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Narrative 

International F.ertl11 ty 
Research Programme, Inc. 

Research Triangle Park, 
North Carolina 

6 years (6/71 • 6/77) 
6 years (6/71 • 6/77) 
5 year. (6/77 • 6/82) 
5 year (6/77 • 6/82) 

0 
6,346,095 
7,697,670 
7,683,514 
8,348,316 
8,893,668 

I. Dobrovir 

The Inte rnational Fertility Research Program (IFRP) has been establhhed to 
conduct comparative field trials on new means of fertility contr~ in the 
less developed countries. , Since the inception, collaborating inveati
~ators have joined this program, and studies have been developed, initiated 
an~ completed relating to six major fertility control modalities. Consider.ble 
s~ientific data relating to the performance of several means of fertility 
control is now available from the IFRP to guide family planning program 
administrators. 

• 



B. i::xrandcj N,lrrRl i ve St.atement 

1. Project Description, Eackground and Progress R~port 

a. ~8cription and Backsround 

' [ 'h ~' inlcrno.tjonnl Fertility Research Program 'Was established July I, 
1'1'(1. Lo nllow rapld hip:h quality clinical trials of neW' means o f 
1', ' rt.11 it.y (·ont.ral 011 n (!omrarnttv(' ba..cds under use condltion~ in A. 

:q lt' rt. rum \,f cOlin trl (' !'\ tutd eul turps . Object i vi toy and comrarabll ity 
Il r, ' :'(lu/:ht by ll SC' o f f; tnt.isticnl Md E'pldeminloflical t~chnlquE's CnL

I'i uylup, ~tlllldt\rd dllts collpction formats and central analysis o f data. 
'l ' h f'rl~ nl"(' tH'\i nwncr ous f e rtility control techtiiques lIot yet 1n clinical 
WI Hf':r' [n d,'v"loring countrit"s vhtch have the notf'lItlnl of marked ad
V I UICI~:J [II l'U!W Cl f \l nf", r c lirth11it.y nnd accertalltlity. Particularly. 
t,lu ' IH 'wc'r [111 1:1 . Impr C'vrd ~ t.C" rll it.ntlon t echnique!', ~iToBt~ll\nd in8 whl 
VII ri n il :: ~ I \' rl"'ojlhtl c{'Ilt.rnc~· pt.lv\'" urp.rnt ly r{'quirt" cmpnrattvc cllnicnl 
t.\·~~ l. j np:. III Hddlti on. the prop;ram ~upport6 specinl st.udies to brlng 
t' I'oml sl np: mpthods t o t.he field trials stage and selected in depth 
~ t, tld t f' s of t he s uccess of certe'n methods. The most Impcr"tant result 
n f this proj e ct is the rapid evaluation of various means of fertility 
control I n pr ocess either impossible or requiring years of experience 
if directly comparable clinical field trials are not available. 

PlIr i np; it.s five and one- half years of existence, IFRP developed stand
n.rdl ;:{'d dntn collect i on instruments, stuay "'Irotocols, i nstruction 
mnfi lld ~ fmd computE"r programs to rapidly analyze r ese arch data in six 
mll,~o r :~ tu \ly II rp fl ~ : prE"f(Oflllcy termination, menstrual regulation, intra
IIt,c-r i 111" contraccptl v(' de vi ces t male and female sterlli 'lation , and 
II,Y:l l.\'m i (' \'11 nt.raceptlves , includin~ oral contrac~ptives. IFRP h f\S de
vl'\ o p,' d nn Inte rnati ol1f11 netvork of more than 250 Contributor physicians 
rn mor \"' thWl 30 cOWltries t primarily LDCs, conducting clinical trials 
l1r: cording t o IF'RP s tudy protocols. IFRP headquarters in Research 
'I'rlllllp:l c rark. North Ca.rolina , manages the p r ogram by continuou9 dtnlogue 
.... i t.h l he contributing physicians, by organized trainin,. programs, by 
s i t.p visit:}. and by selected contributor conferpnces, As IFRP rCGenrch 
me t.hodo logy has a ttracted the interest of national groups in LDCs, 
several national and r egional semi -autonomous fertility resea.rch pro
p:rams have been organized using IFRP standard forms and computer 
systems. 

