required.

The representative of Australia noted his government's commendation and approval [or the
activities outlined provided there was effective cooperation hetween the Task Forces,
continued monitoring of progress, and liability and legal aspects were kept under constant
review.

Dr Bargzelatto confirmed that WHO would permit the Programme to proceed as far as
registration of a product since, until that stage, research was still involved under
controlled conditions, However, it would then be necessary to look at other optiong such as
finding 2 commercial partner, transferring the technology to countries wishing to manufacture
their own product, or handing over to an organization like IPPF responsibility for
distribution to the public sector. Liability was a difficult issue and & major stumbling
block but the co-sponsorship arrangement might assist by enabling the Programme to address
the issue on an internatiomal rather than country basls., After registration involvement
would continue through the Programme's Task Forces on Safety and Efficacy and Behavicural and
Social Determinants.
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On the question of rescurces, the Programme had reallocated a post te this activity from
another Programme component so that a staff member could bhe recruited to assist with the
necessary contacts with governments. Adequate finanelal resources had been budgeted to
ensure reasonably rapid introduction of these methods into family planning services. It was
hoped that, as with Norplant, there might be other programmez and countries that could assist
in aceelerating the intreduction process by providing additional resources.

The representative of the Netherlands stressed that, although pest-Phase III work would
start on an experimental basis and with annual reporting to the Committee on progress, the
Programme's activities should be confined to the field of research,

PCAC:

- Noted the paper presented to the meeting;

- Accepted the need for HRP invelvement in post-Phase TII work;

- Supported the Director's intention t¢ maintain contact with other interested agencies
and parties to accelerate work in this area; and

- Asked the Director to report to the Committee annually on progress made with an
indication of the financial, managerial and legal commitments of the Programme.

6. Funding Situatlion

Mr Ro¥d gave an overview of the financial situation of the Programme. He noted that the
total funds available for the biennium 1986-1987 were estimated at US$ 37.6 million, which
wias approximately US$ 3 millionm below the total budget approved by PCAC for the bienndum in
1985, hut which was very close to the revised budget presented to both STAG and PCAC in 1986,

The representative of the USA commended the use of graphic presentations in the
Programme Budget document and hoped that they might feature more extensively in the
documentation in future.

PCAC;

- Noted the present financial situvatien of the Programme.

7, Technical Presentation: Immunological Approaches to Contraception

Mr Criffin, the Manaper of the Task Force on Vaccines for Fertility Regulationm,
introduced the presentation, He noted that vaceine development was an area of high
technology where great advances were being made in recent years. The presentation would, in
addition to illustrating the work carried out by the Task Force, #lso exemplify the potential
geope for worl in this field.

The presentation was given by Mr D. Griffin, Professor V. Stevens of the USA, and
Professor W. Jomes of Australia. A summary of the presentation is attached as Amnex 4. The
presentation summed up the efforts of a decade of research, outlined the status of the now
ongoing Phase T clinical trial and highlighted the need for further work to bring up & second
generation of vaccines for large scale use,

A discussion followed with participatiom by the representatives of Norway, the Feople's
Republic of China, Sweden, Zimbabwe, France, Federal Republic of Germapmy, USA, and Viet Nam,
Questions were raised about the anticipated duratien of effect and potential for
revergsibhility. Concerns were raised about spread of AIDS and logisties in developing
countries. FEmphasis was made on assessment of effectiveness, safety and acceptabiliry, In
response to a question on when the vaccine might become available, the answer was glven that
much depended on the availabiliry of funding and on progress. Given Ideal circumstances, it
could be available for gemeral use by the mid-1990s. Ethical concerns were also raised and
addressed.

The Chairman expressed the thanks of the Committee to Mr Griffin and Frofessor Jtevens
and Professor Jones for an Iinteresting presentation.
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B, Co—sponsorship of the Programme

Dr Barzelatte noted the changes that would result from the Programme becoming an
inter—agency programme sponsored by UNDP/UNFPA/WHO/World Bank, with WHO acting as Executing
Agency. As an inter-agency Programme it was hoped theat its collabeoration with governments
and Member States would increase and that irs funding would rest on a wmore secure base. The
PCAC would then, Instead of its present advisory role, become the governing body of the
Programme empowered with responsibility for policy matters, for directing and coerdinating
the Programme's activities and for approval of its Programme Budget. One additicnal body
would be created, a Standing Committees, comprising representatives of the four agencies who
would meet periodically to review matters, either at PCC's request or on its own initiative,
and to make recommendations to the Committee., The Standing Committee weuld, in particular,
assist PCC in reviewing budgetary and financlal matters., The Scientific and Technical
Advisory Group would maintain its central role in technically gulding the Programme and
advising PCC on the implementation ¢f the Programme's activities, extending its overall view
of the Programme to = global perspective when required.

The representative of the Federal Republic of Cermany asked if, under this arrangement,
the World Bank would receive financial contributions for the Programme, In respomse, the
representative of the World Bank stated that a special fund had been ¢reated at The Bank in
the case of two other Special Programmes in order for some potential contributors, under
their legislative arrangements, to fund these Programmes in addition to thelr regular
contributions ro WHO, However, in the case of HRP, no particular advantages could be seen to
accrue from the establishment of such a fund.

The representstive from Sweden expressed concern about the HRP being taken out of the
WHO context since much of its success to date could be attributed to the fact that family
planning was seen In the context of health. She considered that the functions of the
Standing Committee should be clearly linked to finauclal assistance and planning with no
panagement or executive functions, She was particularly concerned thar, with regsrd to
paragraph 3.2.3 of the Memorandum of Understanding, the Standing Committée should not approve
reallocation of resoutrces since this was a peolicy matter. She gqueried whether the
representation on PCC of developing countries was adequsate and stated that the costs of their
representation should be coveraed. She noted that the size of the group representing the
largest finang¢ial contributors was considerable (12 members} and that in TDR elections were
carried out among this group fo enable even the smaller donors to have an oppertunity of
being elected. Whilst it might have been admlssible for PCAC te be seen as & donor group in
its advisory capacity, In ite new role as a governing body this was not an optimun
situation, She requested clavification as to whether a decision on co-sponsorship could be
taken by this Committee or whether it would be subject to the approval of the WHO Exgcutive
Board and Werld Health Assembly.

