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I. SUMMARY AND RECOMMENDATIONS
 

Introduction
 

The International Fertility Research Program (IFRP) was established
 
on July 1, 1971, under an Agency for International Development (AID) con
tract. Its stated qoal was to conduct comparative field trials of new 
fertility control methods, especially in developing countries. To accom
plish this goal, a widespread international network of research collabo
rators was established to conduct a large number of clinical trials.
 

In 1977, the IFRP's proposal for renewal was reviewed by the Research 
Advisory Committee (RAG) of AID. At that time, funding was not approved,
 
pending further study. At AID's request, a RAC subcommittee reviewed the 
program and later that year made its recommendations. Following receipt

of the subcommittee report, a number of changes were made in both staff
ing and administrative procedures, many of them in line with the RAC's
 
recommendations. 

Also in 1977, support for a wider range of objectives was sought to 
pursue new lines of interest to the IFRP. This support was secured in
 
the form of an AID grant. Meanwhile, funds continued to be made available 
through the contract. 

In 1980, the American Public Health Association (APHA) recruited an 
evaluation team to review the IFRP and its activities. The team's general
impression was that, although a number of improvements had been made since 
the 1977 RAC review, the IFRP's organization, staffing, and research could 
be strengthened further. The tea-' made a series of recommendations to 
this end. 

The current report, of which this is a summary, is the result of a 
detailed review of the IFRP and its program by a new and enlarged APHA 
team. It is based on firsthand observation. On this occasion, the evalu
ators visited research investigators in A ia, Africa, and Latin America, 
as well as the I FRP. The two earlier evalution teams had not done so. 

The IFPP and its major programs are described briefly below. In each 
section of the report, recommendations are offered where, it is believed, 
additional improvements can be made. 

Goals and OIbjectives of the IFRP 

The IFRP is heavily focused on IFRP- and AID-initiated Phase III 
clinical field trials of contraceptives in developing countries. However, 
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its portfolio has been expanded to include a larger proportion of stidies
 
in the United States, long-term contraceptive safety studies, non-cl-,:ical
 
studies, and technical assistance to institutions in less developed coun
tries (LDCs).
 

Staffing and Organizational Relationships 

Certain problems identified by the earlier evaluators have been
 
either partially or filly resolved by the appoin'ment of new personnel,
 
the 	 transfer of existing personnel to other departments, and the resigna
tion of persons who are unable to function effectively within the IFRP's
 
current organizational structure. Some residual, unresolved problems re
main, however. These are addressed in the following recommendations'
 

1. 	Additional measures are still needed to improve the scientific 
ard inedica l leadership in the Research Departuient. Staff compe
tence in hiostatistics and epidemiulogy in the Research Depart
ment needs to 5e upgraded further. 

2. 	 Further efforts need to be made to upgrade the technical exper
tise of some field staff. 

3. 	 The IFRP's ibility to initiate and monitor overseas activities 
has been endanced by field offices in Africa and Latin America. 
The establi.;hment in Asia of field capabilities that are appro
priate to tnt region should be considered. 

4. 	 The IFRP ;hould strengthen its staff by imaginative use of part
time aid temporary rontract. personnel. 

5. 	Current staff should be upgraded through formal training in 
relevant disciplines. 

6. 	 Additional ways should be found to strengthen collegial ties with 
neighboring sclentific and academic institutions in the Research 
Triangl e. 

RAMOS and Other Lo!- ierm ,fet 7 Studies 

The IVPi' hpwl to ritros im w;o of t.he lonoer-term safety of contra
ceptives in d.o, i i h.it,h , imon, women of r-u tcti v, age and 

1iro 'oattempt in] H' ;nW 1ms) I1it. 11ihi p of] lhese deaith; muse o)f' 
contracept., iv(, . 1., i iv . PIS, ir)(ci ii nl thi iv' mortal1 , 	 F';oprodii~t. ,jp 
ty survrill1I', r0 , 5,tiir,p' (i tI! ) Ir - i f i C st.udies, repre

sent. a smi 1 1 ercent ,,oi t I t ' ron a(ic iiv i es. ( A?1O' ropresents . per
cent o t t he ),,I , t. . /PT dI)J l 
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The evaluators recognize the need for the kinds of data that these 
studies provide, but they differ in their opinions ahout the ability of
 
RAMOS-type studies to provide valid information on important questions.
 
Therefore, they recommend that the following action be taken:
 

1. 	The RAMOS study currently under way in Bali should be completed.
 

2. 	The protocol of the RAMPS study in Egypt should be modified in
 
accordance with cnanges suggested by RAMOS review groups 
con
vened by the IFRP. A recommendation to discontinue the project
 
is conceivable.
 

3. 	No other PAflOS projects should be initiated until the current 
studies provide evidence to warrant extension of this part of 
the IFRP program. 

4. 	The WiRP should continue to develop studies of longer-term con
traceptive safety, usinq appropriate designs and carefully drawn 
protocols to answer specific hypotheses. 

Monitoring of aternity Care 

In the study of maternity care monitoring (MCM), a standard question
naire on reproductive health, medical care, and contraceptive use is
 
administered to hospitalized maternity patients. The resulting data are
 
then fed into the IFP P's computer and analyzed. To date, more than
 
400,0 woaten in 'orn than 60 hospitals in 35 countries have been inter
viewed.
 

ver 	the last two years, "CM activities have been curtailed substan
tially, partly in response to earlie,- evaluators' recommendations. They 
no. 	represent of the IFRP's 1982 budget and are being concen
trated increosin, 'iQ in Africa. 

The perceived vlupns of a MCM study are educational and technical. 
Collectin; It,o i n educational experience, as is learninq to use data 
to improve renur iee in,, identily clinical problems--and, subsequently, 
Improve ptien! ,. e--,n, i llum inate the potential role of contraception 
in reprohtict ve tea Ih. 

Ihe, eoim r a m e.4 the need for the k:inrid of inW artt ifn a rPM study 
o:in 	provi Ae., i ! lo ab.u) ho a 1u ,; erih wui hn ;n !t vj I of he r', a i dI p d and 
continue'; Iild .ollect on. It .il', i nonerne, ibout the appirent. lack 
of impact on pal iymiakers in a number of r"nv, ,hhere the ,tudy was carried 
Out. It. thereo(J re recommends. '.he loll ow i 'a tion: 
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1. 	In accordance with earlier evaluators' recommendations, the IFRP
 
has decreased emphasis on maternity care monitoring, particularly
 
routine MCM activities. The team recommends that this trend be
 
continued.
 

2. 	Existing data are being analyzed and fed back to various investi
gators. The IFRP should seek to improve the utility of standard 
computer printouts on MCM for collaborating investigators, empha
sizing a highly selective choice of data for specific contribu
tors, to increase the contributors' comprehension and use of the 
information. Collaborators' suggestions should be considered. 

3. 	In attempting to address the issue of the representativeness of
 
data collected solely from a hospital source, the IFRP snould
 
explore methods to collect data from outside the hospital. For 
example, it should try to gather data on deliveries by tradi
tional birth attendants (TDAs) and attempt to collect compre
hensive data for an entire geographic area.
 

4. 	The large amount of MtCM data now available to the IFRP should be 
exploited selectively. 

5. 	Additional training in the collection and use of types of MCH. 
data should be given to investigators. 

6. 	Where the 1CM system is proving to have an impact on health care,
 
continued data collection should be encouraged, as long as it has
 
value, but the countries' own resources should be used.
 

Data Collection and Quality of Data
 

The IFP has developed a series of forms to collect data and computer 
programs to analyze the methods of fertility regulation that it has inves
tigated. The team believes that these instruments are appropriate for a 
multi-center research group and that the quality of data is as high as 

can be expected in as large and as diverse an operation as the IFRP has 
undertaken; however, it. helieves also that with stronger scientific lead
ership, greater flexibhility and more sophisticated statistical analysis 
can be achieved. he eam recommends the following action. 

I. 	In t uture IFNI puhlica Jtirn;, aMore emph s, ;houl he placed on 
absolute or" a r MWo Iff s r'iK 1iri ts,h.' ul oeric or (,onfi derice 
rather tIhari Idrh ,iv iriut shoull us ards ,an, r s, be (1; iiridings 
that are not tat.iWi ,1] 1 i Joificant because of small numbersn 

should he so identified. 
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2. The IFRP's data should be utilized more fully in periodic and
 
general reports on selected major topics, following the deletion
 
of data from studies with inadequate follow-up or other defects.
 

3. 	New contributors should be selected with great care; delinquent
 
contributors should be separated without undue delay; and proj
ects should be terminated when the required information has been 
obtained.
 

Technology Transfer, Technical Assistance, and Training_
 

The IFPP continues to promote the introduction of new contraceptive 
technology into family planning programs through clinical trials, training, 
"detailing," and publication. Additional training programs and plans to 
provide equipment are being implemented to support and increase the capacity 
of fertility research programs (FRPs) to design studies and process and 
analyze their own data. The expansion of the system of FRPs has strained 
the IFRP's scientific resources, however, and may alsn have outreached
 
the capacity of several individual FRPs to implement planned activities.
 
Given these considerations, the team recommends that the following steps
 
be taken:
 

1. The team commends the IFRP on its carefully designed plan to
 
transfer data processing equipment to several fertility research 
programs, but it suggests that the process will proceed more
 
slowly than is now anticipated and also will require many more
 
follow-up visits than are planned at this time. The budget for
 
these activities is too modest.
 

