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I. INTRODUCTION.

This annual report marks the establishment of the International Fertility
ﬁR”sea'ch Program (IFRP) as an independent research organization. ' We are grate-
| il he University of North Carolina at Chapel Hill for providing a base for

fthis program in its formative years and to our sponsors. for their confidence in
four ability to carry out the scope of work of this contract.

= uring l975 development work was completed to conduct studies in all sixé!

:Atﬁ »M_,&the last being systemic contraceptives.” IFRP's comprehensive
"field trial capabilities are now an important and recognized asset in the
finternational population field.

_ The ability of IFRP to. respond to new"'“ﬁ"v'
Vlity co \itrol: is well illustrated by its st
Th‘“safety and effectiveness of

‘the process:of conducting trials to document this'fact, the methodology has
fbeen widely spread in less developed countries.

Other promising technical advances are .on ' the: h
fmaximum effort to be equally responsive to th’ '
ftions being raised about well established contru_eptiv“,ww,v'u
‘role in providing the answers to these questions.

The desire of couples in both developed and developing countries to control :
itheir fertility has never been 80, great. While the delivery of services remains
the primary deterrent to- demographic and health transitions in rural areas of
;poor countries, it must also be recognized that improved methods of fertility
control can markedly ‘ease- the tash.of weak delivery systens. Never before have ’
technological improvements had such potential for improving the quality of life ‘
‘than in this case of better methods of fertility control and their ability to “”f
accelerate an existing and desirable trend toward lower fertility and less '

rapid population growth,
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“11,"'FIELD 'STUDIES DIVISION '

'In"1974, its first full year in operation, the Field Studies Division "
'(FSD), emphasized development and expansion, especially of its contributor.
_netuork. Although growth continued during 1975, the FSD placed more emphasis-on
consolidating and scientifically upgrading studies. Fewer surveillance and™
straight studies were started in preference for a“larger number of comparative-
studies. This emphasis 18 evident in Table I. ' Because comparative studies'are
more complicated, time~consuming, and-costly than surveillance or straight -
studies, the number of forms decreased slightly from 90,973 in 1974 to 87 054 in
1975 while costs increased However; the scientific value of the:data“ also ;}
’increaaed.; A number of new contributors and'cooperating" centers from sevetal“?

:additional countries were added to the contributor network._

M Y TABLET
TYPES OF STUDIES BY: :YEARS*

[(197772] 1673 | 1674 | 1675 |
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’ fe A study in progress for several years /s
““inelirded for each vear that'it was active:

4wIn‘its'position‘as the generator of ‘data"on- which the activities ofathe i
ivisions largely depend “the Fleld Studies Diviaion islin the difficultf

'position of havdpg:to consider the interests of: each contributor and‘his insti-"
'tution, the impact of" IFRP studies on’ population activities within each“country,
fand their scientific and prograrmatic value to ‘the: IFRP and its funding agencies
;particularly “USAID:" Therefore it is especially important ‘that the Area” Coordi—

‘nators“know and be ‘culturally attuned: to their’ areas of" responsibility in addi-
’tion ‘to’ ‘being highly competent professionally and ‘knowledgeable’ regarding IFRP

:(and ‘USAID) 'objectives, ‘procedures;" ‘and’ priorities. ‘These objectives are fur- ’
_thered by, in oet casés; having as‘area‘coordinators natives of the area*forkE?

‘which’they are responsible.’




In the only major change in FSD personnel in 1975, Dr. Alfredo Goldsmith

v resigned as head of the Division so that he could concentrate primarily on Latin
America. His resignation also enabled him to take a more active: role in the
development of forms and protccols, to interact to a greater extent with the
Design and Analysis Division in developing Spanish translations of forms and
»protocols. On.July 1, Dr. R. K. Anderson succeeded Dr. Goldsmith as Division
Head. Dr. Anderson has been involved almost entirely in population—related
activities during the past dozen years. and has had technical assistance respon—'
sibilities in many parts of the world, including Asia, Africa, and Latin America

o AR addition to. Dr.\Goldsmith fur Latin America, the Area Coordinators
included Dr.AAnjali Saha for Asia (exclusive of. India), Dr._P uru Bhiwandiwala
for India, Ms. Helen Compton for Europe and sub-Saharan Africa,,Dr.,Javad 54 b
Vakilzadeh for Iran, and Dr. Khairia Omran for North Africa and the Middle East
exclusive of Iran. In addition,xDr. Omran’ coordinated f;male sterilization
nd‘Dr. Vakilzadeh all other IFRP studies in the USA' Helen Compton o
ssistant to: FSD"and Dr, Bhiwandiwala served as staff

otud

s”servedvas;Administrati
gynecologist. Betsy Drew continued as dsta collection coordinator throughout

the year and from time to thme acted for an Area Coordinator when he/she was ‘,fk
, traveling on IFRP business.; Dale Flexner, formerly Aseietant to the head of the;
FSD, is now assistant for regionalization in the Field Development Division ‘
headed by George Stathes. The Sffdies Manager position,'formerly held by George‘

[RE LR Jv\‘

now_held.by Peggy Morrow and is‘i

Stathea and considered a service of;the FSD,«_sg
‘a part of Administration. The FSD- continued to work closely with the Field
Development Division in planning and. implementing,regionalization programs and
with .the Studies Manager in improving etudy monitoring andrproviding and listing{
. clinical ‘equipment. .The FSD staff also cooperated with the; Design and Analysis,a
Division in. developing data collection forms and in analyzing data.

The Area Coordinators. Committee (ACC) continued: to serve:as:the; primary
reviewing board for study. proposals,,travel requests, and: other activities et
related -to field programs. The head of the FSD chairs this. committee, which
includas all Area Coordinators,:the. Data Collection Coordinator, the Studies
Manager, a representative from. Administration, and. from time to,. time the”Dire.-}f
tor of IFRP and the Head of the Field Development Division. ... - When their epecial ,

, skills and knowledge are relevant to proposals under consideration, other staff

members are also requested to participate in ACC discussions. Proposals considered

Wt v .
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‘by the ACC, usually on Mbnday morning, are considered by the Studies Review
ﬂCommittee, uaually on’ Thursday morning, and then referred back to ACC for final
5faction the following Monday This system ensures a thorough review of each
_study together with minimizing the time between its initial proposal and initi-
‘fimproved Study Proposal Form has been developed and has been in Q:;f

tregular;use.for,several months.

JThe Studies Status list, usually updated every three months, continues to

:Computer Printout" developed by the Data Processing Division. This wil‘ help
_smak ‘continuous monitoring possible, in addition to providing otherfusefulg"“

“finformation.{

‘“fThe IFRP has to date accumulated contributorsfin e total of 299 centers in
"untries on all the major continents. During the paat year 145 centersfin

'729xcountries have contributed data. Thirty-threernew centers in 17‘countries L

‘wer ‘added during the year, and data is expected}f!om an additional 46'centers

’where studies have been recently negotiated endfapproved.

~~Tab1e 1L provides a breakdown of studies active during 1975 by country, '

‘istu' 'ea, and total number of forms received. Data from centers in India are
‘included but forms from Indian centers are processed in that country under the '
:auspices of the India Ferrility Research Programme.ﬁ Costs of the Indian programi
‘are/being met primarily by other than USAID funds.

Table III lists the major active contributors (defined as. those who have s'

;submitted 500 or more forms in one or a combination of’ study areas) o
cluded‘;re forms being developed and tested in conjunction with the Maternity
_Rec{ d System. Considerable interest has been evidenced;_n this apparently :
’promising system, but additional funds must be received and further testing and
' adsptation will be required before it can be widely utilized.‘ '
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;. NUMBER OF CENTERS ACTIVE JANUARY 1, 1975.DECEMBER 31, 1976
_NUMBER STUDIES BY STUDY AREA AND NUMBER OF FORMS BY COUNTRY _
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TABLE lll Y
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" TABLE IV

IFRP DATA FORMS RECEIVED

" 'BY STUDY AREA

§wdy Area

July 1971-
" | December 1974

January-, -
December 1975

No.

Pregnancy
Termination -

52 010

8| 172787

Menstrual
Regulation

119251/ "8,

Intrauterine
Device

54118 | 23.12

Female
Sterilization

Male
Sterilization

2487110,

BT P T O S P
REES i i
Lo lde

Systemlc

Contraceptives

13520] 150|884 o.

188

' Special Studies

o

8864

13,79

TOTAL

14702 | @

87870541

%?961‘00

PERCENT DISTRIBUTION OF FORMS
, . BY:STUDY' AREA

TABLE v
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fle sterilization and a decreasc in data on IUDs. -- The change inIUD; testin;

doe';not represent a: decrease An.emphasis but rather problems in manufacturing
Asome of . the newer IUDs and_in initiating new studies.‘ -Several new" IUDs and i
11 eral new approaches. rebbeing developed:under. the ‘new IFRP IUD: development

contract, and activity in this study area is already increasing.~ Research in

male sterilization ‘has been minimal but will. increase rapidly with implemen—i*
tation of the Vaseal electrocoagulation unit testing program.

Highlights :0f ;developments .in .the.several:geographical areas include/tha: "
following.

'Latin America

The contributor network continued :to develop as: planned'in»Latin America.
With the .exception . of; the Asociacion Salvadorena Clinic in San Salvador and the
APROFAM .clinic in Guatemala, sthis. network : consists Entirely of: ‘contributors ,
from University Hospitals. At this time Latin America is the only IFRP geogra-

phic area:. that hasxoperational computer programs for- nll five major areas of .