The r es earch efforts of IFRP add significantly to th~ body of scientific 
knowledge related to fertility control technology. Rich feedback from 
IFRr t o its Contributors in the form of computer generated standard 
tables and special analyses enable l eading clinicians in LDCs to writ 
h i ph quality research reports. In ~ditlon, the IFRP statf prepare 
reports of pooled data frO.'D many parts of the worl.d. Information about 
mC"thods vhich have proven safer, more effective , and more acceptable 1s 
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dloseminutpd Widely through scientitic conferences and publications in
c 1 ud i nr. the Internati ona1 .Tournal of Cynaecolo~ and Obstetr I cs wh i fl}: is 
nnw 1111' "frlcial orr,l\J1 ~'f t.hE' Trnr os well fl~ of tht> Tni!prnAt.iollfll 
F,·ftl'r,'l.t 1r-1l PI' r.~'IU·('''l(\I-·Y wlc1 \'b~lf"t rll'8 (FIC0). 

f\ ~1,'d l "1\ 1 A,lv ir:i" r~' \'olnml' t , (,(, hit:: h~'\ 'n nrll:Rnl u'd 1.0 IIl'l" c1f'tf'Ml\int' r" r.c' !U·ch 
l' rl",-III,, :; I Ulhllljl 1111' m:I1IY rlrur.,tl. ~lf'vi ('es . Nil! rrl\(,t·~turl'S rrt'ro'l" d /, (1,· 

gllh! . .,. I.h,'\IHf·,I, Illl' '''-W', f\ rrC"\.! ' I' t 10 11 or HumWl :~ul' .'t:'ct~ Commtt.tl't' Al' I'TC'Vt'9 
\' [11'11 I1\'W ml't,hod And ~Itudy df"sir.n Md ppriodlcal ty rC'view9 study rt's u1ts 
I II I\~; !.\u rl' that t he> benefits deriv('d from these stUdies outweigh, the risks 
I I) volunteers 1n the studies. 

Conti nuation of this program is sought to '!lrovide an effective international 
mechanism for field testing fertility control metho~, technique~, and 
devices so as to provide data relating to safety. effectiveness. and 
acceptability of these methods. The institutionalization of family planning 
in a large number of countries has heightened interest on the part of gov
ermnent officials, administrators, and clinicians in the means of achieving 
fe rtility control. Hence scientifically designed and carefully monitored 
studi~s ~t the clinics and hospitals under use conditions offer the best ~ 
npro rLuni ty fo r 'mpnrtial evaluation of the methods. It has now become 
,· !t·!lr t.hnt. tlw prese nt and rroJpcted computer data base- of IfRP can be an 
illll'~ll·t.llnt. sl'urcr of information to guide both AID and LDC policy dechions 
r ,' III t.\'d to cant rst'{'rt t Vf' techno] o~, commodi ty procurement, and ~ervice 

th-l i vpr~' t1yn t, ,'m~ . 

'1 '1 ... IFill ' wil t l' .,mtllllh' If) t'nnduct \'iF' (l ,'OUS ('\Jni(' ul trinL!;I of butlt rrllr.l-
i 1: t Ill' II'· .... "h'\ h{ld:1 IUld ,"U1y Itect'pt.e'\! lnC't,hods of r t' rt,j 11 t.y rl~p:ul At, i on. 
\'linicHi l. rinl r. In tlh~ ~i)( f1;C'nero.l stu~y are as cit.ed nhove ~tll conti nue 
1.0 \.(" t.he' majo r C'mrhA.sis of the rroRram. IFRP also ~ill support resf"arrh 
nt'"d,'d tn brin€, pr omising methods of fertility control to the point where 
('llni cal s tudies are appropriate. The IFRP international network of con
t Tibutors wi ll oontinue to be the final common psth to field trials. under 
use conditions in the LOCs, of new and improved fertility control technol
ogy developed at IFRP, under other AID projects, and through other public 
and priv~te ~encies. 

Continuatit' .. ." o'r the program w111 provide for training of collaborating 
invps t igators in the newer techniques of fertility control so that clinical 
trials can be initiated in the overseas setting. This is only a rart of 
the total training effort which includes establishing a records dialogue 
on standard data collection instruments and introducing comparative study 
pr otocols jn an international network of study Contributors. Aspects of 
training more r ecently include interpretation of computer programmed 
standard tables, which impose a form of quality control in scientific 
r epor ts. 

During t.he last few years of the program, the level of expertise has been 
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developed to such a degree among contributors in several LDCs that semi
autonomous research programs hav~ been oTganized utl1izln~ IFRP research 
mptl lodoloFY 1n India, BangladE"sh. Colombia and the Sudan. F\lrther trans
rl' r of techno]o~ Mil responsibility to national Md re~ional fertility 
rrSI'fU'ch rro~rrun5 ..,111 be an obJf'ctive of thE" continued program. Also 
111 r r:lponsC' to TPqUf'sts from ContrlbutoTl, thf' rr0f:l;r8Jl\ will be further 
hrmlri('ned t.o j nelude the development of record systems to evaluate both 
\'1 I., i ('- hased nnd communi ty-base d f8lllily plano! n~ programs. includinp; 
posll'nrtum program~. 'I'o RCCelf'TtltC' theo introduction of improved surgical 
t, !"chnolo~ In fNnl1y pll!lrmlnp: services, IFRP's efforts will be- expru\dpd 
1. 0 indudf" n s mall pro~rf11fl of ph)tsicinn training and support, Tlrlncil,dly 
o f tlPlectrd clini cal s~rvlces pr<lv lded br collaboratinf'( resl!A.rch cent.ers. 