2. 	The promising efforts in training for research des;1n, applied 
epidemiology and statistics, and data analysis need to be ex
panded, keeping in mind the need to go beyond the requirements 
of IFRP protocols and move toward independence in research.
 

3. The current network of seven FPs has expanded rapidly, and, in 
some cases, individual FPPs have had difficulty conducting 
planned research dct ivities,. In addition, the need for extensive 
technical support for the FRPs is straining the IFRP's resources. 
For both these reasons, the team advises either stabilizing or 
contracting FRP activities. Alternatively, the IFRP should allo
cate additional scientific stafF to provide technical assistance 
and considler the placemnent of ,aresident scientist in Asia, where 
need, ar' t'reatt.. 

4. 	 The team s pports the IFRP's continu ing efforts to introduce new 
contraceptive technology through written communicat ions, meetings 
(formal and infornal), and short training sessions. Collaborating 
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scientists in, and even outside, FRPs should organize and
 
participate in these activities as much as possible, especially
 
in th(-ir own regions.
 

International Federation of Family Healtn
 

The International Federation of Family Health (IFFH) was organized 
in 1977-1978 to support the new fertility research programs and other in
ternational collaborators interested in contraceptive and related research 
on maternal and child health (MCH). A prestigious group of senior re
searchers has met regularly since then to exchange information on new 
findings, policy developments, and leads for further research. The IFFH's 
secretariat has been moved from Research Trianigle Park, in North Carolina, 
to Bandung, Indonesia. It is hoped that financial independence can be 
attained through support from member countries and donors other than the 
IFRP. 

,o dJate, efforts to secure other sources of funds have not been pro
ductive. or has it been possible, perhaps because donors' resources are
 
declining, to begin an ambitious program of research in maternal and
 
child health issues. Although the future is uncertain and the history of
 
coordinating agencies in the developing world is difficult, the team vis
ualizes a technical assistance and research planning role for the IFFH
 
once the secretariat has been consolidated and fully staffed, and after
 
independent funding has been secured.
 

Board of Directors of the IFRP
 

Beginning in 1978, the IFRP's Board of Directors gradually began to
 
change; initially a small group of IFRP staff and close colleagues and
 
contributors, it has become a large, fully independent group with a diver
sity of skills and interests.
 

To continue this expansion and increase the effectiveness of the
 
Board, the following steps should be taken:
 

1. 	 The shoul(I Con1tinue to expand gradual ly the membership ofrFD 
its Board of Directors, gi ving special attention to the need for 
greiter repre en l.a from the developing countries, collegiali:ion 

institut, jons in North na, and the sociail sciences.
iarn1 


2. 	The 11-N,1 hoiill jna ly , thf ahil ity of the Bo,rd, as it, is cur
rently stru(turde , to ass ist in the uture diversification of 
the organiz it ion' s income. Additions to the 1na rd should 
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reflect the IFRP's need for more non-AID resources. The Board
 
should assume greater responsibility in this area.
 

3. The IFRP should seek to deepen the Board's understanding of IFRP
 
programs and should reserve additional time at Board meetings
 
for substantive discussions of programmatic priorities.
 

Technical Advisory Committee
 

Earlier teams of investigators pointed out that the Technical Advisory
 
Committee (TAC) did not provide systematic reviews of IFRP research. It
 
meets only once a year, receives minimal information in advance, and thus
 
serves only ,itoverview function. In response to criticisms, the IFRP
 
initiated a series of TAC scientific expert meetings on specific topics.
 
The results of these meetings were distributed, with additional relevant
 
materials, to TAC members in advance of tie most recent meeting. 

The team believes that the changes in the TAC and its procedures are
 
of great value to the IFRP. It recommends that such efforts be continued 
and, where necessary, augmented. 

Financial Considerations
 

The IFRP has been experiencing a period of considerable funding
 
austerity. In 198,2, the IFRP is expected to receive approximately $3.6
 
million for contract activities and approximately $1.1 million for the
 
grant. These figures represent a marked reduction in support for the
 
grant and reflect the higher priority accorded to contract research. In
 
response to this situation, the IFRP has instituted budget-tightening pro
cedures and is allocating resources more efficiently. The organization 
also has successfully diversified its support from non-AID sources; the 
sources now represent 15 percent-20 percent of the overall budget. 

The team recommends that the IFRP continue its efforts to ensure 
tile appropriateness of funding for specific IFRP projects and to broaden 
and diversify financial support. In dealing with the current funding 
shortfall, the IFPP should place tile strongest emphasis oil contract ac
tivities (including Phase IV studies) direct]\ aimed at assessing the 
safety, efficicy, and acceptability of current, improved, and new methods 
of con trception t'iroughout the world. 

Concl us ions 

In general, the team has found that the IFRP is fulfilling the mis
sion mandated by AID under the terms of the current AID grant and contract. 
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The team recognizes that progress has been made, particularly in improving
 
personnel and management, expanding the Board of Directors and increasing
 
its effectiveness, and using outside technical advice. During the evalu
ation, the team identified a nufiber of areas that need to be strengthened
 
further and made a series of recommendations. The IFRP is giving atten
tion to these areas at this time so that it can continu., 1o satisfy the
 
future needs of AID.
 



II. INTRODUCTION
 

The International Fertility Research Program was established on
 
July 1, 1971, with funding from the Agency for International Development.
 
Its initial goal was to conduct comparative field trials of the short
term safety and effectiveness of new fertility control methods in less
 
developed countries. To meet this objective, it established a widespread
 
network of more than 250 research collaborators working in more than 30
 
countries throughout the developing world. These persons conducted a 
large number of clinical trials, using both straight and comparative 
methods of evaluation. In so doing, they enhanced their own research
 
capabilities and the quality of the institutions in which they worked.
 

The original trials were conducted primarily on oral contraceptives,
 
intrauterine devices (IUDs), menstrual regulation, pregnancy termination,
 
and male and female sterilization. To amass useful information from 
these trials, the IFRP developed standard methods for gathering, report
ing, and analyzing data. Thus, it was able to document safety and effec
tiveness and also to determine the relative appropriateness of the
 
different methods and procedures for varying types of cultural and
 
medical environments.
 

In March 1977, the IFRP's proposal for renewal was reviewed by the 
Research Advisory Committee of AID. At that time, a number of issues 
were raised and finding was not approved, pending further study. At AID's 
request, a RAC subcommittee made a site visit to the IFRP, evaluated the
 
staff and program, and made a series of recommendations. Following re
ceipt of the subcommittee's report and after consultation with AID, the 
IFRP made a number of changes in staffing and administrative procedures,
 
and funding was renewed under a new contract.
 

As the interests and activities of the IFRP developed and evolved, 
AID was asked to support a wider range of program objectives. A grant 
was awarded for this purpose in September 1977, and subsequently was ex
tended for four years.
 

In September 19;0, the American Public Health Association (APHA) re
cruited, at AID's request, in evaluation team to review the IFRP and its
 
activities. Individual and group interviews were held with staff members, 
both at the offices of the IFRP and in New York. In addition, the team 
talked to members of the Board of Directors and the Technical Advisory 
Commi ttee.
 

Followinq it; review, the team concluded that the I [PP had made a 
considera he number of improveernt s since th(e earlier PAC evaluation. It 
felt, however, that, orgqani:a tion, staffing, and research could be st rength
ened further ,rd m,de numerous recomnendati :ons on speci mc changes. 
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In 1981, the RAC was given a renewal proposal for the IFRP. It again

raised a number of questions about the IFRP, its activities, and the direc
tion it was taking. To resolve the issues, the RAC recommended that the
 
IFRP be reevaluated, this time by a larger group with specific areas of
 
expertise. It was decided that, this time, the evaluators would visit
 
the sites of IFRP programs in LDCs. 

Over the past ten morths, the team met several times in Research
 
Triangle Park, North Carolina, and Washington, D.C. In addition, indi
vidual members visited IFRP investigators in Bangladesh, Indonesia, Thai
land, Sri Lanka, Egypt, Sudan, Mexico, and Brazil.
 

The following report contains a summary of the general impressions
of the team. Where opinions about the value of particular projects dif
fered, divergent views are indicated. The current report deals in great
est detail with those areas about which the RAC expressed concern. The
 
parts of the 
IFRP program that were covered in depth in the October, 1980,
report, especially the chapters on the various contraceptive studies, are 
summarized only, because, the team felt, there were no major changes re
quiring further elaboration. 



III. GOALS AND OBJECTIVES OF THE IFRP
 

Evolution of Goals
 

When the IFRP was established nearly ten years ago, its primary goal
 
was to determine the short-term safety and efficacy of various methods of 
fertility regulation (including major and minor innovations in existing
 
technology) in use in developing countries. To accomplish this task, the
 
IFRP initiated a large number of LDC-based clinical trials (both straight
 
and comparative studies), using standardized research protocols. Data
 
typically were collected in the field on IFRP forms; all tabulations and
 
analysis were performed in North Carolina; and data from individual cen
ters and countries frequently were pooled in scientific papers.
 