The representative of Norway stated that her government agreed that adjustments Lo the
structure of the Programme might be required to¢ increase its financial resources and foresszw
no problems provided that the direction and management of its activities were not impedad
under the new management. It was essential, though, for the terms of reference of the
different committees in the Programme to be ¢learly defined and for this reason her
government would appreciate formulationm of terms of reference for the Standing Committee.
Buman reproduction was a sensitive area and should remain closely linked to the health
sector: adjustments to the Programme’s structure should not tamper with its independence or
impartial role.

The representative of Zimbabwe reiterated that, from a developing country point of view,
the issues raised by Sweden were important. The field of human reproducticn was of major
interest to developing countries and the change in status of the Committee to a
decision-making body was important,

The representative of the Netherlands welcomed the propesed co-sponsorship of the
Frogramme and commented that participation by the World Bank and UNDF indicated increased
awareness globally in matters related to population ard family planning., Co-speonsorship
would, in additiom, lncrease cooperation between the different agemcles working in these
fields as well as the possiblity of further disseminating the results of research. He hoped
that, in addition, particular attention would be paid to social and psychological aspects of
fertility control.
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The representative of IPPF also welcomed the proposed co-sponsorship of the Programme
and drew attention to other WHO Programmes which had benefited from such an arrangement. She
noted that IPPP's presenmt status as a permanent member of PCAC tock account of 1ts role as
the largest international family planning organization, IPPF did not however feature under
the proposed membership of PCC and she requested that consideration be given to membership of
IFPF on PCC,

The representative of Australiaz confirmed his country's support for the co—spongorship
of the Programme which it was hoped would provide a sounder funding structure and lIncreased
recognition for its achievements and thus, in turn, attract cther finaumcial conrributers.

Dr Mahler, Director-General, who was present during the meeting for part of the
discussion on this agenda fitem, clarified for the representative of Sweden that, in order for
policy declsfons not to contradict existing averall strategies formulated by the World Health
Assembly, any change in role of the HRP Programme would require the approval of the Executive
Board and the World Health Assembly. He stressed the importance of co-sponsorship belng seen
as a positive arrangement by all parties concerned. He emphaslized that the co—spongorship
arrangement would assist In coordinating policies and would facilitate resgarch and
development in developing countrfes with the result that the widest possible array of
scientifically sound, socially acceptable and economically feasible contraceptive techmelogy
would be avaflable.

The representatives of Indomesia and the Federsl Republic of Germany both affirmed their
povernments' support of the proposed co-sponsorship arvangement, The representative of
Tndonesia alse indicated the desirability of Programme activities being broad-based and not
limited to a few countries.

In response to the various questions raised, Dr Barzelatto stated that the compesition
of PCC was exactly the same as that established for PCAC in 1985 and that considerable
embarrassment was incurred in seme programmes az a result of election procedures among
firancial contributors. I& commwented that some of the smzller financial contributors were
represented on PCAC and that there was in fact also, in his cpinion, healthy competition
among the smaller gontributors to remain members, He noted that a gsimilar ceo-sponsorship
arrangement cxisted in the TDR Programme and that in both HRP and TDR there was a majority of
developing countries on the governing bodies. He detailed the various fumctions of the
Standing Committee, which were advisory to PCC, and emphasized that the Standing Lommittee in
no way had any executive powers, He noted also the role that the Standing Committee would
play in agsisting the Programme in 4ts fund-raising activities.

The World Bank representative seriously doubted the suggestion made that the Programme
was in any way moving out of the health context and preferred to regard The Bank's
involvement as a step for The Bank inte the health field. He emphasized the role WHO would
play hoth ag an executing agency and a sponsor to the Programme. He confirmed the nature of
the work to he carried out by the Standing Committee between PCC wmeetings and stated that,
gince POC was only in session once a year, a mechanism such as the Standing Committee was
required to ensure that Programme activities proceeded in conformity with PCC's expressed
wishes throughout the year. He emphasized that costs of the Standing Coumittee were bornme by
the co-sponsors and not transferred to the Programme and that co-sponsorship very much
strengthened the case for a World Bank contribution to the Programme.

The representative of Singapore confirmed his support for the view expressed that the
Standing Committee should neot approve reallocation ¢f resources,

The representative of the Netherlands underlined the importance of clarifying exactly
which body under the proposed arrangements would be responsible for establishing policies and
making de¢lisions,

The repregsentative of UNFPA drew attention to the fact that the Standing Committee was
in fact part of PCC and represented PCC in hetween sessions.

Mr Furth corroborated the advisory role that the Standing Committee provided to TDR's
governing hody and noted the assistance the sponsors would provide in widening the
Programme’'s present access to Ministries of Health to include Ministries of Finance, Flanning
and Development. He pointed out that in TDR there were guidelines governing the
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responsibility of its Standing Committee with respect to realleocation of rescurces, He
proposed that the Director of the Programme should submit similar guidelines for the HRP
Standing Committee to its 1988 meeting, He confirmed the similarity between the governing
bodies of TDR and PCC and stated that, although in TDR the category for financial
contributors was not specified as it was in HRP by "largest™, it was invariably the largest
contributors who were elected to this category. Since the elections had sometimes proved an
embarrassing formality, it was hoped to avoid this in HRP by clearly specifying "largest
financial econtriburers”™, Smaller contributors who did not qualify under this category had
the opportunity of parriciparing in the Committee through elections by the Regicnal
Committees undetr category (b} or through elections by PCC under category (c).

The vepresentative of Sweden requested a review of PCC's membership to ensure strong
representation by developing countries in its new role as a decision—making rather than

advisory body,.

The Director-General commented on the indispensability of increased African
representation on PCC as well a5 possible revisions in the representation on PCC accorded to
other regions.

The representative of Zimbabwe agreed wholeheartedly that the focus of HRP was in
developing countries, The co-sponsorship of the Programme was welcomed. The results of the
Programme's research would be most evident in develecping countries, some of which would
require assistance in promoting the sensitive issue of fertility regulaticon in order to make
any impact on health. She requested that favourable consideration be given to Dr Mahler's
point about imcressed membership by Africa on PCC. She was supported in this request by the
representative of Nigeria.

The representative of the Netherlands supported the point made by the Director-General
but did not wish to see the issue of membership feature annually as an item for discussion,
since the present membership arrangement functiened well, However, the Chairman responded
that even if the question of membership did not form a specific agenda item members were
nevertheless free at any time to raise 1t.

The representative of Australia expressed concern that the selution to such a problem
was always to increase the size of a committee without regard to its optimum size and
gsuggested decreasing the number of menmbers in the category reserved for financial
contributors.