IFRP research. Contributors are. developing new. techniques and de\’oes (e g.,(
the Madrigal speculum, a modified.minilaparotomyutechnique, the copper/zinc "F"

IUD, and nonsurgical methods of female sterilization) in addition ‘to conducting
studies of good quality.

‘IFRP:pregnancy termination,aIUD, female sterilization, pregnancy confirma-
tion ,and; minilaparotomy data- collection forms have been translated'inEO‘ :

and,working;{rafts of thevmale sterilization and the maternity'records
have been”prepared in Spanish.

Five IfRP Contributors visited Chapel Hill in 1975 Dr. Jaime Zipper fgi




Q?on—site-testing of the Wolfe:Spring Clip ‘prototype and the “development ‘of a nevf

minilaparotomy technique. He attended the USAID Population‘officera"Meeting,f,

. in'San Salvador, the Fifth Guatemalan Congress of Obstetrics and Gynecologyfand
- the Eleventh Colombian Congress of Obstetrics and Gynecology. "The Firsthatinff

American IFRP Contributors' Conference was held in conjunction-with‘the'latter;i
He also visited the Pathfinder Fund, the IPPF/WHR, and:IPAVS to-discuss‘rélation

‘shipa with IFRP-Latin:Americah interests, .

- ISAID selected the AreJ Coordinator to: evaluate dn IPAVS (International

aProgram of the Association for Voluntary Sterilization) program in Taiwan and ‘
'gThailand.f He:is still: a: member of the Latin American Program Advisory Commit- :

:tee of the Carolina Population Center at UNC-CH and was a short-term: consultant

'for WHO/PAHO in Guatemala and the Pathfinder Fund. During this period 12 IFRP

”papers were prepared in Spanish.. A leaflet describing the ‘IFRP. was. prepared in

}Spanish to facilitate answering request afor information from prospective
icontributors oruinterested personsuinéLatin America.c In- addition, as requested
'by AID/El Salvador, a newsletter wasfpreparedeand distributed in that country.

It is beleived that data generated byfthe IFRP contributed to the accep-'f*

,tance of; postabortionnIUD insertions :nd female sterilization procedures Mn?El

‘network of IFRP collaborators, primarily in universities, continuedito conduct

cooperating centers in Colombia and to create aﬁColombia‘FertilityxResearchl

Programme.,d,~-i

North Africa and the Middle East .
&r,rln;North Africa and the Middle: East (exclusive of Iran), ‘at well-established

significant fertility studies in 1975. Prospective new centers are developing

in Kuwait, Jordan, and Tunisia. Unfortunately, studies a "the:”

“rican*Univer-

standstill because of the civil war.,


http:evaluate.an

*dtraight and comparative female ‘sterilization:studies using several.

methods of tubal occlusion were initiated in" many- ‘centers. At Cairo Univer—
sity"itwo centers ‘are evaluating 1aparoscopic tubal band and electrocoagulation:-
techniques, as ‘well-‘as minilaparoscopy, & combination of minilaparotomy and- -

laparoscopy“ # At~ Al Azhar University, minilaparotomy and laparoscopy techniquesf
are being studied. At Boulak El—Dakroor Hospital;-a comparative study of El—‘fv
Ka’ai 's
conducted and the reversible "Hood Technique" 1s being evaluated. Alexandria

vtubectomy\vs. tubal band occlusion: (using the needleacope) 1isi-bein &

has become ‘an’ established culdoscopy center.f A new "vacu—lap" technique is:

under study at ‘Ain Shams University. Posterior Colpotomy 18 ‘the main approach
at Misr Weaving Company Hospital in Mahalla El—Kobra in. Egypt and inJKhartoum ;
North “#n-Sudan. Assuit University has become ‘an established center for 1aparo-

scopic tubal band sterilization.‘

FﬁThe development ‘of: the Egyptian Fertility Control Society ‘and: the esta— :
blishment of: the new - "National Sterilization Registry" within that society is ‘
furthering regionalization in Egypt. It 1" planned that all female steriliza-f
tions performed in’Egypt be uniformly recorded and reported on’ IFRP Femalex W
Sterilization Eorms.

A series oflmajor IUD studies has been initiated using various designs of

ometrial aspiration prior to Lippes Loop insertion is under way ‘at’

aterend
Al dria University.“An IUD hysterographic study has beenxinitiated at Cairo{

University.i_

A new system'of prostaglandin Fz instillation to reduce induction timeéin'

)seconhﬁtrimester‘pregnancy termination was evaluated at‘Ain Shama University

uVacuum aspiration versua D&C in’ incomplete abortion managemenl is being‘ev

»ated at Cairo University. i

210 -
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fhas been initiated. Maternity Record forms are being pretested in four Sudanese
‘hospitals to evaluate the management of labor, pregnancy outcome and postpartum

gprograms. :Khartoum University, Omdurman Hospital, Khartoum North Hospital, and

gsatellites of 12 rural centers representing the North, South, East, and West of

:the Sudan are major IFRP contributors. Preparations have been made for compara-

~tive contraceptive field studies at Khartoum University. The establishment. of
'the ‘Sudan Fertility Control Association is a major step toward regionalization.

The Area Coordinator visited ‘new. and prospective centers in Egypt and

Sudan An; January 1975 andvin Egypt and,Kuwait in June-July., Staff memb‘rsﬂ(
@attended the., Sudanese Congress of Obstetrics and Gynaecology in Februar

e.ndff

La second conference on voluntary sterilization of “the Egyptian Fertility,xﬁggp“k

Control Society An Alexandria in. June. Papers by IFRP contributors and staff
were presented at both meetings. The Area’ Coordinator made presentations on 7fn
fertility regulation in Khartoum, Cairo, and Kuwait, gave 1ectures at'the UNC— f
CH School of Public Health and .at. NCSU, conducted 8. series of workshop‘ on
various .aspects. of fertility management for the North Carolina Department of
Human Resources, and spoke at the. Fifth Annual Conference of the North Carolinaf
Nurses Association of the American College of Obstetricians and Gynecologists.,f

Iran
The IFRP network in Iran having been well established by,1974 ~major..

effortsjduring 1975 were directed toward solidifying the research network
through continued contacts with ‘the: field follow-up of on—going studies to

assure;their successful completion, development of;new studies ;that would be of
i
mutual interest ‘and benefit to the Iranians and the IFRP, and a study of ways

,,,,,

of obtaining support for some .or, all of the project coste.

C'U1During a field visit in May—June 1975 the Area Coordinator initiated ;'
0 : ight s +In: addiLion, three
linic«Record have been initiated

,,v., )

pretest tudies of the IFRP:Familywﬁlanning'C

data‘collection system. The Family Planning Clinic Record Form has been trans-

1ated into Farsi and pretest studies with this form are expected to be under-

BRESS b EEt
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%Given its,significant'economic and; politicslrpo'ition An. the Middl“*East

Iran can,be expect dn‘/' increasingly impor‘.nt{role in developing ,/f

regional*networks and programs.l

’During the year, the AreaLCoordinator forﬁIranxattended the Internationalp

Conference of Andrology in Detroit in April, the Seventh Annual Meeting of the;

;International Family»Planninijesearch Association An: Palm Springs in October,;
a seminar on Population and_.amilyfglanning of Iran An Isfahan!in May, the

Second Conference.on Voluntary Sterilizstion ﬂn Alexandria, Egypt-:i,‘fmgjv
=l97£

Asia (Exclusive of India)
Not surprisingly, this vast, widely dispersed area currently has theﬂ.
;largest number of; centers actively engaged in IFRP-related projects.

Noteworthy developments during the year include the following., 1;n¢;§75;
}Professor Lean of Kandang Kerbau Hospital in Singapore has conducted a study of

?the”

ffect of ‘an exogenous estrogen-progesterone combination on: withdrawal _
ibleeding An menstrual regulation cases.« The findings 1udicate that the estrogen-

ﬂprogesterone combinatipn does not help to minimize the need forzmenstrual

}regulation in non-pregnant women with: delayed menses.

':kt“Professor Leanﬂis conducting three studies ‘to evaluate .the’ relative

xlity of menstrual regulation kits manufactured‘by:Rocket, Burnett, and

;He has also done study to determine the sensitivity and specificity

:a new pregnancy test designed by Dr. Lorrain Lau of Johns Hopkins.; Present

:findings indicate that the Lau test is possibly more sensitive than the Preg
3nosticon Dri—Dot test for: pregnancy. Additional studies are being planned 1
fseveral countries oﬂ,Asia to test the transportation andustorage capabilitie|

af fhe test materials . under:. varying climatic conditions.

;Dr. Agoestina in: Bandung,: Indonesia, is: conducting a. study of:.the: 1atex
~1eaf .IUD, - In- Sri Lanka, a. study by Dr. Dassenaike has indicated that a: new,
_simple technique of female sterilization by minilaparotomy has great possibili-,
ties for developing countries. Another simple technique of female sterilization--
the digital technique--is being evaluated by Dr. Chen of Tri-Service General '
Hospital in Taiwan.



“Extensive planning has been carried out for utilizing7in?Indonesia“the-
~ Family Planning Clinic Record System for menstrual regulation. The IFRP
A*menstrual regulation form has been translated into Indonesian and: collection of
" data 1s expected to start in the near future. Use of the FPCRS is also. being
‘planned for Depo Provera cases at McCormick'Hoapital in Chiengmai,:Thailand.