Particularly in the mid-1970s, the IFRP's research objectives largely

reflected the need of the Office of Population of AID to evaluate quickly 
alternative contraceptive drugs and devices which might be purchased and 
supplied by AID and others to family planning programs in LDCs. The 
IFRP's early work on IUDs and sterilizatio, techniques reflected AID'5 
need to assess for LDCs' use a stream of innovations in both these meth
ods. As the IFRP's work progressed, however, the organization developed 
its own capacity to innovate. It also established a widespread network
 
of research collaborators throughout the developing world. As these per
sons gained experience in clinical trials, they contributed to both the
 
process of innovation and the articulation of research needs, which later
 
was extended beyond clinical trials to encompass program design, users'
 
attitudes, and other related issues. Thus, although research priorities
 
continue to be strongly influenced by the needs of AID/Washington for 
timely evaluations of contraceptive drugs and devices, new technology
 
originating from the IFRP and its collaborators (e.g., the postpartum

IUD and quinicrine sterilization technique) and the expressed needs of 
program managers in the field are increasingly helping to establish scien
tific direction and strategy. 

The IFRP's new emphasis on long-term contraceptive safety, for exam
ple, reflects needs felt both in Washington and the field. It also re
flects a strong, independent commitment to reproductive health care among
the IFRP's senior staff, many of whom have spent their entire professional
lives in this field. To some extent, this profusion of sometimes compet
ing demands on the IFRP's scientific resources makes it more difficult to 
define the IFPP s research goals, but it should be viewed (aith certain 
caveats) as the understandable and logical outcome of ten years of insti
tutional devel opmer t in the IFR P and its network of col labora tors. 

The IFRP's founders shared with the AID donors the belief that a 
second goal of the organization was to seed new contraceptive technology 
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more rapidly into ongoing family planning programs in LDCs. It was
 
envisioned that the IFRP's network of LDC collaborators would become the 
natural vehicle for rapid dissemination of new contraceptive technology. 
The IFRP thus consciously sought to recruit as principal collaborators 
those LDC institutions and individuals who, through their positions or
 
level of commitment, would be most likely to influence program decisions
 
(realizing the limitations of the influence of clinical investigators on
 
policy decisions). Although it now appears that early optimism about the
 
number of totally new contraceptive techniques available for testing and
 
dissemination was somewhat misplaced, the IFRP's collaborative network
 
has indeed helped to speed acceptance of available techniques and to
 
spread incremental improvements by generating indigenous data on safety
 
and efficacy through and for local health professionals. Even where the 
scientific contribution of local research activities has been minor on a 
global scale, the impact on national family planning often has been sin
gularly important. 

The ]FRP's third major goal has grown in importance as the network 
of collaborators has expanded and become more sophisticated and as the 
need to transfer research skills and initiative to LDC investigators hds 
become apparent. Although the conduct of LDC-based cliiical trials has 
of necessity implied some minimum commitment to training in research meth
odology and clinical practice, the IFRP now provides considerably more
 
support of this kind than is required to maintain its own research activi
ties. Both tile IFRP and AID believe that the organization should actively
 
seek to improve, for their own sake, the research capabilities of IFRP in
vestigators in the developing countries and the quality of the institu
tions in which they work. Over the last four years, the IFRP has
 
encouraged its LDC collaborators to form national and international asso
ciations, to accept more responsibility for the design of research proto
cols and the analysis of data, and to disseminate the results of research. 
The IFRP supports the institutions with funding, technical assistance, 
and, most recently, sophlsticated computer hardware. Although the level 
of technical sophistication and enthusiasm varies greatly among the col
laborating institutions, a number of them want and can use training in 
highly technical kinds of data analysis. Training would allow the insti
tutions to pursue their own research objectives. Demands for training 
and other assistance have placed additional pressures on the IFRP's re
sources in recent years. 

Current Goals ard Objectives 

As the inferests and skills of the organization evolved, support from 
AID for a wider rnge of objectives was sought and secured. At this time, 

-pport from All) encompasses hoth grant and contract funds. The grant, 
which was awarded in (Teptemlber 1977, and subsequently extended, has been 
the principal mechanism of support for IFRP activities not directly re
lated to clinical trials of contraceptive methods. AID contract funds 
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support, in general, the activities encompassed under the first goal--the
 
evaluation of new and existing contraceptives for safety (both short- and
 
long-term) and efficacy, with special 
reference to conditions in develop
ing 	countries. Grant funds are used primarily to support the third goal,

which includes training, institution-building, and dissemination of infor
mation. 
 Both grant and contract funds are used to support activities re
lated to the second goal--the seeding of new contraceptive cechtiology into 
programs--because these activities often straddle scientific and program
matic concerns.
 

Both grant and contract funds have been used also to support studies 
on other aspects of reproductive health care and family planning service 
delivery. These include hospital studies on the impact on health of ille
gal 	abortion, the maternity care monitoring system, operations research
 
on community-based contraceptive distribution, and contraceptive preva
lence surveys. Some of these activities have been initiated by AID/

Washington or AID field missions to fill needs which could not be met at
 
the 	time by other AID-funded agencies. The IFRP hds increased its capa
bilities to respond to the broader needs of AID and its missions. 

In the last several years, the organization has, with encouragement

from the Board of Directors, sought to diversify its income. This effort
 
has 	had some minor effects on the IFRP's portfolio and may have more sub
stantial effects in the future, particularly if AID funding for contra
ceptive development declines. 
 To date, non-AID funding has been sought

and received from the National Institutes of Health (NIH) and several
 
philanthropic institutions. Under current contracts with NIH, the IFRP's
 
focus has shifted slightly toward U.S. domestic clinical trials and barrier methods of contraception. Foundation grants have not shifted measur
ably the IFRP's focus. However, in the future the 
IFRP may seek some com
mercial contracts with U.S. pharmaceutical firms to test contraceptives

and 	non-contraceptive products and may submit proposals 
to NIH and AID
 
(both centrally and in the field) on projects in the wider field of family
 
heal th.
 

After a thorough review of IFRP documents and discussions with the
 
staff, directors, and AID officials, the team summarized the IFRP's cur
rent objecLives and activities, which are:
 

1. 	To initiate and direct third-stage multi-center clinical trials
 
of new contraceptive methods and new adaptations of existing
 
methods for the purpose of evaluating short-term safety and
 
effi cacy. 

2. 	 To initiate andd irect epilemiloqical st0uiie of the impact on 
health o f ,ertil it y reqmumi to method-s, inci lu inq is ; 7nment of 
mortaliy i n! mn i iiit7 ,Lassociatedwith induced and spontaneous
abortion and evaluation of 1ong-term risks and benefits associ
ated with use of modern contraceptive drugjs and devices. 
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3. 	To initiate or collaborate in studies which demonstrate short
term contraceptive efficacy, safety, and acceptability in par
ticular settings in developing countries to speed adoption of
 
appropriate contraceptive technology (both existing and new
 
methods) by LDC policymakers.
 

4. 	To initiate and direct, or collaborate in, non-clinical studies
 
on contraceptive use, including contraceptive prevalence surveys
 
and operations research on contraceptive delivery systems.
 

5. 	To improve the capacity of investigators in LDCs to collaborate
 
in IFRP studies 3nd to initiate and implement their own studies
 
through the pyovision of technical assistance and training in
 
research methods and clinical practice, medical equipment and
 
supplies, and, where relevant, software and hardware for data
 
an ,lysis.
 

6. 	To design, lest. and transfer to developing countries maternity
 
care monituring systems which demonstrate the relationships be
tween fertility and maternal and child health.
 

7. 	To disseminate (in refereed journals, newsletters, seminars,
 
and conferences) and aid in the dissemination of research find
ings for program and policy development at both national and
 
international levels to facilitate rapid acceptance of new in
formation.
 

8. 	To encourage, through grants and technical assistance, the
 
strengthening of selected permanent research institutions in
 
developing countries with the capacity to help set arid respond 
to national research priorities in contraceptive technology; to
 
generate and independently te t indigenous hypotheses; to dis
seminate results of research; and to encourage professional
 
links among research institutions in LDCs.
 

The enumeration of the IFRP's current objectives suggests that the 
organization continues to be heavily focused on IFRP- and AID-initiated 
third-stage clinical trials of contraceptives in developing countries; it 
suggests a11so that the IFP, has expanded its portfolio to include a larger 
proportion of st di es in the United States, long-term contraceptive safety
studies, clinical and non-cl inical studies on reproductive health, and 
technical assi:; fance to L2C institutions. These trends are i response to 
chanqes in the needs of AI and its field iss i ins, to the needs or inter
es tO f tHe - , i ng-cU cr) Tori idn:eto sfev,Tlop 	 n~ry bl to r's , P own 

r, 
need o ,s'i (2el 1mSs i n (r p 11d t r'rio ,i c I c r-ra ni -. t on ,Ii toh so
eCI i , Ie r s 1 as a f un d i 1i Jen , r S oh iv sn 1 1r I I.' ', ec cor

respond to I-are d!egree , those of AiV s population research progrlm. 
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The expansion of the IFRP's objectives into non-AID concerns, which has 
occurred in recent years, should not jeopardize the IFRP's utility to AID, 
as long as the organization retains its capacity and shepherds its re
sources to perform well and to the degree necessary in its traditional 
roles. 



IV. IFRP STAFF AND ORGANIZATIONAL RELATIONSHIPS
 

To determine the adequacy of the IFRP's current staffing pattern in

light of AID's requirements under the contract and grant, the 
 team re
viewed biographical information on personnel the top threeall in grade
levels, examined closely the patterns of supervision and communication on 
technical matters, and assessed the quality of scientific output of a num
ber' of key personnel. 