The World Bank representative commented that the Committee should attempt to establish
membership on a lasting basis; he did, in fact, consider the present membership reasonably
well balanced, He noted that the Arab countrles were among those with the fastest growing
populations and which consequently could be better repregented on the Committee,

Mr Furth commented that in the TDR Programme ohservers outnumbered members and that
perhaps observer status had been overlooked as & means by whiech countries could participate
in the discussions of the Committesz. Observers participared fully in all the deliberations
and were excluded only from voting procedures. Dr Mahler, however, noted the political
importance of membership compared to observer status,

Dr Barzelatto commented that increased membership of PCC was basically no preblem but
that any decrease in the numbers of those elected by the Regional Committees for fixed terms
would cause considerable complications.

Based on the PCAC's discussions the Chairman then proposed the revised membership for
PCAC ag set out in the Memorandum of Understanding attached to this report as Annex 5 and
this was approved by the Commlittee,

Dr Barzelatto detafiled other revisions that were incorporated in the Memorandum of
Understanding relating to PCC and these were noted and also approved.

The representative from Gabom noted that there were very few members on the Committee
who spoke French exclusively. He wished to particdipate actively in the discussions and
wondered whether, im future, more documents might be provided in the French language. This
request was endorsed by the representative of France. Dr Bawzelatto reassured the two
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gpeakers that in future meetlngs documentation would be availlable in both French and Engligh
to facilitate the Committee's new decision—making respomsibilities,

PCAC;
- Recommended approval of the proposed co-gponsorship errangement;
- Noted that it represented a helpful extension of the Programme;

~ 'mphasized the paramount Importance of the relationship between family planning and
health and the necessity for the Programme to continue functiening under the aegis of WHO;

- Recommended that the membership of PCAC as outlined in the draft Memorandum of
UnderE?EEﬁTﬁgd;Feaented to the meeting should be revised to reflect: a decrease in the
nuber of largest financial contributors from 12 te 11 in category (a) with the term of
office of this category heing for two years rather than one year, as was the ¢ase at present,
to accord with the biennial financial reporting system under which the Programme operated;
increased membership, from two to four, of the African region in category (b); & decrease in
the aumber of other Interested cooperating parties from three to two in category {e); and
inclusion of IPPF as a permanent member under category (d); and

- Noted that this revised membership would begome effective on 1 March 1%988.
In addition, PCAC:
- BE&HPStEd the Secretariat to prepare guidelines setting out the responsibility of the

Standing Committee with respect to reallocation of rescurces for review at the 1988 meeting
of the Committee,

9. Proposed Programme Budger 1988-1%89 and estimates for 1990-1991

Dr Barzelatto introeduced the Programme Budget document. He described the Secretariat
process for its preparation and noted the fixed ratio of expenditures of 2:1 between Research
and Development and Resources for Research, A consolidated budget of Us$ 48.3 million for
the biennium had heen submitted to S5TAG which had been reduced by the Croup to approximately
US$ 46 million, The increase for the biennium of approximately 10% over estimated income and
expenditures in 1987 govered new activities, such ag post—Fhase I1I work, small Increases 1n
current Task Force activities, and inflation, Dr Barzelatto noted that the devaluation of
the dollar had inereased the Programme's fixed costs on salaries, meetingys and Programme
support.

The representative of the Federal Republic of Germany commented on the financial cricgis
affecting the UN system generally, the decrease fn UNFPA's funding of country projects for
the biennium, and the possibility of the Programme's budget having to be revised in the light
of organizational cutbacks. He queried whether additiomal funds might be made svasilable by
companies which could be expected to profit from HRP's research and development activities at
a later stage. He noted that a considerable proportion of the Programme's Income was drawn
from interest and requested information on any reserve funds it might have, He underlined
the extensive role in coordinating activities that would be undertaken by the Pregramme and
requested an explanation as to how they would feature under programme management expenditure,

Dr Barzelatto responded that, for a Programme funded by veluntary contributions, the WHO
restrictions on zero limit growth did not apply. The Programme’s activities depended
entirely on fte fimaneial centributers who were encouraged by the Director—General to
incresaze funding both to thiz and other Special Programmes, Since the Programme wished to
maintain fts total independence, no contributions from the pharmaceutical industry had been
loolked for., He clarified that HEP held no funds in regerve; 1f it did, they would have been
reported, He agked Mr Ro&d to respond to the question of interest acecruing to the Programme,

Mr Ro&d clarified that during the financial year the Organirzation permitted the
Programme to take up financial obligations against written pledges, However, there was often
a time lag of several months between the taking up of the ¢obligation and disbhursement as a
rasult of which the Organization invested these cash balances in the short term for the
Programne. He noted that in 1986 interest earned on such short—term investments amounted to
Us$ 461 000,
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Mr Imbrugliz, the Director of the Division of Budget and Finance clarified that at no
time throughout the year could WHO provide fumds to the Programme which were not guaranteed
by written pledges. :

Mr Furth highlighted two points, Firstly, that in 1986 there had been a considerable
increase in voluntary contributions to WHO which demonstrated the confidence of Member 3States
in the effective implementation of WHO Programmes. Secondly, he noted that the WHO Regular
Budget was funded by Member States which were under a legal obligation to pay thelr
contributions, This contrasted with an extra-budgetary Propramme, such as HRP, where there
was no obligarion to fund on the part of any Member State and was an important distinction,
It was also the reason why no limitation had ever been plaged on the growth of any
extra-budgetary programme,

The UNFPA representative clarified a remark made by the representative of the Federal
Republic of Germany about the decrease In the size of the UNFPA country budgets by stating
that the decrease did act reflect any finencial difficulty but was determined only by the
size of the projects.

The representative of Sweden noted the increased budget for the biennium. She
emphasized that it would be useful to have it costed at different budgetary levels to reflect
the priority that the Programme would accord to different lines if there were cutbacks.

Dr Barzelatte noted this request but confirmed his preference for putting forward a
hudget in which there might be a reasonable expectation of increased funding. He commented
that a proposed hudget at three different levels would undoubtedly imply funding at the
lowest level, as had been the case in the past when this system was adopted. He anticipated,
however, that co-sponsorship would increase further the Programme's funding and therefore
considered the 10% increase requested in the budget proposals as reasonable,

The five Programme areas listed in the Programme Budget document were then reviewed in
gequence. Under Propramme Area I (Advisory Bodies) Dr Barzelatto commented that no budget
line yet existed for an external evaluation but that this would be in¢luded when required,
He reminded members thatr the Swedish delegation had generously cffered additional funds teo
cover gome of the costs invelved.