In several important conferences in' the: area, IFRP steff and Contributors
‘fplayed important roles. At the Conference on Newer COncepts :on‘Voluntary: : °
?Sterilization and Menstrual Regulation, held in Dacca: in’ ‘February: under ‘the::
'}auspices of the Bangladesh Association of Voluntary Sterilization, doctors from

outside Dacce and Government officials showed keen interest in collaborating
with the IFRP in fertility control studies. Several training programs in newer
‘techniques of fertility control were organized for the participants. Before

the conference, IFRP staff: members visited hospitals and clinics in the districts
‘of Bangladesh to participate in workahops and training gessions. The local
chapters of BAVS organized and sponsored all local -arrangements. -

A number of IFRP Contributors: preaented .their: results at the Second In- :
fternational Seminar on Maternal and’ Perinatal Mbrtality, Pregnancy -Termination

and Sterilization held by: FIGO in: Bombay, March 2-6. .Contributors from the:
*IGCC countries were invited to-attend the’ ‘Contributors: Conference of the: India
,Fertility Research Programme held in Bombay in conjunction with this meeting.
”The ‘Contributors Conference enabled: the- Asian Contributors ‘to'interact: and
‘fexchange technical know-how with: thewIndian Contributors. : Training programs'in
inew technology in fertility control ‘and- delivery systems were: organized for''the
"Asian Contributors.

'+ -The third meeting of the IGCC contributors was:held in’Kathmandu on‘March
7-8, 1975. Progress of studies being-conducted by the Contributors was: re=:i:
viewed, and decisions were madebregardingxfuture collaborﬁtionﬁbetween?IGCC o
Contributors and the IFRP, Regionalization ofvthe Asian'orogram was discussed.
_An informative demonstratiom:of: camp sterilization was also organized Plans
have been completed for the fourth meeting of IGCC contributors in Kuala Lum-
~pur in January, 1976.



http:demonstration.of

} ‘It is hoped that)this'participation in international conferencesfby
~doctors from leading hospitals, universitiesf*and private ’_ Verr
'agencies from various: countries will have a positive impact on the family
planning programsfin their” countries.

R ErS oo
ﬂfsubHSaharan~AfriCa~

FSD'activities in this area are:currentiy llmired-TO WesT AIT1CA), SPeELIl~ -

‘callyntoJNigeriasand'Ghana:ﬁmﬂovever,mstaff:membersehave:hadlpastgcontactivith;*
many centers in Africa; numerous-African:clinicians- visited the: IFRP‘during1
:1975 -and possible cooperative: programs ‘havebeen: discussed. - - Therefore" the
potential for. expanding: IFRP*activitiesﬁin Africa- appears very good- if: the:
necessary- funding:becomes:available

.In Ghana: (Accra) and:Nigeria (Ibadan); similarly:designed:studies: ofi:: :
menstrual:regulation performed:on;women:who"are: upito+14+days' past the expected:
onset :of :menses-are-nearing:completion. .. Further studies), which:would: spreadt ‘
this:method to: hospitals in; surrounding:cities:and: possibly to’ adjacent“coun-'
tries,nas well :as! studies ‘on:female sterilization,:/are: being planned. I &

In Ibadan, the Goldzieher, Pi11/Nutrition Study is in the early stages of;p
implementation. This complicated study involves the performance, both in '
Ibadan and in~the USA of :blood and: other analyses*from the> study populations.
This study is. -also: beingrconductedtin Colombo, Sri Lanka.'

e Europe (
“g» The only IFRP studies involving the: Samaritan Clip, developed by Rocket’of

;London,in collaboration with Brian Lieberman, were initiated at four British

centers under Mr.. Lieberman .8 general direction. Data from these studies”can*
be compared ‘with. data O the spring-loaded (Hulka—Clemens)“clip from a study
conducted by Professor :Beard:at: one.of the four hospitals,’St. Mary s Hoapital
in London. Studies of. the Samaritan Clip and the tubal ring are now. being '

conducted :by . Ian;Craft at:Queen's Charlotte s Hospital.

an«extraamniotic approach. At one’; of*the centers, data are also?bein f




collectedaon\vacuum aspiratio':w,outinelyxuqediapaghégﬁhéspitﬁygqéﬂaﬁ?°9§9
nesthesia.

patién ,,fr‘fp.i-"@?‘.l‘i?“-.'%“#hde? ‘localtan

':In Yugoslavia, two similar abortion studies }each}inVOIving~l'100 cases;

comparing the flexible with the non-flexible plastic cannula, for performing

vacuum aspiration are nearly complete--one in Ljubljan;qicﬂnorthern Yugoslavia

and.one in/Skopje in: the south“ Inznortherg' } QOOO—case study of

throug‘/l2“menstrual weeks of gestation

Menstrual regulation on patients;a
has,been initiated. This study.willaincorporatesfield testing of tthe: Lau :
pregnancy test, a study of postmenstrual regulation IUD acceptance, and a, study'
of a series of delayed menses cases. Also in‘Yugoslavia, studies: comparingfu
various sizes, of the pleated—membrane IUD in nulliparous, interval, and:post-lv
abortal patients are nearing completion., In Belgrade a. baseline study of the
U—coil IUD is: nearing completion and will be followed up by~ studies of the U-
coil invested with: various antihemarrhagic agents. ~In: southern'Yugoslavia,’,.
under conditions far less advanced than in the North ‘a: comparative study oﬁr
midtrimester abortion induced by saline and prostaglandin F2 also is underif'
way.~ Possible sterilization studies: are being discussed following ai recent

relaxation of the law in Yugoslavia.

United States ,
"§Centers in, the United States,have largely focused’on malezand female

sterilization studies. The female sterilization studies are concentrated at

UNC-CH. At this center a. series of 500 cases of laparoscopic application of

spring—loaded clips for female sterilization with long-term follow-up”has been

completed and theruse of the needlescope for diagn"sis and’ sterilization has
;; y ,gThe IFRP hasfanalyzed 1 944 case
Aﬂimall series of tubal ring sterilizations;ha

.f’tubal ring sterilizations‘

i eedécompleted at Virg:lnia”"l

Medical:Collegeein ‘preparation. for a: comparative study.of laparoscopic ‘tubal <
ringwﬂnd spring—loaded ‘clip: application for female sterilization.

Detailed discussion and planning have preceded the initiation-of male"’u
ste lization studies using the Vaseal electrocoagulation unit developed by the:
Battelle‘Memorial Institute~ nd the Electro Medical? (EMS) utiliz—

=Systems;uInc
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.‘t’ésciﬁgnievél ‘

wTUnits were finally delivered during December 1975'%§?§£R}éﬁ35 f7

‘in 15 to 18 months and ‘thosi without follow-up in.8’ ‘. e ver:
centers have agreed to conduct studies without the usual forms paymenw'wﬁv

II1...DESIGN; AND, ANALYSTS, DIVISION,

In 1975 a research assoclate, a research assistant, and two studies clerks
were added to the Design and Analysis Division, (D&A) staff. Resumes are in-
cluded in Appendix A for two of the new staff members--Prem Talwar, research
associategin charge;of systemic contraceptive studies, and Joy Wood, research
assistant for. systemic contraceptive and pregnancy- termination studies.: A new
position,qneputy Head. of. Design and. Analysis Division, was. created"Dr. David
‘Edelman assumed this position. - These changes int staffing were necessary be—
.cause of: the increased responsibilities of: the .D&A. Division in. all studx areas
and a rapidly increasing work load.f

A, Preparation of Data Collection Instruments

vZV_ s to‘meet the IFRP's expanded research efforts. The following is a listiofii
forms and protocols that were developed during 1975.

Maternity Record Form
Protocol for the evaluation of the ‘Lau pregnancy ‘teBt o ene en
j;rotocol for the reader reliability study of. histopathology slides from
: MR studies '
Anesthesia study protocol for' the IGCC
;,Forms. for non-surgical female sterilization procedures
Method list for hysteroscopic electrocoagulation studies
Minilaparotomy 'data collection form '
. Protocol and forms for evaluation of effects of different systemi
contraceptives on lactation : :

A

Fertility survey form for Howrah (Survey III) ' ‘ R
Protocol and forms for the evaluation of. the effects. of paracervical blockﬁﬁ
anesthesia on the abortifacient efficacy of PGFy and hypertonic
saline @ o
- Protocol and forms for the ,study: of. 15(S)-15-Methy1-PGF2 (Tham)
~ vaginal suppositories for the- induction of abortion ‘?' G
Comparative study of IUD insertion- techniques--evaluation'of=endometriar
aspiration prior to IUD insertion




Instruction manual for. the Male Sterilization: Study Patient Record Form}i
gMethod list for evaluating the Vaseal unit ... .. v»v:;u
‘Protocol and forms for studying the durability of MR equipment
“"Revigsion of the comparative systemic contraceptive’ protocol
‘Method lists for selected IUD and abortion studies

Family planning clinic record system forms

Household distribution form (draft)

The following manuals and forms were translated into Spanish.

Pregnancy termination manual
,Minilaparotomy form .
‘Maternity record form
Pregnancy confirmation form

‘The' following analysis systems“were*finalizedaandusent toathefDatg}?rOcessiﬁgu
Division for implementation.