Some recurrent problems have been partially or, fully resolved by the 
aapointment of new personnel, the transfer" of existing personnel to other
departments, and resignation 	 unable functionthe of persons to effectively
within the IFRP's current organizational strdcture. Although, ideally,
the IFP should seek to recruit additional senior personnel for both its 
sci ntific and field activities, financial constraints are likely to limit
the number of Additional ful 1-time permanent euployees that can be hired 
in the near future. C7areful considera tion should, therefore, be given to 
the range of activities that can he covered satisfactorily, and priorities
should be established. The IFP should, moreover, seek to strengthen its 
staff by i:naginative use of part-tLime and temporary contract personnel.
 

Response to Early Reconntendations 

The team notes with satisfaction the following recent improvements
in staffing patterns, which reflect responses to earlier evaluators' rec
ommendat ions:
 

1. 	 Scienti fic and, speci fically, medical supervision of the IFRP's 
MCI Vff w.s improved measurably by the transfer of a senior 
physician to the International Projects Department and use of 
mechanisims permitting closer cooperation between regional coordi
nators and sWientiFic stAK Further efforts need to he made,
however, 4 opriWe the tpchnical expertise of ,oe tiild staff. 

2. The P ,P .Wr, il vi/ to Ivelipin, countries, need', i id it, 
ah] 1t/ to in itl e anil onifoir Wcivi t en overqadq iave been 
enhanced y 'te o , i ninen t of L-,, ) iel,!if I icer in L-atin 
America and fricd, a fded by ,ell- li id inenous, phy
siciins , . should1 consider dvevl pinj qiriiila' field 
capal1 il 'Ii,f , in , '"i . 

3. 	 The mei In on' o iome qenior personnel , '# il ;iint.ed m1ajor 
sources ofI friction within the or!ganir aLi. icn. he result has 
been mre open, collegial relationshi ps and bet,.er communication 
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among staff. In addition, lines of authority and organizational
 
priorities have been clarified.
 

4. 	The appointment of a deputy executive director with extensive 
management experience has put the IFRP on a sound administrative 
footing, improved communications, and freed the executive di rec
tor to provide more active leadership in scientific activities. 
Budgeting, accounting, personnel, and other systems have been 
revamped and are highly professional. No major improvements in 
these areas are deemed necessary. 

5. 	 The IFP has hired a competent demographer-biostatistician, with 
relevant devel oping country experience, to be a "data quality 
coordinator." Authorized to approve all research methodelogies
and review all results of studies, this person has substantial 
control over the quality of scientific output. The team feels, 
however, s;tiff competence in biostatistics and epidemiology+haL 

still needs to he upg radled, part icular!' for studies, such as 
RAMOS, :i rtri ,pt,ie , fety. 

6, The somewhat u.nwield7 Pesearch ,epartmentha been ruced in 
size through the transfer of individual personnel and some sub
units to interna tional Projects and Administrotive Services. 
The transf ers appear to have smoothed working relationships and 
should leave the associate director for research with more time 
and energy to direct the work of the IFRP's senior scientists. 
Additional easures are eed ed, however, to improve the medical 
and scientific le lership of the Research [)epartment. 

7. 	 Some of the probleImos relatel to the selection of- studies ard re
search des in' have Men ,1ve by trengtheninq subject-area 
task Inrces an 1 the P :,e, re.h tIrdit,, ies nommittee. Participation 
of senior rp'.,ea rch staff ',is incr eased meas ura ly, improvin'l 
supervision , cosalun iciA lun, arird coori Ination between sen ior 
scientists mn sore junior scientists and between research staff 
and field personnel. Such effort.s should he strengthened fur
ther, uith intimate interaction encouraged during design of re
search proposals, development, operation, analysis, evaluation, 
and report ing. 

Relations with All) 

',Iorkinq relationships between IFRP staff and professionals in the 
AID Off ice of Iopulat ion are cha racteri zed by a hilh degree of cooperation 
and colegial interaction. This situation benefits hoth AID and the ItRP 
ind ensures that IFRP activities are in harmony withL AID golis and objec
ti es. dowever, two kinds of communicaLior ;ribems exist that merit 
attent ion. 
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First, IFRP staff feel that they do not always receive information 
on their institution on time and that this affects their ability to plan 
and to respond adequately to concerns expressed by AID. The team recom
mends that AID look for ways to ensure the earliest possible flow of in
formation to the IFRP on matters relating to IFPP activities. 

Second, from AID/.lashington's perspective, the burden of communica
tion on scientific collaboration, program planning, and recommendations 
for 	 lecisions is concentrated in one or two people in the Office of Popu
lation. Ways should be sought to relieve this burden and to involve 
hi gher-level AID personnel in the review of the IFRP's program priorities. 

Relations with fther Institutions 

In the Pilei jh-Durham area, where the IFRP is headquartered, there 
are several1 niversities and research institutions with resources that 
could idi the 1,"P's work. in the past several years, interaction between 
I0P st ni A& these insti)S personnel has improved. The team feels, 
however, ! e P needs to make a more conscious effort to build in
stitutional ies with the North Carolina resea rch community. The election 
to the Board V a senior academician from North Carolina would he a useful 
irst step. 

Recommendations 

To improve staffing and organizational relationships, the IFRP should 
implement tile following recommendations: 

1. 	 Additional measure, ire still needed to improve the scientific 
and medicl 1 ,aership in th:e Research Department. staff compe
tence in hi 5,, i , s an, P i denioloqy in the Research Depart
ment still ned, K Qe upgraded further. 

he 	 fhe2. Further ef'me need to h maide to upgrade tie(hn ical e.xper
tise of "o e lii ld ',t lt. 

3. The IFRP' s abil ity to initiate and :onitor ,v,'rse' a C. ivities 
has been enhanced with the addit ion of ield o,fice,, in Afric] 
and Latin Am eric . R e e' blinmient of field ,ipbilities in 
Asia that . v ipprpriae H ta!hot reiori ! o (onV; lered. 

4. 	 The IiPP ,hoal I,2 rernihIcn its staff hy im ,ii native, use of part
time and tempora ry contra(ct personnel. 
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5. 	 The current staff should be upgraded through formal training in 
relevant disciplines. 

6. 	 Additional ways should be found to strengthen collegial ties with 
neighboring scientific And academic institutions in the Rensarch 
Triangle. 



RAMOS
 

Recognizing that clinical trials could answer only a limnited range
of questions, about safety among contraceptive' users, the" IFRP~began to:.,
address the issues of longer-term safety in1979.' The largest~undertak-

ing, the RAMOS program, represents 4.1 percent of the IFRP's .1982budget. 

. 

The initial strategy was to use principles of surveillance, a~ready well
established inpublic health and clinical practice, to 4identify' deaths
 among women of reproductive age and to determine what 'relationship those
 
deaths might have had to. contraceptive use.. The first reproductive .age7

mortality surveillance study was organized inBali, beginning inlate'
1980, and the scninEgypt inlate 1981. Both sites were expressly

chosen to maximize the likelihood of relatively accurate and-comnplete

mortality reporting. Egyp~t, the existing civil mortality reporting
.In 


system was thought to be virtually complete. InBali, however,,itseemed

that the addition of a relatively light supervisory support system' to an 

" 

existing, and uniquely pervasive, social network inthe villages would be,
 
sufficient to promote complete reporting of deaths.
 

Amore difficult task, clearly recognized inthe planning phase, was
 
to establish a cause for each reported death. Insomeinstances, as in
 
cases of homicide, accidents, or deaths during childbirth under medical
 
supervision, this isrelatively easy. Inother cases, however, proximate
 
causes of death have to be deduced from the symptoms of the patient during.

her final illness, as related by relatives and friends~shortly after the 

event. Although cTearly not the histopathological detectivework of the 

. 

University hospital, this more sympto-arthropological approach to autopsy 
'< 

'i 
was, itseemed, serviceable for "fiel d-testing', 4This was fortunate*-.because 

the more sophisticated approaches to medical diagnbsis were not feasible.~' 

>~ 

~..j<&7.%ij~The underlying design of 4RAMOS 'is. to ascertain whether or not contra
- ~ ceptive use is associated with inr-sd~otlt an~hte~uhmr 

tality is due-to biolgically plausible proximate cause~s) ofdeat'hKAtj;~~~
is available for comparative purposes.''At one site ;Informai~onon t 
Use also, isavailable. It is assumed, again "on the basisWf4piot s.tud- Pp#
ies, that mortality "associated with pregnancy and childbirth: Can, be
identified and analyzed separately from other deaths'.to 0omen of repro-..
ductive age.4 The two~R9MOS projects are meant to-Yield information on "'~causes of death in traditional, societies among ~vomen between 15 and 445 ~/~; 

,,,and, if,as is expected,,the enumeration of deaths' isreasonably complete, ~ . 

reliable age-specific mortality rates. 
 A" '-'. 