H'Rr was o'i"ganlzed on July 1, 19'{l. The initial contract period vas for 
a t.otal o f five years, to June 30, 1916, with initial funding for three 
years, to June 30 , 1914 , Subsequently, authorization was provided to 
extend both the period of services and funding to June 30, 1917, a total 
o f six years. By the end of 19t4, IFRP had developed into a large inter
nat i onal field trial center vith its avo administration. It was then de
cided by mutuaJ. agreement of the University, AID, and IFRP that the program 
ct)uld operate as an independent non-protit institution. On February 14, 
10'(J , t.he lFRr officially s~parated from the University and is now located 
1n llcsl"nrch Triangle Park, North Carolina. The current proposal requests 
continued support of the progrRm for an additional five years. effective 
,Iuly 1, 1911 when the prpsent fundinp: authority expires. 

1>. !'rngr cs!l Report 

'j'll(' II1I,(>rIHlI hllllll f"'rtll ,\ty Hf's .":l.rch J' r op;rrun (IFRr) wa~ inlt1atrd .July 1, 
1"'(1 . A df · l.q.i \.·d rt' ,..ort of rrop:r('~~ mnd!." (turtnp: the first threr yeA.rs of 
t hf" prC'l,:;rRrn WIlS rrf'r.C'nt<>d tC'l the HC'search Advisory Committee May 6-1, lQ74 
whrn t.h(l pro,rr8JTI WU!3 rev ewed !lnd approved f or extension of services and 
funding through June 30 , 917. 

Tn the first three years of the program , an organization was developed 
carable o f initiating studies in six study areas: pregnancy termination, 
n,enstruaJ r egulation , IUDs, female sterilization male sterilization, and 
sys t emic contraceotives . Significant findings from clinical field testing 
in each of these !'.reas were described in detail. Review mechanisms were 
~stabli shed to scr een new methods for study , including review by the IFRP 
Medi cal Advisory Committee and the Uni'Vt!'r"si ty of North Carolina IS Cormnittee 
on Human Experimentation. Standard data collection instruments were de
ve loped . Compute r assisted data management, editing and analysis became 
well advanced. Study protocols vere developed and straight and comparative 
studies of new methods of fertility control vere initiated. Study results 
',Ir- re disseminated by papers in appropriate scientific journals, at scienti
fic conference and meetings, and by consultant reports prepared by IFRP 
prrsonnel. 

• 
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(Jve r t he tot &! five and one-halt years ot the program, the primary ob
ject i ve and accomplishment or IFRP has been the develo~nt ot a re~earch 
system vhi ch provides rapid evaluation ot methods or tertility cC'lntrol 
t hrough cllnl c~l field tr i als to Idpntlty thOle which are desirable tor 
program us e , i ,. e . safe . pttective 8Jld acceptable. Throuch thh sYltela, 
impor t ant rlndl ~~s have been made In each ot the six .. in .tudJ areka 
'Which ",ill ot! des cribed 1n lome detail,. later In thia section. Important ; 
supporting accomplishments over the l.ife of the procram are noted .. 
f a llovs : 

- Straight and Comparative clinical study protocols and data collection 
i ns truments have been designed , pretested, refined and placed into wide 
fi e ld use In the major study areas, i.e. pregnancy termination, menstrual 
regul ati on, IUDs, male and female sterilization, and systemic contfaceptlves 
including orals. 

• - Data proces sing and analysis have reached a high degree or sophistica-
t i on, reliab ili~y and erticiency. 

- IFRP has de veloped i n international network of more than 250 cont rl-
• butor s i n over 30 co ntries who are nov actively engaged in IFRP research 

act iv ities . These cl inical investigators have been trained in IFRP re
sellrch me t hodologf and medical prooedures, and are abl~ to conduct stand .. 
ardited clinical trials resulting in reliable, high qu ity data. 

- 5rv~ral nntiona l and r egions' fertility research programs are in the 
proce, a o f be·j ng or ganized to coordinate the research I.cti vi ties, including 
dnta co l lec t ion mnmagement. in their geographic are ... Semi-autonomous 
programs are nO\l fun ct iC2?icg in Ir..dia, Bangladesh. Colaabia and the Sudan. 