Dr Fathalla presented Programme Area LI (Research and Development) outlining the lines
of activity in the Tesk Forces, and the priorities accorded to them by STAG.

The two Task Forces that dealt with Improving the performance of existing metheds for
fertility regulation (Safety and Efficacy, Behavioural and Social Determinants) were ranked
by STAG as of high priority, because results of research in these two Task Forces were of
immediate relevance to services. The Tack Forces concerned with the development of new and
imptoved methods were ranked In the following order; Long-acting methods, Fost—ovulatory
methods, Vaccines, Male methods, Natural methods, This order took ifute considerarion the
state of product development in each Task Force, Higher priority was asccotded to Task Forces
with products at more advanced stages of development and which were more likely to be made
available to services In a shorter time. This system of priorities was applied between the
Task Forces when budgetary cuts had to be made because of shortcomings in funding, Within
each Task Force there was also a system of priorities., In general, existing lines had a
higher priority over new lines,

Dr Fathalla then described the three eriteris used in combination by Steering Committees
and STAG to select research lines within Task Forces: relevance of the research area to the
reeds of developing countries; the state of the arr, and, thirdly, activities by other
programmes in the area. He underlined that, since the Programme had a global responsibility
for the whole field of fertility regulation, Steering Committees were encouraged by the
¥rogramme to be visionary, firstly o as not to inhibit their scientific thinking and,
secondly, because their identification of research priorities would be of assistance to other
programmes in the event that funding was not available from this Programme, He emphasized
the loug period of time it took to explore some research lines, He then outlined the
activities of the various Task Forces, highlighting the new lines and where an increase in
funding was requested, as shown in the proposed Programme Budget for the 1988-198% biennium
and estimates for 1990-1991,
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The representatives of Sweden, Wetherlands, France, Zimbabwe, Argentina, Norway and
Denmark requested clarifications regarding the Safery and Efficacy Task Force and the ways in
which priorities were assessed within the Task Force, particularly in relation to HIV
infection: the large increase in the budget for cardiovascular diseases; the cross-gectional
approach among the Task Forces in the area of sexually transmitted diseases, and the cut in
the budget Iine relating te¢ Pelvic Inflammatory Diseage (PID),

The Secretariat responded that, within Task Forces priority was given firsr of all to
continuation of ongoing activities and secondly to new activities. The Safety and Efficacy
Task Force was basically an epidemiologically oriented Task Force. The mandate of the
Programe did not cover sexually transmirted diseases, which formed the focus of activities in
another WHO Programme. However, the three HRP Task Forces on Safety and Efficacy,
Infertility, and Behavioural and Social Determinants all had activities related to sexuslly
transmitted diseases which fell within the HRP mandate and which were carried cut in
collaboration with the AIDS Programme, These activities would doubtless be extended as new
areas of collaboration became apparent, The PID study referred to was time-limited, related
only ta contraceptive use, and, since completed, would require no funding in the coming
biennium,

At the request of the representative of the Netherlands clarification was given on the
field trials of the once—a—month Injectables under the Task Force on Lonpg-Acting Systemic
Agents,

The UNFPA representative queried whether the budget of the Male Fertility Task Force
reflected the UNFFA contribution to I0CD for the synthesis of drugs and was informed that,
although there was close collaboration with IOCD, the Chemical Synthesis Programme was an
10CD activity and therefore not reflected In the budpget of the Task Force.

The representatives of Cabon, Norway, Zimbabwe, Sweden and the UNFFPA addressed the
activities of the Infertility Task Force. The lack of scientific knowledpe about condoms wag
noted as well as the fmpact of developments in this area and its linkagze to the Safe
Motherhood Initiative, The need for education and counselling for both men and women in a
tield hitherto ¢haracteristically devoted to women was also noted. It was remarked that the
funding level! of the Task Force might not be sufficient for the activities specified,

Dr Fathalla drew attention to the fact that research on condoms was not limited to the
Infertility Task Force where technical aspects of development and testing of improved condoms
were implemented hut was covered also by the Safety and Efficacy and Behavioural and Social
Determinante Tagk Forces which dealt with the efficacy of ¢condom use and the individual and
social acceptability of condoms respectively, He emphasized that, although the effectiveness
and acceptability of condoms wete much lewer than for other contraceptive methods, the condom
ranked very highly in the prevention of sexpally transmitted diseases, This, together with
an aggessment of the disciplines required by the Steering Committee, had prompted STAG to
place condom development under the Infertility Tagk Force rather than the Male Task Force.

The representatives of Prance, Zimbabwe, USA and UNFPA participated in discussion on the
Task Force on Natural Metheds, The alwmost doubling of the budget of this Task Force was
noted as well a=s the considerable funding by the USA to this area. The heavy rellance of
developing countries on lactation as a means of contraception was stressed and the possible
trangmission of HIV infection through breastmilk noted,

The budget increase was clarifled by the Task Force Manager, He neoted that
breastfeeding prevented more pregmnancies in developing countries than any other form of
contraception and was therefore very important as a birth-spacing method. Since the reason
for lactatiomal Infertility appeared from the data to be population-related, a pilot study in
seven countries wag planned which would be developed into a main study in 1988 and was the
reason for the ingcreased funding, There was close liaison with the US agencies
funding the field and thus no duplication of activities.

Dr Varagunam presented the Programme Budget for Programme Area IIY (Resources for
Research}, which was essentially concerned with the strengthening of research capabilities in
developing countries, Based on the Strategic Plan drawn up by the Committee on Resources for
BResearch in 1985 he reviewed the differemt formes of support accorded and gave examples of how
institutions fu the various rvegions were developing and strengthening their capabilities fin
the lines of research relevant to their own country needs. He remarked that a third of
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resources available to this component were alloeated to the Afvican region, Dr Varagunam
noted that the Programme on Standardization and Quallty Control of Laboratory Procedures had
baen evaluated in depth by STAG at its February 1987 meeting and was expected to be
reorganized during ensuing years to focus malnly on providing matched reagents and on
strengthening the capacities of develeping countries to produce their own reagents,

The representative of Bangladesh noted with appreciation the werk of the Programme,
emphasized the necessity for collaborative research in different countries in view of the
wide diversity in size, genetric make-up and attitudes from country to country. He hoped that
there would be increased opportunity for involvement in research carried out by the Programme
in the countries in his region with appropriate phasing cut of support where self-reliance
had been achieved.