"''~Because theRA11OS project inupper Egypt hadonlyi tbegunt 1ttwas'~P " 
felt that a site visit would be premature.,,The detailso hprjc 

''''.4''4"..'20 

http:deaths'.to


----

--"---,--


weediscussed with h ietrwieh a i h,..$thspro

Swith one exception,, seemed to be ~fMil wtt atdher
 

t-Q-Q.--06-~'_b-m a&tened-o-~caI redv ew ofthesymptomat-i c~h i 
~d~t who 

'~ the dece tased~persons,' past contraceptive practices. The. unet'anyoe 
~~~~~~~~~~ft -~~~tr~ yeil1~ine~erson are unwreo 

this important issue was pointed out to theIFRP project monitor forI2J.' 
correcionJ. 
 , 

The team gave much more attention to the Bali project than to the T
project in Egypt. The team visited the site toassess ~almost tone year of
field operations there. Significant problems, many of which had'been an
ticipated earlier, emerged. For a variety ofreasons,.reporting of deaths
 
to married women between 15 and 45 has been seriously incomplete.~ And,,

because of uncertain baseline population data, the expectedjnumber of
 
deaths isnot firm.
 

Allowing for this uncertainty, however, the level of reporting does,,,
not seem to be, higher than 70 percent. Although evidence- points to. in-,creasing reporting over the brief life of the project, 70'percent at this
stage of implementation must be consider 'edless than desirable.1 'Analyses
for reporting bias by contraceptive use, diagnosed cause fdatad

*maternity status will soon be undertaken toass'es-npI ossbl ipacond

the principal research-objectives. With this jnformnation it'should be

possible to interpret any findings with a higher level of confidence.
 

The site visit made plain that the system o-ganjzed to reinforce the

unique village banJas incollecting death reports was -not-functioning

optimally, perhaps because the same supervisors areIused for a variety of

developmental service and research projects. Nor w*as:overal,1 supervision

adequate to cover the entire island with sufficient frequency 'to promnpt~
adherence to the protocol for reporting' deaths'atd iconducting detatled
 
interviews about the deaths with relativeso friend4ind,,less. freiuently,
 
of interview data on- deaths awatting dtignostic' review.- Thiere, was a backlog because of the recent extended illnesof the projectcoordinator. 

~With the coprto an ocodneof local project~staff, theteam made several suggestionsto strengthen tne projct, Thereomenda
<tions were 1Implemmnted and strengthened by thorough Molow-u vis''ts'by a 
~ m of the IFRP staff and (separately) the1-Nationil.'Famllly Panni.ng,~emiber 

Corinto Bor (BKKBN), bsdi Jaat''Inoei' Bai dasAvided 
intotwoares, ccodin toproject intensilty An~the strQngthened area, 

-K 

nearer-Ito project, hedures oetann of vill~age, leaders and more'
supervision at several leyels will be undertaken. Oeporting of d4eaths~
'Will be facilitated by now forms.$ - Ivthe'.othe area of.Bali the project -will go forward according, to the original protocol. 

Given the evident grobl ems with 1nmplementati~on$ these changes In-crease the likelihood tat superisil~on wil-l.be stren~gthened (and reporting Uof deaths increased) over half the Asland's-population In'thusicond year 

http:wil-l.be
http:Panni.ng


--
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44_gm1bJ parN~
 

a.t-'~ th7e iuen wl yetinan1-'-ei- o the exacte
~3ve'an seqentil 1 nalsesfor, bias --n""deeath'rprtin-gby 'the chara'c 

~~V teis~j~smentioneid ,above. uch 'nternal 4analyis isexpected t~o
 
-'' strengthen understanding of the4 project's~efficiency and wl eIds
 

pensabl initrrtn.hefnlrsls
 

Long-Term Safety Studies 
' 

Inaddition to the RAMIOS studies, the IFRP has supported three

cohort-type investigations into the long-term effects of vasectomy (Cali-. 

'

fornia) and Depo-Provera (Ba'ndung, 'Indonesia,' and Atlanta,,Georia),. A<- i;
case-control study of atherosclerotic heart diseaseand 'its possible re-.
lation to vasectomy in the developing'word isbeing'-planned.- Because
there are few opportunities for research of this kind-in the' developing'
world, such studies typically take advantage of uniquie situations and:4
opportunities.
 

Two of the cohort studies seem to be well-founded, but the third, in
Indonesia, isvulnerable to criticis.i. Ina follow-up study ofa-rela- ~ 
tively4 small group of current and former users 'ofDepo-Provera endome-
trial biopsies are being performed to assess the,4frequency of

>4 

4 non-mnalignant
changes. Itisalready clear that the study will, noti have siufficient power

to detect risk of endometrial cacr ni~h bsne:faseii
 
hypothesis, itmust be regarded as a marginal.'fishin'g expediton'", This ~<' ~~-'
 
alone' might be a reasonable point from which 4to proceed, pi'ovided 'enough+~;4'

long-term users are available, but the 'numberi'of women recrbite4dcould be4""-'~ 

.-..
 

imuch smaller still, causing less inconveniec, riskt ,expense. isIt4.4
 
not clear that a power curve was done~before this, patclrsld wa
organized.4 A thorough statistical appraisal during the pl'anning phase

might have altered the design in beneficial ~wayh' '

14Given 
 the IFRP's extensive involvement 1w female strlztinPr1
 
gram~s and the fo o-psuista lred aebe, ulihd by,staf f* 

4444',- the4 basis for longer-term studies of sterilized Womninseems4 to :well- Z4"I-4"'i 

-~ 

established.-' Active follow-up4 of now4 part of4. the extensive- group..of wom' 

kept under' observation. for the44tw- years folin su'-er mih be ~o-4
approach to these studies. ''4'i> .. ~-' 

Aneglected area of cocrn o no bin adrssd inth dveop
 
ing world by-4other agencies, is-
infertility ~followng&nttaceptive use

This -is4of special concern in. programnsl where' 1the:4prevalence.,of4'- IUD Usis-~significant,'and itmight be approached asa&csecontrol study ina hlos ~444-~444,4 

44 pital setting where in e t l t wo k ps ar perform~ed.~ '' 4~ ~ ,4i 4 ~4 s4i4i. i 

444.'4-4' Finally, nrew hypotheses w'illemerge- from the lterature,4 fromAFRP 
~~ training .'efforts,land also'fronisurv'ell ance~efforts. jSimiple systens, of.44~> 
4" passive survqillanco (i conras 't te ctve,8r'VOlaneofq RAMOQS') "'' 
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may be expected to generate additional research on possible long-term 
safety risks. Such systems are relatively easy to set in motion and de
serve a trial country-wide in the developing world. 

Recommendat ions 

The following steps should be taken to ensure that the IFRP's work 
in contraceptive safety and related issues produces useful informat ion: 

1. The toam commends the IFP for its careful ye1(), n of the 
RAMOS approach to qeasurin] serious cont i'Weptive r hut it 
is not sure that the desiln wil e',h 10 e [ P o reach all 
its ohjectiv ,,;. The PAr project in ,li ihoudl , 00 COmijpleOedt 
as planned, but UP Ot inri Pi lyldl porn1ly with the 
approv n e POWK 'n o ! t At i Ve !ri , .I I ,1! I d to 

meet for ! , r d ' i in 'pril V11. 

2. 	 No other !,A'()', ,)rqjertcv slou]l he ini if ted uinti l the current 
two e .fforth 1 emonstra ted heir ,ibi 1ity and scientific 
meri t. 

3. 	 The team supports the IFRP's efort to deelop other studies on 
longer-term contraceptive safety, using appropriate designs and 
carefully drawn protocols to answer specific hypLiheses. 



VI. MONITORING OF MATERNITY CARE
 

Among the activities undertaken when the IFRP broadened its scope

beyond studies on contraceptive methods was the MCH project. For this, a
 
standard questionnaire form is used to compile, input, and analyze data on
 
hospitalized maternity patients. More than 400,000 cases 
in more than 60
 
hospitals in 35 countries have been covered.
 

Progress also has been made in developing comparable forms 
to collect
 
data for maternal health centers and in designing a pictorial record form 
for traditional birth attendants. 
 The analyses of data from hospitals
 
were done directly at the IFRP, and repo ts were fed back to the contrib
uting institutions. A number of scientific papers were produced by IFRP 
staff and overseas collaborators. Over the last two years, MCM activities 
have been curtailed substantially, partly in response to earlier evalu
ators' recommendations. They now represent 3.2 percent of the IFRP's 1982 
budget and are being concentrated increasingly in Africa. 

Several obvious benefits accrue to participating hospital personnel

that have implications for their practices. The mere comp'etion of forms
 
is an educational process and a constructive discipline. Attaching a copy
 
to each woman's hospitJa case record improves the quality and likely util
ity of recordkeeping. Feedback with statistical summaries on clinical 
procedures and outcomes, especially with epidemiological associations to 
those outcomes, should help to alert institutional personnel to the need 
for changes in their practices. Particular emphasis is given to the po
tential roles of contraception in maternity care. The extent of actual 
changes that result from presentations of data has not been documented 
3nd is difficult to determine. 

Of perhaps greater importance is the fact that data also expose defi
ciencies in preventive maternity care provided outside the hospital.
Bringing these deficiencies to the attention of responsible public health 
authorities is not so automatic, however; and it is less likely that cor
rection will be stimulated in these instances than when intramural hos
pital cunsiderations are brought to light. 

Once the MCIt system was initiated in 1977 and 1978, it snowballed. 
The IFRP's aim seems to have been to encompass more and more hospitals in 
morc and more countries, and eventually to compile information on child
births throughout the world. Correspondingly, costs mounted, and expected 
returns diminished. Tight supervision on accuracy, completeness, and con
tinuation of reporting became more onerous. The team did not obtain trend 
data on these aspects or on the IFRP's analysis of the backlog that 
occurred during life of project. is clear whatthe the It not to extent 
the IFPP succeeded in involving and shifting responsibility to other 