* Loading system for systemic contraceptive and’ maternity’ record studies 447
. Demographic, clinical,, and follow-up standard tables. for male sterilization

studies
~Standard tables for- the long—term follow-ups in female sterilization ‘stu-

dies ’ SThEat o
Demographic standard tables for the maternity record studies

For all study areas the. responsibility for coding the open-ended questions
ubeen moved from the Data Processing Division to the D&A Division. This has

iresulted in an increased reliability in the coding of the open-ended questions

?and has reduced the need for periodic revisions to the code lists in all study

‘area (menstrual regulation, pregnancy termination, IUDs, male and female steri-
1ization, and‘systemic contraceptives) status reports that (l) summarized the

fprincipal research findings to‘Aate; an,¥(3) proposed recommendations;for
ffuture studies.u

4The‘followinghsummsrieiihighlight the major findings for 1975 from research

Sy terih



: Menstrusli egulationr

induce uterine bleeding.

In one study in which nurse—midwives had been trained to perform MRs, high
complication and”failure rates were initialJy obtained. After additionalf
training in the appropriate proceduresffor handlinghthe*MR equipment and

Ln erforming‘the procedure,»the complication!and failure rates declined.f
‘In another“study»there was- no“‘difference in: the*complication?rates when
rMRs were»performed by a physician:and: ‘by~a: nurse-midwife.f

25 ﬁThééprincipal findingsuin~a¢studiﬁofe7;956?MR*proceduresiinclude;ﬁ} 5

a. The proportion of patients documented to be pregnant progressiVely‘
increased from 40.5 percent at 32-33 days :of amenorrhea:to:; ;87 1 per-,‘
Jtoentrat 46-49% .daysiof amenorrhea.

t¥by The” complicationwrate ‘of“MRiwas significantly ‘higher for. patients ‘
documentedlto :bepregnant (3. 0%) than’for- ‘patientsinot’pregnant . at
the time of MR (1.2%).

QTherailureﬁrateﬁof,MRrto terminate’pregnancy:is'less thannzaﬁsiééﬁﬁ.f
f3.*‘«Findings similar tOJthose summarized in:2:above- were obtained from*
pooled studj of*9 564 ‘MR procedures. ‘This study" indicated -at two~fold .
3higher incidence of : complications among women- documented ‘o be‘pregnant -
:than among those who»were not pregnant: when-adjusted for: differences in
*age,iparity, duration of«amenorrhea, ‘and ¢1indci where' the" procedures weref*
performed.

b4, The results from one comparative study indicate there are no apparent ad-;;
& vantageswtoﬁadministerinnguogynon ‘Forte' (50 mg’ progesterone ‘and+3" mg es-i'
%Jtradiol benzoate) ‘to. induce uterine ‘bleeding ‘in amenorrheic patients who'ff

”areano more&than‘14’days&past,the due date of - expected menses.« In'the
group ofapatients administeredlnuogynon Forte ‘and"in the" group administered




:_noﬂdrug, about one third of the patients had menstruated,be '”;’“ veﬁtime
he .initial clinicf 131::; nd L

o patients in thewtreatment groups ad
(headaches, nausea) than patients in the group to which no drugiwas,ad“g

re urn;visittone week;late
higher incidence of side effectsf

~ ministered.

154 ¢ 5A comparative studygof the intrauterine administration o £35 mglPGFz ‘and
,vacuum~aspiratioanor MR indicated there are-: no.apparent.advantages to thei
?’PG‘procedure.: The administration of .the PG. required about .30 ;minutes, .all
»apatients wereﬁpremedicated in order. to. attenuate undesirable side, effects |
of the PG, and .all. patients. reported from 9 “to: 18 .days- (mean 14.5.days) of
uterine bleeding subsequent to the PG administration. Thirty percent of

. the PG patients :had .one or: more episodes of vomiting.- Complications{ofg

either of the two study procedures were infrequent..

Pregnancy Termination
1. Removal of 100 ml or 150 ml-. of amnioticvfluid prior to. instillation of: 200

ml of. 20% hypertonic saline is associated with similar cumulative abortion

;,rates, complication rates, and rates*of placentalyretention when compared
,gto@whe instillation of 200 ml of lO% hypertonic saline:without removal of
amniotic fluid. ‘

‘f?ompared tonthe single intraamniotic 50 mg PGFZT idose;: schedule, the multi-
! ple 25 mg intraamniotic dose schedule results in shortened median .
‘“instillation—to-abortion times (17 4,vs. .20, 8 hours) and,similarﬁrates of

t'ntion, complications, .and, side effects ‘except. for; vomiting,

rbased, ‘“theapooled results from three comparative studies: of»two PGF2
dtve schedules and hypertonic, aline. ;Both PGFz dose scheduleshhave

,shorter~instillation—to-abortion times than 20% hypertonicgsaline (median,:
26 3 hours) Hypertonic saline is associated with 1ower rates of incom- K

plete abortion and gastrointestinal side effects..f

mSimilar results were. obtained from another comparative study,of the above
,second ,trimester abortion: procedures.d Both PG doseaschedules appeared to

v,be equally effective for aborting pregnancies at616-20'weeksf”gestation‘ pﬁ
and more effective; than the 20%. hypertonic saline ,'BothaPG dose_:chedulesl;

-z 19 =
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3.

4.

6.

1

| were associated with similar rates of complications similar tot hose -

obtained with saline with: highefajjvjj,;_g;'

Sterilization via laparotomy with a Pomeroy ligation of the tubes does not '
significantly increase the complication rates. after termination of. preg—’r
nancies Aat 15 .to, 20 weeks' gestation. with either PGF2 (single or, multiple;

dose. schedule) .or, hypertonic saline..

Based on the results of, three comparative studies, .there: are no signifi-
‘cant differences with respect to all criteria of performance (rates of
specific complications, blood, loass, frequency. of: cannula insertion,,amount‘
of, retained tissue) between .the metal and flexible plastic (Karman type)

cannulae for terminating pregnancies at 7 to,; 10 weeks' gestation by vacuumi

.-aspisat,ien‘-

Studies on_ the treatment of incomplete and, inevitable septic or aseptic
abortions in the Sudan, Iran, and Latin America*indicate ‘that’ the associ-
ated morbidity and mortality rates are significantly higher than for arti—
ficially induced abortions, . While in. some. institutions it may be feasiblef
o treat incomplete abortions on an outpatient basis, in others it is not |
since many of the patients are diagnosed as. septic:at the; time; of; admis-n
sion. The different proportions of patients, diagnosed as septic atvthe
institutions studied probably reflect the, differing methods. used to: ille-

gally, induce the.abortions..

In a- study of induced first trimester abortion, no: significant reldtion-
ship was found between the incidence of complications and anemia (hemoglobinf

<8 gm/lOO ml).

AIntrauterine Devices

The safety and efficacy of . interval.insertion of ; the Dalkon Shieldfwere

_documented in ‘two large retrospective studies of 2 848 first insertions

from a single clinic and 1, 969 first insertions from a group of three

-20 -



abortion in the second trimester of pregnancy was reported.

’ZQ “In a study of 408 postpartumiinsertions of "the" Dalkon Shield the one-year
pregnancy and expulsion rates@ er [higher than those reported from centers

performing intermenstrual and intramenstrual insertions.‘ ‘The" one-year
removal rates for pain, bleeding, or medical reasons were similar for

postpartum and interval insertions of the device.a

‘fBased on 198 insertions of the Cu—7 and 200 interval insertions 'of ‘the Cu-

’200 at a single center, higher rates of pregnancy, expulsion, “and™
bleeding/ pain removal were obtained with the Cu—7 during ‘the’ entire study
period (24 months) Some of. these differences ‘may be in part ‘related to
the previous contraceptive practice of the two groups--37 4 percent of the

'Cu-7 compared to‘83 5 percent of the Cu—T patients ‘had" previously used an
;IUD.

Ws€? In a study of 160 IUM insertions among women .who' had recently undergone
treatment for an’ incomplete abortion, the six-month expulsion rate was 6.6
per ‘100: users. “The corresponding rate for' bleeding removals was 1.8 per
‘lOO users. “The’ expulsion rate ‘of" this study was higher than corresponding
rates reported ‘from' an' interval insertion study of ‘the same device’ (2.0
per 100 users) The bleeding removal rate dn this" postabortion study was
however lower ‘than the rate reported from the interval insertion study
(5 9 per*lOO users)

5. In a two-year follow-up study of 250 first insertions of ‘the Cu-7 “the net
cumulative pregnancy, expulsion, and bleeding/pain removal rates per 100
nd>3.7; respectively.

users at two years post-insertion were 2, 4 12,83

These results compare favorably with those reported'in)other stidies of °

. 6, Compared "to* baseline data;for nine different IUDs, the pregnancy, expulsion,

?790 first insertions. Thevone-yearrrates>



By

for the above events were 4 2,7 22 05 and”7 3‘perWI003users' respectively.a

Bleeding problems were so persistent that the!in,_ igation was terminated

}and all continuing users were requested to return to ‘the. clinic to have ﬁf

t e“IUD ‘Yemoved,

One study provided evidence that the addition of tranexamic acid to an IUD

/may decrease bleeding problems associated with IUD use. ‘In a study of 200
zfirst insertions “of the U<coil ‘TUD loaded with' tranexamic acid the six—f*

fmonth removal ‘rate for’ bleeding was 1.1° per 100 users. The rate was

significantly lower than the removal  rate for bleeding of 9 9! per 100
users for the U-coil with copper.