Dr Ayeni introduced Programme Area IV (Statistics and Data Processing) and stated that
this ares provided statistics and data processing support for all the research projects
carried out by the Propgramme as well as some institutional strengthening programmes fov the
Resources for Research component, The number of studies serviced had increased from 62
during the previous biennium to 72 at present.

Programme Area V (Programme Management) required no presentation since it was
self-explanatory.

PCAC:

- Approved the Programme Rudpet for the biennium 1988-1989 and the estimates for
1990-1991; and

- Commended the Secretariat on the clarity and instructiveness of its presentations.

10, Flection of category (¢) members to PCAC

After detailed disccussion it was agreed that the memberghip of PCC as outlined in the
Memorandum of Understanding and as revised in discussions under agenda item 8 should become
effective from 1 March 1988, It was noted that, as a result of revisions to the membership
of PCC two, rather than three, members were to be elected to the Commirtee under category ()
and that their term ¢f office would be for three years rvather than one year,

The Commlttee was required to decide whether to include i1n the election the candldatures
of Kuwait and Lebanon which were received by the Secretariat after the deadline given for
submission of applications. The Committee agreed that the deadline should he respected,

Dr Vignes, Legal Counsel, assisted in conducting the procedures to elect two countries
aout of the 12 countries (Demoecratic Republic of Afghanistan, Cuba, Egypt, El 8alvador, Hailti,
Malts, Republic of Panama, Paraguay, Somalia, Sudan, Thailand and Yemeun Arab Republic) which
had submitted their candidatures by the due date, By secret ballot Egypt and Thailand were
elected by majority vote.

PCAC:

- Elected Egypt and Thailand to category (e) membership of the Committee for a three year
term of office starting 1 Januvary 1988,

11, Pledging for 1988 and subsequeut years

The majority of representatives who spoke on this agenda iftem indicated thar it was too
early in the preparation of national budgets for 1988 for them to be able to make firm
pledges but indicated that they wished under this agenda item to confirm theiv support to the
Frogramme.

The representative of Pakistan stated that, although his country's financial resources
were limired, his povernment wished to participate in the Programme and pledged the sum of
us¢ 5000,

The representatives of Norway and Finland confivmed their countries' continuing support
for the Programme.




HRP /PCAC(43 /1987
page 22

The representative of Denmark noted that, subject to parliamentary approval, the Danish
contribution to HRP in 1988 would be increased to Danish Crowns 15 million.

The representative of the People's Republic of China noted that populatien issues were
of plobal concern, and particularly so in developing countries. Family planning formed an
integral part of the Conmstitution of his country, such was the importance and priority
aceorded to fr, He stressed his appreciarion of the excellent collaboration between his
government and the HRP Programme and indicated that China intended to actively support the
Programme in 1988,

The representative of the Netherlands gave assurance that hils government would centinue
its support of the Programme in 1938.

The representative of Australia indigated that a decision on future funding levels of
HRP would not be taken until later in the year, He noted, however, that this decision would
have to he made against a backdrop of continued budgetary restraint and in the context of a
decline in the value of the Australian dollar which had placed additional pressure on the aid
gomponent of the budget,

The repregsentative of the United Kindgom indicated that the level of support of her
government to the Programme would be Indicated later in the year.

The Swedish representative commented on the long assoclatlion between the Programme and
her government which, as well as being a major fimancial contributor, had alsc been
instrumental in its creation. The results of the assessment and impact evaluation were
awaited with interest, She applauded the high quality of this PCAC meeting and the excellent
presentations by the Secretarlat, as well as the competent leadership givem by the present
Chairman.

The UNFPA representative noted that the Fund would support the Programme in 1988 at the
same level as In 1987 of US$ 2-1/2 million, Depending on the fimancial situation, thie might
be Increased.

The representive of Mexico indicated that his country would maintain its contribution at
the same level ag in 1987 which, raking inte account the devaluation of the Mexican currency,
represented an increase.

The representative of the World Bank indicated that U$$ 2 million were pledged for the
period 1 July 1987 — 30 June 1988, this being the period of the Bank's financial year, and
emphasized that discussions could take place with the Secretariat ¢n the transfer date to
engure a balanced financial flow,

The Arpentinian reprecentative expressed the interest of her country in becoming a
financlal contributor to the Programme whilst noting that Argentina's eccnemic situation
would place l{mitations on the level of the contribution.

The Chairman emphasized that all financial contributions were appreciated and reminded
those present that writtenm confirmation of pledges should be made mg soon as possible to

enable expenditurer to he authorized,

12. Dates of 1982 and 1989 meetings

The dates for the 1988 and 1989 meetings were discussed, Confirmation of the date of
the 1988 meeting would be communicated by correspondence.

13, Other business

There was no other business,

The Chalrman thanked the members, the Secretariat, and the interpreters, and declared
the meeting closed.
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ANNEX 1

SPECIAL PROCRAMME CF RESEARCH, DEVELOFPMENT
AND RESEARCH TRAINING IN HUMAN REPRODUCTION

Meeting of the Policy and Coordinatiom Advisory Committee (PCAC)

Geneva, 20-22 May 1987
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Funding situation
Technical presentation: immunolegical approaches to contyaception
Co-sponsorship of the Programme

Proposed Programme Budget 1988-198% and estimates for 1530-1991
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Pledging for 1988 anrnd subsequent years
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ANNEX 3

SPECIAL PROGRAMME OF RESEARCH, DEVELOPMENT, AND RESEARCH TRAINING
IN HUMAN REPRODUCTION

Meeting of the Policy and Coordination Advisory Committee

Geneva, 20-22 May 1987

Report of PCAC Working Group on an External Evaluationm of HRP

After a general discussion the PCAC asked a small working group to consider the question
of an external evaluationm to clarify various issues such as scope and timing and to report
back to the main meeting. The PCAC agreed that the ultimate objective of the Special
Programme in Human Reproduction was to help improve reproductive health in developing
countries. The Programme sought to meet this objective by initiating, funding and
coordinating research on:

- safety and efficacy of current contraceptive methods;

i

development of new and improved contraceptive methods (dincluding basic
mission—oriented research);

behavioural and social determinants of fertilicy; and
- prevention and management ©f Inferciliry,

In additicon, the Progrtamme played an important role in strengthening the research
capabitities of developing countries in the field of humar reproduction.