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agencies and groups, In any event, the routine collection and analysis
 
of large amounts of underutilized data should be discontinued.
 

The team would admit that for each hospital that is included, the
 
opportunity to make corrections increases, and each country opens itself
 
to improvement in preventive maternity care. But the IFRP cannot be ex
pected to be the agent thac. spreads the gospel around the world. The MCM
 
activity must be constricted and focused and tied to specific steps for
 
capitalizing on the information in a planned and systematic fashion.
 

The collection of epidemiologic data by other than precise sampling
 
calls for completeness or near completeness of reporting. Not only must
 
accurate and complete hospital data be gathered, but comprehensive infor
mation on the extra-hospital situation--the women delivered at home by
 
TBAs and the women who die in such circumstances--must also be obtained. 
Hospital data alone are valuable., but they give only a partial and dis
torted picture, the magnitude of the distortion remaining uncertain. The
 
IFRP has moved in the right direction in planning, with the United Nations
 
Fund for Population Activities (UNFPA), the design of one or more country 
projects in which comprehensive data will be collected across the differ
ent levels and settings of maternal health service. The development and
 
testing of such a model will be very useful.
 

At this time, the IFRP sits on a mountain of MCIM data that should be
 
exploited, but not mined exhaustively. Although a number of papers were
 
presented at international meetings that described the MCM1 concept and
 
its application in different countries, in the several years since tie
 
project began, relatively few analyses of findings have appeared. A num
ber have been clinical, on such topics as sterilization, breech deliver
ies, cesareans, aid postpartum contraception. Ohers have been
 
epidemiologic, concerned with maternal and perinatal mortality, low birth
 
weight, adolescent pregnancy, and identification of risk groups. These
 
analyses are, in large part, useful contributions to the literature. At
 
times, however, there has been a tendency to play with numbers, and not
 
to give time selectively to important questions. In such instances, the
 
findings have been what one would expect.
 

The IFRP should make thc "iCM data available to overseas collaborators, 
so that they can use them to write their own reports, and also to other 
independent investigators. Care should b- exercised in any pooling of 
data from multiple sources. All reports should give numbers of cases, as 
well as percentage distributions; precise information should be provided 
also on extent of incompleteness in reporting cases, answering specific 
questions, and ddressing oher biases in the material. A special effort 
should be made ~oidentify and highlight in simple, focused feedback re
ports indica tions for extramural preventive steps (e.g., primary health 
care projects) by public health authorities. Suggestions for action do 
not emerge clearly from scientific publications and do not reach the most 
relevant audiences. 
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Recommendations
 

The evaluators recommend the following to improve monitoring of 
maternity care:
 

1. 	In accordance with earlier evaluators' recommendations, the IFRP
 
has decreased emphasis on maternity care monitoring activities,
 
particularly routine activities. The team recommends that this
 
trend be continued.
 

2. Existing data are being analyzed and fed back to various inves
tigators. The IFRP should seek to improve the utility of MCM
 
standard computer printouts for collaborating investigators,
 
emphasizing a highly selective choice of data for specific con
tributors, to increase contributors' comprehension and use of
 
the information. Collaborators' suggestions should be considered.
 

3. In attempting to address the issue of the representativeness of 
data collected solely from a hospital source, the IFRP should 
explore various methods for collecting data outside the hospital.

For example, it should try to gather data on deliveries by tra
ditional birth attendants, and attempt to collect comprehensive

data for an entire geographic area. 



VII. QUALITY OF DATA
 

Over the years, the IFRP has developed a series of forms to collect
 
data on 
the several methods of fertility regulation it has investigated

and computer programs to detect internal inconsistencies and to tabulate
 
results. The evaluation team believes that these forms and programs are 
appropriate for a multi-center research enterprise and that the quality
of the data that are 
collected and processed is as high as can be expected

in an operation as large and as diverse as that undertaken by the IFRP.
 
It is hoped, however, that with stronger scientific leadership, greater

flexibility and greater sophistication of statistical analysis will be
 
achieved. 

Certain features in the IFRP program warrant particular statistical
 
sophistication and caution in analysis. They require that the IFRP:
 

--rely on cases that are not selected at random;
 

--draw inferences from small case numbers and incomplete data;
 

-- involve large numbers of collaborators with limited research 
experience;
 

-- seek long-term associations among data from different sources; 

--give consultation on 
research design to overseas collaborators;
 

--pool data from ifferent investigators and institutions; 
and
 

--work in many different and alien cultural settings.
 

For the immediate future, the team believes that, wherever possible,
IFRP publications should emphasize absolute or attributable differences 
or risks, in addition to relative risks; use confidence limits instead of
standard deviations, which may be quite misleading; and identify findings
which are not statistically significant because the number of cases is 
small (e. j., those that offer a less than 80 percent chance of detecting 
a relative risk of 1.0 or difference considereda clinically "r program
matically import nt) 

The evaluotion te m also believes th, t IRP' " datathe hank" should 
be used rmoro t 1 1, perhaps for periodic or ccasindl reports on selected 
major ';ohu ject,. 4 would require the identilication and exnclision of 

s I. e ,ol1ow-up I he feasidata from m ien with i na leq uate or other de fects. 

bility of nkinq th ta bank" availahle to outside scholars should be
 
expl ored.
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The team applauds the IFRP's recent efforts to verify the completeness
 
and accuracy of data and recording by field visits. The team urges that
 
new contributors be selected with great care, that delinquent contributors
 
be separated without undue delay, and that specific projects be terminated 
when the information required has been obtained. 

The team anticipates that any decentralization of research planning 
and data analysis to national FRPs or individual investigators will re
sult, at times, in confusion, misdirected efforts, and lower standards. 
The IFRP should be prepared and equipped to offer adequate training and 
technical assistance in a transitional period, the duration of which can
not be predicted with confidence. 

Recommendat ions 

The evaluators recommend the following action to improve and ensure 
the quality of data: 

1. 	In future IFRP publications, more emphasis should be placed on
 
absolute or attributable differences or risks; confidence limits 
should be used instead of standard deviations; and findings that 
are not statistically significant because of small numbers should 
be so identified.
 

2. 	 The IFRP's data should be used more fully in periodic and general 
reports on selected major topics, following the deletion of data 
from studies with inadequate fc ,'iw-'ipor nthpr deficits. 

3. 	 New contributors should he selected with great care; del inquent 
contributors shoul d be separa ted without undue delay; and proj
ects should be terminated when the required information has been 
obtained.
 



VIII. TECHNICAL ASSISTANCE, TRAINING, AND TECHNOLOGY TRANSFER
 

The 1981-1982 IFRP Directions devotes four pages to technical
 
assistance and institutional development. Emphasized are the provision
 
of microcomputers and approp, iate software; training in research design;
 
data collection and report Y'riting; support for fertility research pro
granms in LDCs and their networks of local collaborators; and support for
 
the International Federation of Family Health. (The IFFH is discussed in
 
a separate chapter.)
 

Plans Are well-advanced te provide the microcomputers and specially
desiqnad software to several of the FPPs. The LDCs eagerly await this 
equipment, often without fully recognizing the inevitable problems and 
delays that can be anticipated. Great care has been taken by IFRP staff
 
to arranqe for the purchase of cost-effective equipment that can be serv
iced in the developing countries. Software packages are being designed
in North ro lina, and careful training is planned to introduce the soft
ware when the hardfware comes on line. Initial ly, the programs will be aimed 
at current iV P-sponsored studies, mostly clinical trials or surveillance
type efforts, and wll he compatible with data prncessing systems at the
 
S-FF. After introduction, follow-up visits by technically trained IFRP
 
staff will alnost certainly be required to increase comfort with the 
eguipment and procedures, and also to solve problems. Eventual1y, the 
IFRP plans to make available more comprehensive software packages to per
tit analysis of studies using a wider variety of designs (e.g., case
control ind ongi tudinal and cohort studies). It can be expected that 
these introduct ions will proceed more slowly than is now anticipated and
 
that the onqoing technical assistance that will be needed to bring and 
keep the equipment productivel on 1 i ii ll1 be time-consriminug and 
expensive.
 

The !IFPP recogrniz:es that some in-country networks are more "ready" 