‘Female Sterilization &

iThe following tesiilts 'wera obtained from a- pooled study off8 568 laparo-hi
_scopic sterilization procedures performed in 16 ‘counties’ and included '
_4 928 electrocoagulation, 1,696 spring-loaded clip, and 1,944 tubal ring
fprocedures. Nearly 84 percent of ‘the’ laparoscopies were performed as

‘interval procedures. Highlights of ‘an’ analysis ‘of these' procedures are as‘

follows.

[ P
i 1

“asc Problems with equipment occasionally caused difficulties with all

three’ methods ‘of- tubal occlusion but problems were most frequent withﬂ
prototype spring-loaded clip equipment. Failure to complete the
planned procedure occurred less frequently among electrocoagulation
cases (0 2%) ‘than among “gpring-loaded clip (0 8%) ‘or 'tubal’ ring

0 6%)“cases. s

b. Laparotomy, for various reasons, was required for five cases (0 17)

Bowel injuries occurred “4n? five patients (0: lZ ‘of electrocoagulationl'

Fdaéﬁs), ‘Four’ of whom' did not require surgical treatment. Bleeding of
the tubes and/or mesosalpinx was reported for’ a higher proportion of 5
electrocoagulation (1. OA) and tubal ring (1 2%) patients than- spring-;

loaded e1ip™(o; f2%)" patient’“?

The pregnancy rates, at six months, vere 0 4 percent for‘caut:e::y"fF 1 21

percent-for clip, and 0 2 percent for"' es.. |
month rates were 0 7 percent for cautery and. ;;g::_

'.:”‘?' ';: IR
222 -



Not enough"”ataj;ere availablexto determine reliable 12-month rates rfi

lv2;{‘*A study of interval sterilizations via laparoscopy with electrocoagulation
R ;€(980 casee), spring-loaded clips (991 cases), ‘and tubal rings (312 cases)

for tubal occlusion iudicated"

“ a.“ Rates of operative .and early postoperative complications were. similar‘
'for the three techniques of tubal occlusion--operative, 1 2 percent,
early postoperative, 1. 9 percent.

fb;‘, Rates of technical failure, i.e., failure to perform the elected

o 8 :ing-loaded clip

+4%) or tubal ring,

»technique, were significantly higher with th'
Qtechnique (l 5%) .than with electrocoagulation (‘
;technique (0 0%).e. o

Rates of technical difficulties at, surgery not requiring a change in
;theiplanned sterilization technique were significantly higher for the
spring~loaded clip technique (6.8%) than for electrocoagulation

(3 5%) or tubal ring (2.9%) techniques. Mechanical and optical dif-
ficultieslwith the. prototype spring-loaded clip applicator were the
major sources. of, technical failure and difficulties.i,hgﬂ

| Comparative studies of interval sterilization via laparoscopy with electro-

. coagulation and division of. the, tubes or the application of spring-loaded
;fclips, in which the technique of tubal occlusion was randomly assigned to
‘Ssubjects, indicated. '

sgw'pvzﬂ et %4’»w

QTechnical difficulties;were more frequent with the apring-loaded clip *,
1technique, primarily as;.a, result of mechanical problemsw;ith the )

51aparoscope.

ybrzﬁvRates of surgical and early p;;top;jltive‘complication‘@werefsimilarij

for the two techniques.



4.

5.

,Pai 'during the: procedure occurred morevfrequently and was more y:f

ubal occlusion

sever. whe'

electrocoagulation was th‘kmethod of t

B]
=

employed.t However, postoperative pain was. more frequent after the

application of spring-loaded clips.

‘In. studies of laparoscopic tubal ring (797 cases) and electroco.
(816 csses) conducted. simultaneously at the same institution, the resultt

' were similar for the two procedures:
1... The rates of surgical difficulties were. 1, 9 percent, for tubal ring
tions were 1.3 and 1.4 percent, respectively.

Aof bR Al L

In a study of 200 patients undergoing laparoscopic sterilization within

;figeidsys&of«an,uncomplicated.term delivery, . the. following, results.were
;obtained:..

a. Technical difficulties were encountered in two (1.0%) patients. -
o elek el
b. Operative or early postoperative:complications were“reportedwfor§2,5
»percent’of the subjects. .Two. complications were potentially serious.
in one patient, laparotomy was performed because of a suspectedfbowel
burn, and in another, the small intestine was punctured during place-

ment:of!the Juohy needle;: "

6. - In: a’long-term fOIIOWbup study of: 635 women sterilized via: laparoscopy»

;;;;

N

with electrocoagulation and division of the tubes, the following results
were obtained based on. 8642 percent of the patients who. were: s n for ‘at

- e
SRR 1

least one follow-up examination 4 to 31 months post-sterilization. -
i, The'tailure race (preguaney Tate) of the procedure vas. 0.7 peréent.

b, "Significant gynecological abnormalities occurred in 2.4 percent ofn"'

,ipthe“Cases'within

13,0 percent of ue::feaae*s within 15

L
t

ay?to 21 months,” snd;l‘45percent of the{casefjwithin 22 to 31 months of

'fsterilization.‘

- 24 -

) and 2.6, percent for, .electrocoagulation. The rates of surgical complica-



'*increased over time.

‘Male Sterilization

“Nons

" gystemic Contraceptives

"The ‘comparative cross-over: study of Norinyl 1/50 Norlestrin 1, and Ovral ,
'has been completed and analysis of the data is nearly complete. A report with
;detailed results from the study should be available within "the: next six months.

L ,':-»"5" "

C. ' Preparation of Papers and Reports‘

During the year, 64 publications and presentations were prepared* A list ‘
of these is given in. Appendix B. In addition, the following Consultant Reports

‘were completed and sent to ccntributors.

Contributor and
:Center Number,'wg~¢z ;yTitleﬂ PETRT

-”'nr B '

v N;'Purandare A Comparison of Abortions’ Performed on an Inpatient

LCenter -50L::. o --and- Outpatient: Basis: at; Nowrosjee;Wadia Hospital,
,“Bombay, India

Dr. M.T. Ragab Menstrual Regulation: at-Ain-Shams;Medical School

«Center 030

: $~H. Lean -, 107 Cases:.of - Laparoscopic Sterilization with
vC nter,070’) _SpringeLoaded Clips ;

ﬂDr.rBolandgray 5 :Laparoscopic Cautery Sterilization .at .the; Pahlavi '
?Center 301 University Medical Center

‘Pregnancy Termination in the Philippines: A Pre-
liminary Investigation of Vacuum Aspiration

Abortions Performed at Johns Hopkins Hospital 1in
‘ I‘Baltimore from March 26 ’1973 to April 30 1974
Dr. Yahya Behjatnia 'tlncomplete Abortions Treated at: Johanshah Hospital
_Center 034M‘ in Tehran, Iran from May 14, 1973 to April 30.
o i Y1974
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M ) N '/ 4’ K ." 8 ‘,
Dr. Mehdi'Loghmani Menatrual Regulation by Paramedical Personnel in
;Center 305565v -Isfahan, Iran

vﬁr,ﬁAJit;C. Mehta Experience with the Grafenberg Ringiat the Hospital
.Center; 500, . . for Women in Bombay, India, 1963-1974f

Experience with the Copper-7 and Copper-T Intra-’
~uterine Devices at Siriraj Hospital in Bangkok,

Thailand " ’;f
Dr. Ruben Apelo . Experience with the Copper-7 Intrauterine De ice‘
Center 600 ~ "at the Jose Fabella Memorial Hospital, Manila,
: EER Philippines

Comparison of- Plain and Copper-Loaded Spring Coil
IUD, Rijeka

:.ik

Female Sterilization ‘at’ Farah Maternity Hospital
= by" Colpotomy and Other Aporoaches

Aborto Incompleto en” el Hospital Evaristo Garcia, ,
. Caldy: Colombia (prepared ‘as: model for other Colombian
Centers)

Dr. B. Rao o Am; Analysis of 647 Induced: Abortion atiGovernment
Hospital for Wbmen and Children, Madras, India

168 Pregnancy Termination ‘Ca:sés"é

189, Preghanicy; Terninaéton Casgs’

Use of the Tecna Intrauterine Device in Ljubljane
Yugoslavia L

A Preliminary Report on Menstrual Regulation Pro
. cedures performed at Hasan Sadikin Hospital
Bandung, Indonesia S

Comparison of Postpartum Dalkon Shield and Lippei
Loop Insertions at the General Hospital, Jakarta,
Indonesia L

A Comparison of Socio-Demographic Characteristict
- of Abortion Patients Requesting Services at Thre«
- Facilities in Bombay, India :

Female Sterilisation at the ‘Nowrosjee Wadia
Maternity Hospital
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'DATA PROCESSTNG, DIVISION

Personnel : e
The Division 8 authorized staff remained at 17 during 1975. AII“positions
”were occupied at the end- of the year. Several promotions, resignations ‘and one

:reclassificstion affected our efficiency during the early summer months.
fHowever, by early fall, forms processing was proceeding more smoothly and
rapidly than at any oth“

ftime since the Division was. created.