The PCAC recognized that STAG acted as an effective in-built internsl mechanism for
independent external evaluation of the Programme's activities. However, STAG wightly
concentrated on evaluating and monitoring the scientific and technical aspects of the
Programme, as defined in its mandate., The PCAC felt that it would be timely to step ocutside
this formalized evaluation structure and look at the Programme's achievements against the
broader needs of the reprodugtive health field; to try to quantify the Programme's impact on
the sector; to define its role im relatlon to the responsibilities of other WHO programmes
and other organizations active in the field; and in the light of this to offer suggestions
for the Programme's future development, However, the Committee acknowledged that
reproductive health was a broad and complex field in which many bodies supported research and
programme development, PCAC therefore felt that there was a need for an independent external
assessment of regsearch needs in reproductive health, against which priorities and geals for
programmes such as HRP could be set. Such an assessment would be particularly timely in view
of recent internpaticnal initiatives focusing om specific aspects of reproductive health such
as the contrel and prevention of AIDS; maternal mortality and morbidity; and the fact that
HEF was itself having to redefine its role amd prioritles to take account of work to be done
on the introduction and post-merketing surveillance of new methods developed by the Programme,

The PCAC felr that WHO was best placed to initiate and manage such an external
assessment because of its global leadership in health issuves; its political newtvality; and
its technieal credibility. It therefore requested the Director-General to consider
commissioning, in partnership with other interested bodies, an overall independent asgegsment
of research in reproductive health in developing countries deslgned to;

(a) examine needs:
(kY asscess the institutional and financial resources avallable to meet them;

(c) identify gaps; and
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(d) suggest priorities for future asslstance.

The PCAC would appreciate being iuformed of the Director—General's decision on this
proposal.

External evalualblen of HRP

The Committee decided that an impact evaluation of HRP's activities, particularly in
developing countries, would Iink well with this exercise and would provide guidance on the
future role and orientation of the Programme. The Committee further considered that rhe HRP
evaluation should nmot duplicate planned internal evaluation activities such as the in-depth
review of the Resources for Research component of the Programme. This evaluation should go
ahead whether or not the overall assessment was conducted.

The PCGAC suggested that Terms of Reference for the evaluation should be developed over
the next 12 months, in consultation with interested parties, and submitted to 1ts 1988
maeting, together with proposed operational details and estimated costs, Representatives of
the PCAC were encouraged to submit names of possible members of the evaluation team to the
Director. The evaluation team members should have experience related to the scope of the
Special Programme and should have suitable professional standing. They should not have
received or be receiving financial support from the Programme or be servinmg as membars of
STAC. There should be balanced geographical distribution, with members from developed and
developing countries,

The Committee felt that a number of reports already planned for the 1988 meeting would
be valuable background documents for the evaluation, It requested the Director and STAG to
bear this in mind in preparing:

(&) the draft long-term strategic plan for family planning research; and

(b) the proposals for the Programme's involvenment in reproductive health services
regearci.

The Committee also asked the Director to prepare a report on the criteria which could be
used for measuring the Programme's impact in developing coumtries for conslderation at the
1988 mecting, alongside the proposed Terms of Reference for the evaluation,

The Committee acknowledged that the external evaluatiocm would have an effect on the
Programme's performance. Nowever, it £elt that it would be a useful fund-raising teol and
wag Lherefore worth the investment.
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IMMUNCLOGICAL APPROACHES TO CONTRACEFTION
A Technical Presentation by
Mr P,D, Griffin, Professor W,R. Jones and Professor V.C Stevens

Summary

Tn view of the complexity of the subject matter to be reviewed and the specialized
tereinology used in the fields of immenology and vaceine development, a number of key words
and concepts were defined by Mr Griffin to facilitate the presentation which consisted of an
intreduction to the rationmale for, history of, and current researech activities of the Task
Force gon Vaccines for Fertility Regulation, followed by a deseription of the development of
the Task Force's anti-hCG vaccine, the current status of the Phase I ¢linical evaluation of
this vaccine, and the planned future activities of the Task Force.

It is well known that there are molecules specific to, and essential for, the
development of the gametes, their fusion in the process of fertilization, and In the
subgsequent establishment and maintenance of pregnancy. In addition, 3 large volume of
evidence has heen gathered over the last few decades to indicate that maturally cecurring and
experimentally induced immunity to some of these molecules can produce an antifertility
effect, Whilst many of these molecules, such zas the releasing hormone(s), pituitary
gonadotrophing and gonadal steroids, represent unattractive targets for an antifertilicy
vaccine since they are required for maintaining physiological processes and are constantly
present in the body, others such as those specific to the gametes and early embrvo, represent
much more attractive targets, By developing vaccines against one or mote of this latter
group of molecules, it might prove possible, by immunological means, te safely and
effectively interfere with gametogenesis, fertilization, implantation and/or disrupt very
early pregnancy, Since its formation in 1974, therefore, the Task Force has carried ocut
studies with a number of sperm=specific, ovum-specific and embryo-specific molecules in order
to determine thelr potentiazl as antifertility immunogens for vacelne development, A summary
of the results obtained in these studies was presented.

Professor Stevens introduced the next section of the presentation by explaining that
largely as a result of funding constraints, the Tasgk Force has focused its attention over the
past seven years exclusively on the development of a vaccine directed agaimst human cherionic
gonadotrophia (hCG), a hormone produced by the embryo as early as the pre—implantation stage
of its development and necessary for successful implantation and early pregnancy. Vaccines
based on whole hCG and on each of its majoer molecular subunits produce immune responses which
cross~react extensively with other hormones, such as pitultary hLH, leading to endocrine
disturbances and the risk of auto-immune disease, To avoild these problems, the Task Force
has based its anti-hCG vaceine development programme on a synthetic peptide representing =
portion of the molecule which does not appear in any normal body constituent apart from hCG.
As a result of a large number of comparative evaluations of a number of peptides of different
lengths, of & number of carrier molecules to which the hCG peptide could be linked in order
te elict an immune response, of adjuvants to augment the response, and of various vehicles in
which the vacecine could be administered, by 1980 the Task Force had selected a prototype
anti=-hCG vgecelne formulation consisting of a 37 amino—acid hCG peptide linked te diphtheria
toxoid as the carrier, mixed with a muramyl dipeptide adjuvant and administered in a water in
01l emulgion vehicle, This prototype vaccine, when administered to fertile female baboons,
elicited an immune response which reduced the fertility of these animals to less than 5%,
compared to 70% in & contrel group of nonm-immunized baboons, without producing any overt
gide~effects,