than others. The team feuIs that the !FP should undertake to provide 
technical Assi stance in one or two "ready" countries first, making sure 
that the budget for foll ow- up is Adequate before it proceeds. In this 
deliberate way , urant icipated p roblems that eer'ie (:.n be solved] without 
strd inirj humain and financial resources. 

Pecen tl., O 'UPP initi.ted offorts to strengthen s iqnificantly the 
capacity of the 'M ard other coll bori trn in researdi des i gr. Short
term trininq a ,srin epi .demiologicaland statistical approaches to 
fert i 1 t r/'o , rc O now been held in three countri es. No crimpl a ints 
of "rene, rc, i-,p,,r i ' ' wvr, e! prs'qM to ?he tear, hut such [e lins 

'.ve 


-
1ia/ n !, h , f, 'r r.!, h 4e, t r r'V rf , a ris,,t I [P 

Of in ?in I'rI'2' ' 'ir t;;l, I!i Ibhl" *nti cii,,ri. ji/. 'oa tt I s 'inr(] An 
pat~e I ji;r ii(vtjiim"rt,nLif p r L hV h es,. e , i Ui cd 11!-qenirryi/jenf.dt.d o 
toward jridepenl(ence in research. 71,,u nticipatel is increasing need(
for either local funding for resea rch (r, as in Indone,.i a, direct 
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arrangements with donors that give local family planning organizations and
 
universities increased responsibility for evolving their own bio-medical
 
research strategies. 

There i,, consilerable interest in formal, short-term training and, 
compareo to even a year ajo, the IFRP's capacity to provide expertise in 
epidemiology and hiostatistics has increased significantly. Outside re
sources, often in the developing country, can and should be mobilized by 
the IFRP to teach these courses, especially when the teaching should not 
he only in nqlish. In addition, toe FPP might wish to sponsor trainees 
attendinq suitable courses run by other technical assistance agencies, 
(e.1. , The PopiH 1ation Council). The team believes that the IFRP should 
continue to of fr training courses in the logic of research and biomedical 
data analyses And provide a manual for students. The courses might touch 
on specific pr oblems of data m;anagement for UPFR-sponsored research, 
though thi- shunl1 not he toe main focus o f the teaching. The main empha
sis, in the e Wi ew, hl 1 l he the dovelopmoen t o f protocols around 
locally levo1 ,ee1 Kjoctheseq, ir ieas 401ch indienous researchers think 
are relevdn t o 4.e ] . q1 ti;nq. 

The -P'" coP ymmn to su ppurt FRPs has been increasing. It is 
important to r'c q i e that the national fertility research programs are 
aimed at enhincinj the capabilities of developing countries to design, 
implement, monitor, and evaluate hih-quality fertility control research 
of all n ' to speed and improve the evaluation, introduction, and di f
fusion of 'he le'.! methods of fertility control and s'stems forr their 
nel ivery. 'he nWtinnaI fertil ity research programs were established on 
the soun! idej tat having a central coordinating body would maximize the 
resource, v i 1 le for biome,ical research. Clearly, the FRPs welcome 
assis',once from'ne KP 1; t hey want more extended visits--and by tech
nical I, 'uda 1lif ed pe ons, in is especi ally true of the FRPs that have 
made the -os' pr olress inwIrd independeince in research. Short adminis
tritive !is ire no nubstif ut' for wihat is iesired locally. Nlor can 
AID populataioin mi Sions oflen rovide the most appropriate Vi d of recur
ring, ,ng-tper1 technical The feels morec hel). team that consideration 
should be jivin t plcing a suitably t rained jOunior scientist as the 
IFPP's fie r' e rnr"tttivC , pro bably in Asia . Idlea lly, personl . this 

would e ba,,,p in A CO'intry -PP to provide cont iluous on-the-jo) train
ing ir te T ] .hinialA S.tAnce. (,n)he woul d lie Available to perhaps one 
0ot her a CtiveV cu tnlr' -P. Of the four FRPs in Asia, two either c1n find 
this hel p f hro 0 otiur 'l i es,5 r" ire not faiir 2l lhh h ad vanri cod to profit 
from i a tit it i_ . 

~he ' o.l' hA tliho l,hu11 P iot 1-(6 1:) 1'''iinr ur, h r the 
P rie two r i n ' of! i r ' I ' Itf. 1.! Jof ! h r'oi'niper'tin' , :, . i 1) t IO2 l 

mitted tO s , t'o, t an. T inl i r' ii ', i th , f( tloriol. ;o'12r to he ii 

ficient, ,liven current 'tdltfinjo p ;, b'r'i,, to pr'vi i dea ite 2 technical 
support to in incr sin u im r"u f ,,<. 
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Inaddition to the activities mentioned in the 1981-1982IFRP 
 _VD rections-6-the-hiistori c-roots of--the--I FR P.'-s--ef fort--to.7s peedt~itItional diffusion of the latest techniques incontraceptive technology require comment. Modeled after the Rice Research Institutes and otheracademically-oriented agricultural extension programs in the United States~and overseas, the IFRP was founded to provide a mechanism for testing newdevelopments in contraceptive technology under conditions peculiar to'developing countries. It was felt that members of the IFRP's internationalnetwork of collaborating investigators could also aid in the dissemination
of the contraceptives they evaluated. The IFRP continues to support activities that provide new technology and adapt methods and procedures
widely used elsewhere to new health and family planning programs inLDCs.
 

In addition to multi-center clinical trials to test new methods, theIFRP transfers several kinds of contraceptive technology. One of the most 
important activities has been the recent introduction of UDs in Brazil.
Briefly, this project provided funds to the University of Campinas to co
frdinate a multi-centered program trial of copper IUDs.' 
 Before this
 
trial, IUDs were not widely available in Brazil. The IFRP project is im
portant because all the collaborating centers, inthe triAl are major Brazilian medical institutions. Programs were initiated at departments of
obstetrics and gynecology (OB/GYN), with the cooperation of department
chairpersons. Because of the sponsorship of the study and the cooperation
of a large number of prestigious medical institutions, IUDs have become
 
an increasingly legitimate form of contraception. Their acceptance would
have been difficult to secure without the IFRP project.
 

The IFRP continues its series of conferences and demonstration and
training programs in support of the introduction and transfer of new con
traceptive technology. Information is also "passed" when IFRP staff visit

collaborators and other, less formal contacts.
 

The value of the demonstration and training ("detailing") activities
is considerable. Historically, many of the seminars have been extremely

important, especially inLatin America, where the IFRP was able to provide
a 
context for the open and free discussion of family planning and contra
ceptive techniques for professionals likely to be involved in thefield.
More recently, however, as information about contraceptive techniques has
become widely available, the usefulness of these seminars has been ques
tioned. The seminars continue 'to be useful where information -isscarceand practitioners need to be upgraded and legitimized, and where personal
"detailing" is more persuasive than written communication.' There iscon-'tinuing concern at the IFRP that such activities be tailored carefully tomeet specific local needs and that presentations be scientifically correctand balanced. Working with the FRPs helps ensure that these aims are met. 

'i~ H
 
4 

http:fort--to.7s


IX. INTERNATIONAL FEDERATION OF FAMILY HEALTH 

The IFFH was organized in 1977-1971 to support the new fertility 
research programs and other international collaborators interested in 
contraceptive and related research in maternal and child health. A pres
tigious group of senior researchers has met regularly since then to ex
change information on new findings, policy developments, and leads for 
further research. The secretariat of the IFFH has been moved from Research 
Triangle Park, in 11orth Caolina, 'o Bandung, Indonesia. It is hoped that 
financial independence can be -ttained through support from member coun
tries ain 1r iors aO t nan the 11P!).t.ler 

o ate, ei iOrts to raise other sources of funds have not been pro
ductive. aor h s it been possihle, perhaps because donors' resources are 
declining, be;in in imbitious program of research in maternal and child 
health is o , n,']houqh the future is uncertain and the history of coordi
riati rgq Jencie in the develop ing warld is difficult, the teai visualizes 
a technicala ssistance and research planning role for the IFFH once the 
secretriat has been consolidated and fully staffeJ, and after independent 
'und itrji has been secred. 
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Exhibit X-1 ' 4,4~4 

4,-BOARD4-MEMBERS1f-------

Officers 

Camp, Ph.D.
Eleacted Sharon L.. Chairman and President American, political
1978 scientist; publ ic policy advocate 'In Washington, D.C.* 

4 

4% 

(April) - 4,'~ 

Elected Hubert do Wttevillo, Mt.D., Vice President: Swiss, obstetrician. 
(Octber)eadrsh roes i Euopea an Third Wol CH organuizations and pro

.(Otoe) o~ 4 1 us ad ~ utorams.nfrtlty 

Elected Oonald Collins, fl.B.A,S Treasurer: American, busioessman and consultant 
1974 infinancial management and fundraising, wit broa voute eprec(October) infamily planning organizations.* avlntr prLne
 

Elected Lise Fortier, M.D., Secretary; Canadian, obst'ttriclan-gynecologists >'1979 medical director of Los Angeles Planned Parenthood; pioneer 'InCanadian4(September) family planning program; extensive publications and professional, member
ships,*4 ' 

Elected Guadulope do IsYoga, M~exican, psychtristi founder of first highly' '44444 

.successful1977 family planning clinic and outreach4.program In north1ern, 

. 'Eleacted 'Torrey Brown, PI,0.s American$ 'nternists director afrAmbulatory Mledicine
1979 and Health Care Program and associate professorand dean for cl inical
(September) programs, Johns Hopkins UinIverhityl health comitte chairman In Maryland'

House of Delegatsu director of several comunity health programs. 4 

.nra .1x'drSElce Brgde 3Andrmw (Ii.S,"4Air Fre,,, mrcn 

(Fbur) ships inU.S. firms with operations overeS.4l44444444
 

Elected William Hubbard, M,~ frcnqitrit president, 4tpohn Co.j ties