Hardware fu
‘ One IBM 029 Keypunch was replaced by two:IBM 129 Card Data Recorders.:.Qur
card data entry devices now include one 029 and three 129s., The two Research

dIncorporated keyboard displays and the IBM 2741 communicating terminal were
1replaced by eight Perry Electronics PE9000 Data Terminalsaw Two. of the PE9000s
: v.;; s

}are'being used by the Design and Analysis Division. One replaced the HETRA
‘control console. Because of the very low price of the PE90005, we were able to-

adouble~our time ‘sharing: equipment at almost :no.increase in net cost, -

*Softwareg
, Major programming systems brought into production for the first time'
:during 1975 include. N

iSystemic Contraceptive Loading/Editing (Research)

‘Male Sterilization Loading/Editing (Research)

Female Sterilization Chemical Loading/Editing (Research)
‘Pregnancy Termination Loading/Editing (Automatic Correction)
Menstrual Regulation Loading/Editing (Automatic Correction)
Maternity Record Loading/Editing (Automatic Correction)

IUD Clinical Analysis Tables

Systemic Contraceptive Demographic Tables

Male Sterilization Demographic Tables

Female Sterilization Chemical Demographic Tables

IUD Life Tables for 120 Month Wear Spans

TUCC Billing Validation System

;Egisting systems substantially rewrittenJor enhanced include:

+ IUD Loading/Editing (Research) 8
Female Sterllization Loading/Editing (Research)aa
Female Sterilization Demographic Tables - =




Programming systems presently under development, being modified or in

final testing include.

“IUD Bleeding Calendar Loading/Editing (Research)

IUD Loading/Editing (Automatic Correction) _
wFemale Sterilization Loading/Editing (Automatic Correction)¢

'Male Sterilization Loading/Editing (Automatie Correction)

Female Sterilization Master Tables

-Female Sterilization Long Term Follow-up Clinical Tables

Maternity Record Analysis Tables

Female Sterilization Chemical Life Table Analysis

Generalized Forms Accounting Analysis

In addition to the above programming work we reorganized our procedure
,library maintenance system by writing a -Time Sharing Option proceduremlibrdry,
‘ restructured and rewrote the central’ driver program used by all analysis’

systems, and extensively edited and corrected our user documentation.

During 1975 our programming systems were again successfully transferredﬂ;

the IBMW360/44 at the Delhi University Computer.. Centre, New- Delhi -India.

Hhcessed for the first time in the 1atter part of the year. Although

.nu j;w?forms processed appears to be reaching a plateau, the number of
:'different studies initiated continues ‘to grow (Table' II) Resources made

?*co‘para ives.‘

Sixedonth Pro{;ction .
Based upon piesent projections for forms flow and workrloaddrequirements;f

,no additional personnel will be requested bygthe Data ‘rocessin Divisionw,}
‘during the first six months of 1976._}‘ |
{personnel requirements will be reevaluated.vw

Shouljfwork—loa requirements;change,



http:rend-indicated.in
http:360/44.at

TABLE I
E FOBMS PROCESSED AND’ AVAILABLE FOR COMPUTER 'ANALYSIS

~ "' BY:MAJOR STUDYI'AREA AND TIME PERIOD

1973

f 19 /9.

Jan-Dec

Jan-June July-Dec

Jan';m.ia July-Dec

Jain-June

July-Dec

TOTAL

. 'Study Area

Pregnancy Termination |

10 054

. asm‘ [

7440

8062 | 12300 .

9973,

65339

: Mgnstrual_, Regulatidn_ v

11076 |

518 |-

3847 | 14306

17514

Fémale Sterilization

“Admission
Pretest
Final

2 gs0|
2443

98
609

6 550

4519

6 259

3 985
26 113

Follow-Up/Method List| * 0 **

| 2905

8088 |

8 098

14 091

Intrauterine Device
~Admission

- 3115

4510 | 13324

4703

4 750

30402

Follow-Up/Method List

3000

6445 | 14577

6016

10656

40694

Male Sterilization =~ PR P

“Admission
Pretest
Final

+|: - -380:

Follow-Up/Semen Tests »

Pretest - _
- Fimal | s ,.;ez

|oo

1380

496

'| Systemic’ Contraception

Admission: ¢ s i faret

H RSP L

4435

553

. -

To e |-

2822 |

PhyslcaI/SymptomoIogy

Follow-Up

1016°

#1016/

4 | 49786 |2

207378 |

, Totals oy




TABLE N
NUMBER OF ACTIVE CENTERS* AND ACTIVE STUDIES
-~ ..BY.STUDY AREA AND TIME PERIOD.

June 30, 1974 |December 31, 1974| June 30, 1975« [December 31, 1975

+|-Centers'| Studiés | Centers | Studies | Centers | Studies |-Centars | Studies
: ?Pregnancy Tefmination| 66 | 7 | 57| ‘& |- 57 1 o0} 65
Menstrual’ Regulatlon £8 IREE VR BT R T- T R - T 39 N 9
Female Sterilization.'<| . <34 |"¢ 72 |7 48" SR TR R R £ At < T e [}
Intrautenne Device . - |.ii 34 [w (16an | =80 |1 223 ] BB .| 1297 65 |~ 36
Male Sterllpzation 0 0 0 o | 0| O 1 1
Systemic Contraception 0 0 0 0 0| .0 1 1
Total » 168 | 35 | 192 | 42 | 200 | .58 | 261 | 75

13

il

,Comparatwe _— fv |
Studles Only §

) f Pregnancy Termlhatldn
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All currently unfinished programminf7task”t(”ee.?fsoftware)7will»be'cOm—

pleted by ‘the end of this fiscalyyear o kel )
development requirements submitted after Januarﬁl', 1976 will be completed
this fiscal year., Thie is a conservative estimate.i The Burroughs 6746 computer
installation is scheduled for April 1, 1976.. Data processing should be dis-”
rupted for no more than two weeks in early April.a»__" ' ‘

_ After extensive study we" believe this temporary interruption in processing :
and program development will be more than offset by future cost’ savings and
increased productivity. We projected cost increases in computer use beginning

July 1, 1976 Jof 2 5. 'M'S’ 'sfthe rate we were. previously charged as an

-1 tim
S :
educstional institution.» Figure l bears out "this projection. The B-6746

charges will by agreement, never exceed 80 percent of what we. would have been
charged by: the Triangle Universities Computation Center for equivalent work.‘ A
more important point is that since we: need not share a computer with several
hundred other users,'turnaround time for jobs run will be much" quicker.

sm00)
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" Figure . Monthiy. Cost of Computer Use at TUCC. .



{3Th:;second3luarter of 1976 will be a: very difficult time for. the, Data

capacity;to serve willhbe radically improved.,,¢

:.‘

;V;».-;;I‘ZI.EPP: 'DEVELOPMENT DIVISION .

- A newly created position, Associate Director for, Field Development, was
assumed in February of this year by George Stathes. - His, primary duties are to
plan, coordinate, and carry forward strategy and activities to institutionalize
Fertility”Research Programs at ;national and. regional levels overseas.: The
,div

section secretary.l

8, presently staffed with the associate director, assistant, and

The basic strategy ‘being used to, establish regional and, mnational institu—
tions consists of assisting Contributors to build.- ‘upon their current IFRP re-
search activity toward a self-suataining institution. This is, achieved ;at;.
first, by continuing to support IFRP data collection activities, training local
staffvin required data collection and management . procedures, and; assisting with
those“research activity elements not. yet incorporated by. the, country research
organization., To further this goal, the IFRP has. undertaken tos: (l) encourage
and assist the establishment of local research organizations and associations
of“C ntributors, (2) centralize ,country data collection, forisflow, -and “liai-
n '_he)IFRP and (3) phase in subsequent elements of a full -research .

Based on the activities of the local institution and network of contribu-‘

ﬂtors"fthe'IFRP assists the institution in planning for and. procuring program

»developmentxfunds as required.: It is expected that major,basic supportaforlthe

o ij,\f"g‘.
;staff sdministration, and activities futhe'local institution*will;bef

po provided

kfrom national and ministerial budgets focal,,regional and internationalw

_organizations, foundation grants, and the UNFPA.
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REGIONALIZATION ACTIVITIES
”‘1‘ ““INDIA. ‘During the year, “LFRR" staffwfrom Chapel Hill{ pdated the
111164 at ‘Da1ky’
(;ndia Fer3

fgcomputer programs ‘that ‘had ‘been’ transferred earlier to!
ﬁUniversity which service the data’ processing requirements of' :
“}tility Research Programme. - Loading systems were transferred for pregnancy ter~
imination, menstrual regulation and' female sterilization studies, and computer

1{staff at Delhi University were trained to run all systems. Full operating pro—

Tos

| fﬂ ﬂEarly in the year, deldys were ‘experienced by the Executive Committee of
| the India Fertility Research Programme in’ seeing their proposal for UNFPA
,funding move - through government channels. Alternatively, the Administrative ¥

Staff College of India (ASCI) at Hyderabad with new computer facilities and
Ctrained staff expressed interest ni’ managing the ‘data’ proeessing requirements

fof the India’FRP In consultation with the’ India FRP the ASCI has moved for-
-ward a funding proposal to’ DANIDA’through the Ministry of Education.

iuThis proposal«has government approval ‘and " 18" scheduled in January 1976 fo:
presentation to DANIDA'at their meeting with' the’ Ministry of Finance which

.coor inates all proposals.~ Additionally, the Christian Medical Association of
India (CMAI) has expressed interest " in* adopting ‘the’ TFRP research system for h
thei fnetwork of" hospitals and clinics.; They plan to establish a linkage with
the India FRP for processing and’ analyzing their data.’ . CMAT 18’ discussing a”

funding proposal with the Church World Service to implement research and’ re-"
porting activities in 1976.