Frofesgor Stevens explalned that a vaccine having zo antifercility effect of 95% would
not be agceptable for clinical application. However, it should be remembered that these data
had been obtained in a heterologous immunization situvarion in which antibodies raised to LOG
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croas=react with the endogenous baboon hormone (baboon CG) by approximately 15%,. As close (o
100% cross-reactivity is anticipated in the howologous clinical situatien, where antibodies
will be directed at the endogenous hCG, an antifertility effect in excess of 95% 1= expected,

Mr Griffin provided a summary of the extensive toxiecity and lmmuncsafety studies that
were carried out with this fuamevative vaccine, in several animal species and over varying
periods of time, in order to assess Iits safety for initial human testing. These detailed
studies, which took almost four years to complete, revealed no adverse side—effecrs that
would preclude the clinical testing of the vaccine. The data generated in these studies were
compiled inte a four volume Investigational New Drug Applicatiom which was submitted to the
United States Food and Drug Administration and to the Australian Department of Health
together with a detailed protocol for the Phase I clinlcal trial of this vaccine. After &
lang perfod of review, neccssitated by the novel nature of the preparation and the lack of
previous clinfcal experience with a vaccine of this type, both regulatory authoritfies had
recommended, by late 1985, that the Phase ¥ trial could proceed,

Professor Jomes provided an overview of the sequence and nature of the institutional and
national approvals that needed to be obtained before the Phase I trial could proceed and of
the logistical problems involved in recruiting volunteers and conducting a trial of this
novel type of preparation, He explained that the purpose of this study is to determine if
the vaceine {g safe to use in women. It ie not designed to determinc efficacy since one of
the criteria for admission to the trial Is that all volunteers had previously been electively
sterilized, However, some indication of potential antifertility efficacy is being obtained
by quantffying the level of Iimmunity geasrated by the vaccine ir the women volunteers and
compating these data to the levels of Immunity found to be effective in baboons,

Tn presenting the results of the trial to date, Professor Jones indicated that apart
from a transient technical problem encountered with the formulation of the emulsien vehicle,
the trial has proceeded satisfactorily and is expected to be completed by mid 1987. Tue
trial has a doubling dose design in which six women, in each of five dosage groups, are
immunized with the vaccine with the highest dose being the same as that used in the
preclinical safety and efficacy studies in baboons. Some minor and transient arthralgia and
myalgia, believed to be due to the muramyl dipeptide adjuvant, was experienced by come
{ndividuals receiving the highest dose of the vaccine and it is anticipated that the dose of
this particular component could be reduced in any future clinical trials of this vaccine
formulation. Although all of the data from the two highest vaccine dose groups were not
available at the time of the presentation, the results so far are very encouraging in that a
doge~response cffect has been observed and all groups produce a sufficient level of immunity,
demonstrated by antibody titres, to confer an antifertility effect. Im the highest dose
group the available data indicate that the level of antibodies raised iz approximastely ten
times that estimated to be protective and that the effective level of jmmunity in this group
will extend beyond six months and may treach twelve menthsg. In accerdance with the
requirements of the Phase I clinical trial protocel, all subjects will be follewed up until
their anti-hCG antihody levels return to baselinme values. It is estimated that all of the
data from this study will be collated by the beginning of 1988 and will be compiled into one
ot moté papers [or publication by the Task Force.

Mr Criffin briefly described the receut sdvances in the fields of immunclogy and
molecular genetics that were already having a major 1lmpact on vaccine development. In
comparison to the classical and more primitive biochemical techniques that had been used in
the past, it is now possible, using monocclonal antibodies and recombinant DNA technology, to
jdentify, isolate, characterize and synthesize natural and modified molecules by & number of
spproaches. This new technology is expected to revolutienize vaccine development by
permitting the identification of & large number of previously unknmown molecular entities
which have not been detected hefore using classtcal biochemical methods, becsuse they have
been destroyed or lost In the isolation process, The Task Force is actively employing these
new technologies in its ongoing and planned research programmes to develop second generatlon
hCC vaceines and vaccines directed against the cell membrane of the very early trophoblast.
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MEMORANDUM ON THE ADMINISTRATIVE 3TRUCTURE 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
co—sponsorship by the United Nations Development Programme (hereinafter called UNDF), the
United Natioms 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. BASTC STRUCTYURE

1.1 The Special Programme is s global programme of International technical cooperatiom
initiated by WHO to promote, 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 as well as identifying and eliminating
obstacles to such research and development;

(1i) identifying and evaluating health and safety problems associated with fertility
regulation technology, analysing the behavioural and soccial determinants of
fertiliry regulation, and testing cost-effective interventions to develop improved
approaches to fertility regulation within the ¢ontext of reproductive health
services}

(ii4 strengthening the training and research capability of developing coentries to
conduet research Iin the fileld of human reproducticn; and

(iv) establishing a basis for collaboration with other programmes engaged in research
and development in human reproduction, including 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 Covernments contributing to Special Programme Resources; governments providing
technical and/or scientific support to the Special Programme; and governments
with policies desipned to address the needs for fertility regulation and family
planning for their populations in the centext 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 Programme,

1,3 The Co-Sponsors are UNDP, UNFPA, WHO and The Bank.

1.4 The Executing Agency is WHO.

1,5 Special Programme Resources are the financial resources made available to the Special
Programme by governments and organizatiems through the WHO Veluntary Fund for Health
Promotion,

2. FOLICY AND COORDINATION COMMITTEE (PCC)

The PCC is the governing body of the Special Programme,
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2,1 Functions

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

2.1.1 Revicw and decide upon the planning and execution of the Special Frogramme. For
this purpose 1t will kaep itself informed of all aspects of the development of
the Speclal Programme and consider reports and recommendations submitted teo 1t by
the Standing Committee referred to im Section 3 of this Memovandum (hereinafter
called the Standimg Committee), the Executing Agency and the Scientific and
Technical Advisory Group referred to im Section 4 of this Memorandum (hereinafter
called STAG).

2.1.2 Review and approve the plan of action and budget for the coming financlal period
preparad by the Executing Agency and reviewed by STAG and the Standing Committee,

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

2.1.4 Revicw proposed lomger-term plans of action and their finamefal implications.

2,1.5 Review the annual financial statements submitted by the Executing Agency, as well
as the audit report thereon submirted by the External Auditor of the Executing
Agency.