'1981' to North Carolina academic communi ty and M, ~pharmicoutica 1,Industry I 

4 ' (September) former dean, Medical School Of the rUniVero I tyof P1chiganl braid profes..
sional mebrships, 

,~ 

444 

4 ' ~~Elected l Ph0.O,.'OY..t Scottish, 'reprodutive phyuiolo-s' odger Short lit;4"
19S1 ''director, Unit oi Human Reproduction,' Medical 'Research Counc~$ professor,

(September) University of (dinboroughs widely published.>'44 ~ 4 

4,, -Malcolm Potts,' D. hD~ ngih obstetriCian.gyneco~tt #XICUtiVe 
'4  direntor, IFRPI non-voting. ~ 44 

4 44 Member of the Gocutive Cousittot Clliniq Andrews, 4and grown ake up the Audit Committaee.~ 

44~~~~~i44 4 .44..J44" 
4 > . y 4 
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analysis or the design of service proqrams, at least one additional person 
with recognized expertise in this field should be recruited as a member of
 
the Board.
 

Third, althougn the Chapel Hill AreI is rich in Ica(imic resources
 
which could stupplement the I FRP' s work in v,,rious ways, the IFRP's ties
 
to orth Carolina institut ions ire not strong. The addition to the B1oa rd 
Of a person from a N:orth Carol ind university or research invtitution could 
fac i litate increased fnteraction wvith local co lea j es. 

Kurth, the 1PP needs to ArnalIyze the Roard' ability to contribute 
tw the diver's it in ion of the orqn01' ation's in ope through cunt rcts
 

with roverni'mit a. vie- S other than A17, commerc ii no!)I runs w i" the
 
pharmaceutical indwi try, or jrants fr m philanthropic institutions. the
 
UP P would fnem m he additin of ) persons wvith experiencre in or tiese roi 
to any of these potenti.al sourcets of income, Althougih, from M' perspec-A54 


i,1ie the Ii ' thre e as of under- represent At ion on the gomd ray he 
.n)re onint Ant, !"hY lTr',- eTl 1 50l thP 2VioihV I2 of P 21iliependenit r'e
.e Jr(.h or;in i:' ina-y depend on the rjanI :a 
 ion'S Ces in ;eneratinq 
i ncf(rh:. her'eturp, the team r'ecories that, from oh. :!F P',o permspective,
* roI, ( ru ) ;lerent n I a or ipmber wit h fundr. i, i nj A ii 1t i en I2 have: h i her 
w)r iarily:. 

1 rec that IM P 

,ipidl 'ithout risk to the level of commitrent, rvow1ledje utf the iol"ran 
:at ion, And close cooperation which characterize the !oard it tno I time.
 
7wo iemb)prro (letted in late 11l1 will attend their first neetinq in 19 .
 
i ! two )r ".hrue additionl new ienhero will i ch i 1derel for e lec tion
 

tie he new candidate% a m .!hot, 1r., retfiringNhair an
 

t 1 al]so lnia.'e ther cannlot adJ new 3,,i-II -re-:tber 

ro! A . 
of the Th,r" oo2p imFoi'ih5-4,h 1MjIv' tijiai/ a 0', Inri ernit lnal phavma
cuuticil fir iei ,uaritvrred in ;eIdarch ml an'jl Par, ),. and R. Piyton 
Woodson, 11, on buSineSmharn from ilvih with ti'S to curinternationlU I IOVI 
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XI. TECHNICAL ADVISORY COMMITTEE
 

The TAC was estdbl is;hed oriqinal ly to provide periodic outside review 
of IFRO projects and projra:is. At the time of the 1977 emaliation, it was 
pointd out that the TA( di d not provide systemlatic review; of I FRP re
searci projects. Moreovor, the earl ier ,ACs were a mix of st if member-,

And outside con';ul tin ts, i number of whom were 
1FRIJ jrntees.
 

he I94) ,P'A t eir; fo tild that, t he 'et!''.r'b! hip o t e ,' ha d teen 
'e r if i e and mre thene' . HK..ever, the A C ee t.s on lIy f11c e ,i /edr,
 

ro e i 1 .i I T' ro ) TO "ini1 i iJ(n :a rri e,
t ioln V irL(e , oult no detailed 
A ... . 1us, it ,er've, in overview function. rhe teamt re v can only 


n ronqI y re1. .:';enhet 
 th ait AII resea rch propo sa I e suhI ec te, to t horouqh
 
,nd rijou yi r''v 1 'e'1 and reori ente W.A
'reve 


:n rt,in 1 not o th~in r'et- vaendd t 1O , the' I OP in hiate J i '.er ies of
 
rovin 1% on %)pe i ''er ronrc topics . utsiie xp)rl- in rlte roleavant 

l~~~~al)ap t . ) l Ting 5 h 1 S* he r'en~u 1 s o~f the mleet ing9 ovem. 
.. . n.,* ? i , ,dnit'i nlo rel evant materials, to TAC nem:Ters before",. ','., Pn;f 01!/ >PIH . 

'he team believes that chanqes in the membership and procedures 
;n re'sulted sunstantial improvement. Continuation of thisAC hi4ve in 

,,a fqr-at, with aurientation whe'e necessary, is, therefore, recommended.
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XII. FINANCIAL CONSIDERATIONS
 

Like many AID projects, the IFRP has been experiencing a period of
 
considerable funding austerity. Funds for fiscal year (FY) 1982 will be
 
approximately $4.7 million, as compared to $4.9 million in FY 1981. Of
 
the $4.7 million, approximately $3.6 million will be applied to the con
tract, and approximately $1.1 million will go to gant activities. These
 
figures represent a decrease in funding for the grant, which has been
 
funded at an average of almost $2 million per year for the last three
 
years. They represent a slight increase in funding for the contract,
 
which has been averaging just over $3 million per year for the last three
 
years. This funding pattern is consistent with the opinion of AID and
 
earlier evaluators that contract research should have the highest priority.
 

The IFRP has undertaken a number of actions in response to cuts in
 
funding. It has instituted considerable belt-tightening, particularly in
 
personnel, installed a more rigorous budgeting and accounting system, and
 
secured significantly increased financial support from sources other than
 
the AID Office of Population. This diversified support (approximately

15 percent to 20 percent of the budget) includes funds from private sources,

the NIH, and the AID mission in Indonesia (for" local activities).
 

The newly instituted budgeting process requires the complete alloca
tion of and control over all funded activities. It includes a progress

reporting system with specific milestones and the measurement of progress
 
against milestones. Thus, all projects are under continuous review. The
 
system fully ensures that the funding levels for particular projects are
 
appropriate.
 

These changes improve the efficiency of the organizaLion, but they
 
do not obviate the clear problem of a shortfall of funds. Funds received
 
from AID are almost entirely committed to ongoing projects, and there is
 
very little flexibility to pursue new opportunities that arise. When
 
faced with difficult funding decisions, the IFRP should give highest pri
ority to research to assess the safety, efficacy, ana acceptability of
 
new and improved methods of cajntraception. Other priority areas should
 
include training and institution-building to raise the level of competence

of IFRP staff and contributors in the field.
 

Recommendations
 

The team recommends that the IFRP continue its efforts to ensure the
 
appropriateness Gf funding for specific IFRP projects and to broaden and
 
diversify financial support. In dealing with the current funding short
fall, the IFRP should place the strongest emphasis on contract activities
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(including Phase IV studies) directly aimed at assessing the safety,
 
efficacy, and acceptability of current, improved, and new methods of
 
contraception throughout the world.
 



XIII. 
 CONCLUSIONS AND SUMMARY OF RECOMMENDATIONS
 

In general, the IFRP is fulfilling the mission mandated by AID under
 
the terms of the 
current AID grant and contract. The team recognizes

that progress has been made, particularly in improving personnel and man
agement, expanding and enhancing the capabilities of the Board of Direc
tors, and using outside technical advice. During the evaluation, the team

identified a number of areas that need to be strengthened further and made 
a series of recommendations. The IFRP is addressing some of these areas 
at this time so that it can continue to satisfy the future needs of AID.
 

Summary of Recommendations
 

To recapitulate, the following action is recommended:
 

1. 	Additional measures are still needed to improve the scientific 
and medical leadership in the Research Department. Staff compe
tence in biostatistics and epidemiology in the 
Research Depart
ment needs to be upgraded further.
 

2. 	 Further efforts need to be made to upgrade the technical exper
tise of some field staff. 

3. 	The IFRP's ability to initiate and monitor overseas 
activities
 
has been enhanced with the addition of field offices 
in Africa
 
and Latin America. The establishment of field capabilities in
 
Asia that are appropriate 
to that region should be considered.
 

4. 	 The IFRP should strengthen its staff by imaginative use of part
time and temporary contract personnel. 

5. 
The 	current staff should be upgraded through formal training in
 
relevant disciplines.
 

6. 	Additional ways should be found to strengthen collegial 
ties with
 
neighboring scientific and academic institutions in the Research
 
Triangle.
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ADDENDUM
 



SAMUEL M. WISHIK M.D. 

2401 SOLEDAD COURT 

LAJOLLA. CA 92037
 

(714) 454-1772
 

Since, unfortunately, I could not attend and participate in the final 
meetings at which the IFRP report was drafted and since my name is 
attached to the report because of my earlier contributions to it, I 
find it necessary to make the following statement for attachment to 
the report record.
 

I am in general accord with the report, but am miore negative in 
several respects. MIy major concern is the tremendous scope of con
tent the 1FRP is attempting to cover and the diminishing emphasis 
on medical and technical aspects of contraceptive development. It 
is also importann to call particular attention to IFRP's failure to 
act upon criticisms concerning quality of leadership in research 
design and wetodology that have been made repeatedly by site visit 
teams oVer a period of five years. 

I concur in the report made by the Subcommittee of the AID Research 
Advisory Committee and the recommendations passed by the Committee 
as a wnole at its April, 1982 meeting. At that time, I made addi
tional cornnents and submitted a written statement for the record.
 

June 29, 1982
 