> Dr’“SarojﬂPachauri formerlvaead offthe IFRP Design and Analysis Division
‘ rxis'now Consultant to the India Fertility

‘e‘;to‘India during the year'and~

Research'Programme.~«Her duties,include’coordinating and assisting with re-v3
search,*organizational and*funding activities.

The India Fertility Research Programme has consolidated its association of
Co' ributors during this year and has continued its series of research pro-';:\
“In De "““", 1 fheld_its 3rd Contributor's Conference, at which several,

__s.presented scientific papers on’ their research activities.&

e



f?BANGLADESH. WDuring ‘the: year IFRR:atudyaactivitieSaand discussions
e with'Contributors and private and: governmental individuals hAVe -led to.the -

V first steps in establishing and registering. a Bangladesh Fertility Research
e:(BFRP) A :preliminary proposal- for funding by the UNFPA has been.
prepared}for governmental approvali. : At the end of December full discussions

were held by Dr. Kessel in Dacca, to outline the plans and strategy:. with: those
involved. Contributors, Ministerial representatives, AID Population Officer,’ EE
‘UNFPA Coordinator-and other:organizations interested in associating with. the
research system. Meetings:with: UNFPA: staff in New York to discuss funding of a
BFRP and thefscope of: work and-level of effort are. planned for. January 1976.1
Arrangements ‘have: been: made for. the: preliminary: training. of a: BFRP Data Collec-<f
tion Coordinator at the India:FRP!offices in Calcuttai: : |

ERGERNNE IS szSIA/IGCC<Countries.a;At:the end. of: January,: Dr.:L. §:{ Sodhy,. Secre-‘
tary: General .of: the: Inter-Governmental Coordinating: Committee . (IGCC) :at: Kuala
~’Lumpur;; met with IFRP::staff. to: discuss . furtherustepshinfestablishingoauregional }
Asia“Fertility*Research‘Programme‘(AFRP)ﬂas~a.programwof“the‘IGCC which"present-
»*lyzincludes :IFRP: research: activities idn: six. countries; in: Southeast Asia (Indo—v'
e,nesia;zMalayaia, Nepal the'Philippines,4Singapore,1and Thailand) Discussions
.were held. at: the: UNFPA with: DrasRe Salas’and:Dr.;S.: Tomita,: Chief,. UNFPA' Region-
alv Programs, concerning funding :for. the AFRP,:: Based on:these discussions," the
draft summary proposal.approved by members of the IGCC was later. refined:and.f

rebudgeted as a series of country proposals to emphasize the individual country -

,*programéaspecta‘offthe'proposaléi§These proposals have:been reviewed by :the
Secretariat of the: IGCC and: are: scheduled! for: circulation:.to :IGCC member! ‘coun~
tries following their next«Expert,Meeting in‘January, 1976

- In the interim, a proposal(to fund; »atcentral office of: the: Asia Fertility
Research Programme has been prepared for submission to NORAD (Norwegian Aid
‘Agency) It is expected that this will besapproved at the IGCC : Expert: Meeting

in January andiforwardedgto NORAD soon after.: Such funding will initiate an’pﬁ

support selected centralized researchxand‘training activities in the™ six member

‘countries,




: dat Vcollection and” foxms: flow: with? Dr._Suporn Koetsawang. """ Computer processing
of data‘in Thailand ia-being- explored.v'mn Indonesia,%Contributors will centra-
lize data collection through:Dr’ .T.: Agoestina.:«She was: trained at IFRP during

| the year and will establish the: office and: function ofData Collection: Coordi-

* nator.: Both: countries are: expected to establish: national Fertility. Research

ﬁfProgrammesmduring<1976f;¢

Vo”””?IRAN““‘During“the'latter part: of: ‘the: year,'discussions were: initiated
£ with Ministerial representatives and: Contributors concerning the: institutional—
_ ization andhfunding of a: Fertility Research: Program in :Iran.,:; Further planning
| -0 initiate centralized activities: at:.a: study site andzto~train ‘a8 Data Collec~

tion Coordinator will take placeain Iran: in: February,~1976.

5., EGYPT.» The Egyptian Fertility iControl. Society (EFCS) ‘has: established
‘ai National Sterilization Registry ‘which. includes\IFRP*studies and its-data::
rcollection system. The Executive,Board of: the EFCS considersfthis au first‘step
ntowards the establishmentxof al more: comprehensive national Fertility Research
Program. A preliminary proposal»for‘funding a’ full range:of: research activities
E in -an: Egyptian: Fertility Research: Program was prepared for: IFRP/EFCS discussions
to take: place. at: Tunis n February;+:1976.:: Arrangements for ‘IFRP: training of-a
Data Collection Coordinator ‘tos centralize data collection An: Egypt. will: be im-
plemented in 1976.‘

y ur6.4 SUDAN. A .group:.of physicians contributing to :IFRP: research: established
and«officially registered the Sudan Fertility Control Association (SFCA).>~Mem-
bership includes Contributors, potential Contributors throughout the’ Sudan,
governmental representatives, and representatives of societies and councils

interested in supporting the Association s activities. SRR SRS

‘:aThe SFCA presented its first scientific paper, a preliminary report includ-

ingﬂlooo cases’ of : the treatment of incomplete abortion, at the!IV Sudanese Con-

‘gress of Obstetrics and&Gynaecology in February. It is‘now analyzing studym
data on 3000 cases to be reported in 1976.

235 -



‘bntributors and

She coordinates ‘the’ flow’ of forms and querieﬂ between?thﬂ SFCATJ
fo{" This ‘has proved ar success.' COding offopen-ended”questions at‘KhaxtoumJ
will'begindn 1976."

”Dr‘ Hamid’ Rushwan, ‘Director of:the” SFCA, met with IFRP staff*during&an
?AIMF training trip to the: States’to’discuss’ strategy “for' procuring‘funds to in-
créase’the-SFCA level of “effort and" scope of research.- He met with Mr. R. El

‘Heneidi, ‘Chief 'of:the Mediterranean' and Middle East- Section ofthe UNFPA, to"
outline SFCA program activities, its potential. for thé::Sudan 'and related~areas,
‘and to determine steps to be taken to procure UNFPA support and funding; In
October, Dr. Ali Fadl, Deputy-ViceiChancellor'of the University of Khartoum anc
member of the SFCA, presented to Mr. R. El Heneidi an outline summary propOsal’
for fundingy- It‘is expected that the formal® proposal‘will ‘be- prepared early ir
41976<for government:approval’in’the Sudan and® ‘forwardingito 'the’ UNFPA.

i 74 iINIGERIA. :Development:of a‘NigeriaﬁFertilityﬁkééearchﬁPrcéramﬁe}3*
based at‘the ‘Univérsity of Ibadan, has not matured’since ‘mid<year.- -

-8, #++BRAZIL: " In November; Dr. Hélio Aguinaga, Director of the Programa“de
Assisténcia Integrada d& Mulher et & Crianga (PAIMCO), based~at“théiﬁcsnita13‘“
Escola S. Francisco de Assis, Rio de Janeiro, discussed a possible linkage with
SIFRP:to .develop”a ifesearch and- repérting system for their ‘projected ‘integrated
health:program.: ‘The program has been7approved'byfthe’Brazilian government “and
will&he%éﬁbmittedftoﬁtheiUNDP for furiding in 1976, ' Sich an association’during
theieafly7atagesJOfﬂthe?establishment2of the PAIMCO ‘program is“expected to ‘lead
to a national Fertility Research Program,”

9., CHILE. The progress of IFRP studies and the volume of forms asaoci- ,
ated with ‘the.: studies at JInstituto’ de‘Fisiologia‘at the Medical School ‘Univer-";
ﬁsityeof Chile,,Santiago .(Drs. Zipper ‘and Medel) 1éd “to discussion’ of trainin‘fa

_DataLCollection Coordinator to manage forms flow and scanning procedures. g ?]
is expected that a: Data Collection Coordinator will ‘be' designated during 19765§
and trained by “IFRP: staff. ‘This® will effectively establish an experienced DCC;
'for possible future centralization of" activities iﬁ*Chile.
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~104.:.. -COLOMBIA. :- Discussion, during the 1atter part of 1975, with“Dr. G.

".Lopez Escobar, President ‘f,th ,COrporacion Centro Regiona,;de Poblacion at.

. Bogota, led to a shift in the approach to establishing a Colombia Fertility, .,
“ Research Program, to be’ funded by the UNFPA. It was decided to first establish;
a limited country .0ffice under the: direction of. Dr.- Riaﬁo, affiliated with Dr.

.Lopez Escobar '8 Regional office. . This will be the .core; upon which;to buildmand‘,

- coordinate activities:before. -formally. requesting UNFPA support., Dr. Riaﬂo‘is‘

expected to visit.the;U, 8. -early; in;1976. to- finalize arrangements for trainingh

;and logistics requirements.