2,1,6 Review perfodlec reports which evaluate the progress of the Special Programnc
towards the achievement of its objectives.

2.1.7 Review and endorse the selection of members of STAG by the Executing Agency 1in
consultation with the Standing Committesa.

2.1.8 Consider such other matters relating to the Special Programme as may be referred
to it by any Cooperating Party.

2.2 Membership
The PCC chall consist of 32 members from among the Cooperating Parties as follows;
2.2.1 Largest financial contributors: the 11 goverrment representatives from the

countries which were the largest financial contributors to the Special Programme
in the previous biennium.

2.2,2 Countries elected by WHO Regional Committees: 14 member countries elected by the
WHO Regional Committees for three-year terms according to the population
digtribution and regional needs:

Africa 4
Americas 2
Eastern Mediterranean 1
Eurape 1
South-Fast Asgia 3
Western Facific 3

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

2.2,3 Other interested Cooperating Partiss: Two members elected by the PCC for
three=year terms from the remaining Cooperating Parties.
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Permanent members: The Co—Sponscrs of the Special Programme, and IFPF,

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

(bgervers

Other Cooperating Parties may be represented as observers upon approval of the Executing
Agency, after consultation with the Standing Committee, Observers attend sessions of the PCC
at their own expense.

OEeration

2.4,1

The PCC will meet at least once a year, and in extraordinary segsions if
required, subject teo the agreement of the majority of ite members. The Executing
Agencey shall provide the Secretariast.

2.4.2 The PCC shall elect each year from among its members, a Chairmsgn, g Vice—Chalrman
and a Rapporteur,

2.4.3 The Chairman shall;
- convene and preside over meetings of the PCC; and
— undertake such additional duties as may be assigned to him by the PCC,

2.4.4 Subject to such other spe¢ial arrgngements as may be decided upon by the PCC,
members of the PCC shall make their own arrangements to cover the expenses
incutred in attending sessions of the PCC.

Procedures

2.3.1 The PCC shall, in its proceedings be guided mutatis mutandis by the Rules of
Procedure of the World Health Assembly.

2,5.2 1n consultation with the Chairman, the Secretariat shall prepare an annotated
provisional agenda for the meeting.

2,5.3 A report, prepared by the Rapporteur, with the assistance of the Secretariat,

shall be circulated as soon as possible afrer the conclusion of the session for
the subsequent approval of participants,

THE STANDING COMMITTEE

Composition

The Standing Committee shall be comprised of representatives of the Co~-Sponsors.

Functions

The Standing Committee shall have the following functions:

3.2.1

3.2.2

Review plans of action and budget for the coming Financial periods a&s prepared by

the Executing Agency and reviewed by S5TAG in time for presentation to the annual
session of the PCC,

Make proposals to the PCC for the financing of the Special Programme For the
coming fingncial pericd.
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3.3

3.2.3 Review reallocation of resources during a financial period upon Lhe
raecommendation of 5TAG and the Executing Agency and report te the PCC,

3.2,4 Ewamine the reports submirted to the Executing Agency by STAG and the Executing
Ageney's comments; make the necessary observations thereon and tranemit these,
with comments as appropriate, to the PCC.

3.2.5 Review particular aspects of the Special Programme, including those which may be
referred to it by the PCC, and present findings and recommendatfions to the PCC.

3.2.6 Inform the PCC, as required, regarding Special Programme mstters of Interest to
the PCC,

3.2.7 VPrepare an annual repeort of its activities for the PCC.

OEeratiqR

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

SCIENTIFIC AND TECHNICAL ADVISORY GROUP (5TAG)
Functions
The STAC shall have the followlng functicns:

4,1.1 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 Recommend prlocities within the Special Programme, Including the establishment
and digestablishment of Task Forces, and all scientific and technical activities
related to the Programme.

4,1.3 Pravide PCC and the Standing Committee with a2 continuous and independent
evaluation of the scientific and technical aspects of all activities of the
Special Programme.

4.1.4 Review the plans of action and budget for fimancial periods prepared by the
Executing Agency and make proposals to the Standing Committee for possible
reallocation of rescurces within the scientific and technical component of the
Special Programme during the period congerned,

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

Composition

4,2,1 The STAG shall be comprised of 15-18 members, who will serve in thelr pereonal
capacities to represent the broad range of biomedical and other disciplines
required for the Special Programme's activities,
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£.7.? Members of the 8TAG, includinmg the Chairman, will be selected on the basis of
scientific and technical competence by the Executing Agency In consultatien with
the Standing Committee and with the endorsement of FCC.

4.2.3 Members of the STAG shall not be memhers of other committees of the Special
Programme, principal dnvestigaters in studles undertaken by the Special
Programme, or Speclal Programme grantees.

4.?.4 Members of the $TAG, including the Chairman, shall be appointed to serve for a
period of three years, and will be eligible for immediate reappointment only once.

4.3 OQOperation

4.3.1 The STAC shall meet at least once each year,

4,3,2 The Fxecuting Agency shall provide the Secretariat to STAG, including sustained
scientific, technieal and administrative support.

4.3.3 The STAG shall elect a Vice-Chairman and a Rapporteur from ameng its members for
each meeting,

4,3.4 The STAG shall prepare an annual report on the basis of a full review of all
rechnical and scientific aspects of the Speclal Programme, This report,
containing ites findings and recommendations, shall be submitred to the Executing
Agency and to the Standing Committee, The Executing Agency shall submit 1ts
comments (if any) on the repert to the Standing Committee. The Standing
Committee shall then transmit the report, including any comments of the Executing
Ageney, together with its own observations and recommendations, to the PCC. The
Chairman of STAG, or lu his absence a member of STAG deputized to act for kim,
shall attend all sessions of the PCC.

5. THE EXECUTING AGENCY

The Executing Agency, after consultatiems with the Standing Committee and other
consultations as it may deem appropriate, shall appoint the Special Programme Director and
appoint or assign all other personnel to the Special Programme as specified im the plans of
work, Drawing as required upon the administrative resources of the Executing Agency and In
cooperation with the Co—Spomsors, the Assistant Director~General, supervising the Director of
the Special Programme, will be responsible for the overall management of the Special
Programme, Drawing to the full upon the scientific and technical resources ¢of the Executing
Agency, the Director of the Special Programme shall be responsible for the overall scientific
and technlcal development and operation of the Special Programme, including the plan of
action and budget.