Y,

-VI.  :ADMINISTRATION

An agreement between the. University of -North: Carolina (UNC) and. ithe..
Agency for- International -Development (AID) that IFRP should establish itself ‘as
a separate non-profit corporation capable of conducting the work of Contract
AID/cad-2979 was reached in October, 1974.A This. promptedfa site visit by an
AID evaluation team in early. January 1975 to review preparationswfor trang=. ..
ferring the contract. The propoued policies and procedures, financial manage-
_ment system, and organizational omposition of the new. corporation were .ap=-

jproved .by.the. team,

o Effective February 14, 1976, IFRP. assumed all. assets, liabilities, -and’; the
responsibility for conducting ‘the work of the contract by execution of FB S R

novation agreement between UNC, - AID, and the new corporation. ;A review of ‘the

;year ended Decener 31, 1975 reveals that .an; orderly separation and effective
'continuation of program activities resulted.

., Financial Information(

The financial statement included as Appendix G provides;expenditures andna/
‘ encumbrances incurred by both UNCEJnd IFRP during fiscal year; ended December: 21,
1975_, As approved by the Contracting 0fficer, UNC calculated all,outstandingf: :
”firmtencumbrances as of. the date the contract;was transferred and; includedf\e

h their. f1 . to ;;ﬁgRecords were maintainedby UNC, ofzactual
-_payments“made for a period of ten months after the transfer. .Final; settlement
Cwith FRP took place December 19 1975, which resulted in a refund to IFRP of

»7_$16 665f,5iin unexpended funds.. In order to coincide with the new fiscal year
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of “AID and other Us. government organizations, ‘the Board ‘of Directors ‘approved
changing the ‘fiscal’ year “of “IFRP ‘to the year ending September 30, -

**" 1 The transfer’ of ‘AID/c8d~2979 ‘to ‘the hew IFRP corporation’ effectively e
reduces the total cost to AID by approximately $400,000 ‘annually when ‘compared
to- the same program activity level at UNC. This is a result of the use of
overhedd ‘Funds' £ provide foi what'were previously direct expenses. ALl
administrative personnel which were paid from direct costs while withinfUNC‘arei
now charged to overhead. To compound the difference, overhead at the rate of
‘ZE”E%%&éﬁ%"ﬁaé“cﬁatgég*bés§d‘qnﬁpnegéfsa1g;yfeggépsgg“bhén*tne=¢§n¢;ac: was
with UNC. ST oAl Twr et R

Personnel

Only three additional positions were required as a direct result of
assuming the independent responsibility for the contract.‘ These. positions
related directly to the functions of accounting and personnel management and

were charged to overhead

ﬁiaeémené efforts during the pastiyear have been directed primarily
toward recruiting personnel to fill vacant positions in the Design and Analysis\
Division and the position of Director of Research and Training. A complete
“1isting ‘of all employees and consultants charged’ directly to the:fontract as of
December 31, 1975 is included as Appendix F. N

Publications Unit

7 The number of papers for publication and/or presentation and the number of
jata zollec ‘ f:vbﬁs-being prepared for printing continued1~ increase
in 1975.' In addition; the IFRP began negotiations with FIGO to make’th wf_,
INTERNATIONAL JOURNAL OF GYNAECOLOGY AND OBSTETRICS an official publicati n of

the IFRP as well as of FIGO. The contract calls for the IFRP to prepare 48

. A5 ")‘5

journal pages per issue, the journal is published six times a year.:

“"I.t"‘.‘}f

The con-'

s

per year, with ‘the stipulation that these may be supplied to the publisher in

camera-ready form. To meet this increased demand for in-house typesetting

(M'r/sc)‘ System.
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December. with the addition of the MT/SC,;a’new position, graphics assistant,
‘ was created and the composer Operator position was changed to MT/SC operator.¢

‘,No perﬂonnel changes are anticipa ed through the first half of. 1976

;VWith a staff of aix, the Publications Unit now offers the following

services.

?!1. Coordinating the preparation of manuscripts from first draft through
) printing, presentation, and/or journal publication

2, Editing and copy proofing
3. Typesetting

D ccmplete graphic services. including forms design, illustrations,
layout, and slide ‘and ‘poster presentations Bt it sib e h

2. Handling all requeats for printing, major copying jobs, and photo- ‘
graphic gervices :

6. Maintaining complete files on all IFRP publications, including
¢*i141lustrations, charts; and: photographs, and ‘slide presentations
f“;:’f Gathering information, including maintaining an in-house library,'
inliiconducting literature’ searches, ‘and providing a current awareness
gervice on the literature of human fertility control for the research
" staff
8. Disseminating information, including maintaining a malling list,
_coordinating mass mailings, and responding to individual requests

. To help writers, editors, and typists work together more efficiently, the
Publications Unit has prepared a manual outlining IFRP editorialvpolicies ’
(Appendix C) R

Appendix D is a progress report on the status of the library and infor-‘j

gathering and dissemination s'stems:

It outlines the progress:made in

PR A AT

| . 1 "corporalion
finvolved’considerable expenditures hich could'not be covered by ‘ontract

xaga
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‘funds. . Thi expense ‘was therefore taken from flexible, non<céontract’ funds
1-availab1e ,5 IFRP reducing the amount of non-contract funds at a time when -the
};-‘“i for financial flexibility was at its peak. ‘

Effective June 30 1975 'UNC’ withdrew its permission to allow the program
fto pu chase computer time at educational rates. “This’ forced data processing "
vcosts‘up approximately 2. 5 times the previous rate. As soon as this was made
known to IFRP, ‘the head of data processing began working with administration to
find alternatives that would reduce this cost, which is a significant part of
Lour budget.

Lack of“space for'personnel{and'storage has been'a'problem’during‘thé’fbll,
,calendar year. Temporary relief was gained by negotiating short-term leases

'fficevspace. another floor of the building ‘and storage space in a loca-

ﬁfion ,everal blocks away. Although a concerted effort to’ locate office space
‘In the Chapel Hill area was made, it was not successful, ' IFRP then began the
difficult task of locating a firm which would build office: space for ‘a very
*young organization largely dependent upon government contracts. . _

,,,,,,

reduced by approximately $840 000, effectively precluding many progr mmaticir»_
_aotivities during the following lS-month fiscal year. The situation was made

'1975(

”Significant Accomplishments
s In July 1975 a lease/purchase agreement was executed for a building in ‘the
Research Triangle Park (RIP), located between Raleigh, Durham, and Chapel Hill.i
RTP has become a nationally known center for research organizations. The s “
building, designed specifically for IFRP' needs, will provide 21 600 square
feet of space which will include housing for a :ew}computer which is being
purchased by IFRP. |

After investigating a number: of alternatives d"‘ignfh o
processing costs, IFRP decided to: purchase L1 :
a grant from the Cordelia S. May Family Trust, the’
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calculated to reduce data, procesaing;costs to, the contract by approximately 20

_percent.

- In December 1975 an agreement was reached between the’ International
'_Federation of Gynaecology and Obstetrics (FIGO), Aimqvist and Wiksell Publish-
~.ers, and IFRP to expand the. INTERNATIONAL JOURNAL OF GYNAECOLOGY AND OBSTETRICS
:‘and ‘have it become the official organ of IFRP as well as of FIGO.S IFRP has .
exclusive distribution rights in all LDC's and exclusive rights to. sell adver-
tising in the Journal. It is hoped that revenue from advertising will help
off~set costs incurred. Through an arrangement by which issues would be shipped
‘to central points in bulk and then distributed within the country, IFRP has
;already increased circulation by.1,400 subscriptions.

_‘pw;ngs a result of discussions with Professor Hubert de Watteville, Secretary
'_General‘ofrFIGO, s research relationship with FIGO is expected to be finalized
i in arly,l976. It 1is proposed that IFRP become the central data gathering and

}{processing irganization for FIGO.

!fﬁuringdthe reporting period, TFRP administrative staff has continued to

;ﬁl}~n,A pension plan trust document which complies with all ERISA regula-
"tions has'been prepared and forwarded to the Internal Revenue Service
for a ruling that it is in compliance with IRS and Department of -
-Labor regulations.

. f‘jA 48-page Affirmative Action Plan has been. compiled to -indicate goals
szfor maintaining fair employment practices. After a period of five
"months, no changes have been suggested by the’ Office of Civil Rights,
‘General Services Administration.

A comprehensive IFRP Employees Handbook has been prepared and dis-
~tributed to all staff members as required by law. " The objective in‘
preparing such a handbook is to fully explain all. employee benefite
in terms which can be understood by all personnel. A copy of this

handbook 1s included in Appendix E.

The IFRP Protection of. Human Subjects Committee- composition and procedures
were established and: the first meeting held on' November 6~and 7. Research

VAl



activitiea which had been previqusly approved by the UNC Human Subjects Commit-ﬁi
tee were reviewed and approved with' the exception of ‘thrée’ which could not be o
reviewed because of time conatraints.v New propoaals for anticipated research
activities were also reviewed and approved. It is anticipated that future -

meetings must be scheduled on a quarterly basia.

Future Plans
Establishing IFRP in its new offices in the Research Triangle Park in--ff

volving little or no delay in. program activities will require a major effort
within administration. The move to RTP is anticipated to take place in late
March or early April. C

Continued efforts will be directed toward improving the adminiatrativel
support provided to IFRP. Internal audits of financial and administrative
policies and procedures are being initiated to reveal areas in which improve?

ment can be. implemented.

Considerable effort will be made to sell advertising to reduce the cost of
expanding the International Journal of Gynaecology and Obstetrics. In order to,

increase information diasemenation in IDC's IFRP will offer aubscriptions at or:
near cost. Each FIGO country society will be offered bulk subscriptiona for a
rate of $5-6. The individual societies will assume the responsibility for
distribution within their country.

- 42 -