- The 
use of 
Family 
r ecord 

computer capabilities have been employed to pro'r ide data on tield 
nev means of fertility control in the program ~ontext through a 
Pl anning Clini c Record system, a Maternity Rec6rd system, L~A 
systems for Community-Based Distribution ot Contraceptives. 

- Tn col l aboration with its Contributors, IFRP has played a maJor role in 
developing improved techniques or fertility regulation, recent notable 
examples bei ng femal e sterilization ~y laparoscopy and the simpler mini
laparotomy procedure. 

- Research dat~ on approxi mately 200 ,000 cases in the six study areas 
have been proces sed and loaded into the IFRP data bank. ". ... 1 

- In ex~eS 5 
Contributors 

of 288 sci entific papers have been 
to dis semi nate research findings. 

t i f i c papers are prepared each year. 

prepared by IF~~ statt and 
Presently, about 100 acien-



_ ';.'!le rece nt fOl::'Ual association with t he International Federation of 
Gj'necolo~ and Ob,tetrics (FIGO) and its standing committees promises to 
b r ondt'n the i nternati ona.l net\o{or k of clinicians through which population 
rt 'f.t':l r t'll CM l't' l'onducted and to promote the effectivt'" dissemin,,.tion of 
r "i;,'!'I r l'h in fonnat,ion by publication in the FIno Journnl which has now 
b" " l~m" !.Ill' o fri ~ ial orr,nn (If IFRr as \lE:'11. 

:'i;.:ui ficwlt findings in the six major study areas are s ummafl:.ed as f o110 .... 8 : 

!' r''f I1 Wl\'y 'l'cnni nnti op 

Vn1?tlllm I\.:-l pirllt.ion (VA ) has become t he most. frequently used procedure f or 
,.J)~onnjng induced fi rst. trimester abortions. ~tany institutions nO'ol per
f Qr m t hf.' pr oudure on an outpatient basis without t he use of general anes
t lirsla. The complication rate f or the procedure is low. Important findings 
i nc l utIc : 

]) Wi th r pspcct to all criteria of performance ( rates of spec i f i c 
{!()[nl' llcstions , blood losn , frequency of cannula. reinsertion, amount of 
r .'t.niut'd tlsRue). there nrf' no significant differences between the m~tal 
:md r]pxible pla~ti c (Karman type) cannulae for terminatin, pregnancies 
o r 'f t.o 10 .... eek s I p,es tat ton by vacuwn aspiration . 

: ') 'I'IIC' vf'lItrd lind nonven t ('d cn.nnulac r esult in similar rates of l! rt~c
iv , ' rh·.'~ /UHt C'1'J'Ilrlicat l ons vil('n u~ed fo r t.prminatinp: pregnanc ies nt 
'I' t l ' I:' .... ,·l ' kll ' p':(·~·tntic>n. 

, l VfI 1'(ln:p 'I[""U I f' J i l it.a t.i C" tl mill ('urrtt.:l.f.l" ( Pifr) wh en performt"'d in 
l'I':lv ilh~: lit] i In \' . ""f"f' I , ~ ' 1·,·~trJ ion is n.~f:o(' tntl'd wit.h sign ific:lnlly 
lIi p;lw r l"I t.t' ~ o r " tlll1r l i"'!\ l iC"Il :) . 

4) ]'c rfor ming D&C at 13 t.o l ~ \J oeks ' gestatIon appears tC' b~ s afer 
than v3.itlng until afte r 15 weeks' gestation and administerin£!: intrD.
amnio I c hype rtonic saline. 

~) 'f 'he incidence o f complications for saline abortion increases wah 
t. lll! dur ati on of placental retention~ vhile the hourly rates of s1'on
t nltCOus exru1sion o f the placenta decrease. Surgical removal of the 
p1accntn appears indicated if it is not spontaneously expellp.c 'Within 
tW'o "ours of dpli very of the fetus. 

(; ) Tnt. r a-rurul ioti c hype r tonic saline augmente d witll intravenous oxytoci n 
i ~l IlF:r.oc illted with shortened i nstillation-to-abortion times (medi c..n, 
:') , ", hou r s ) ('ompared to i m.ra-amniotic hypertonic sal ine wi t hout supplc
m" n t.nl oxytoci n (medi an~ 33.3 hours / . The instillation- to-abC'rt ion 
time does not depend on the rate o f oxytoci n administration (11-64 
mIU/min). but does depe nd on the time of administ r ation. Oxytocin 
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init i ate-d .... it h in ~ hours after saline iristillation decreasE's thro 
ilwt illllti C'lIl-tC'l-nl'l L'l rtil.'11 t iml~. 

'j ) 111 :: \. 111 nl i l)f\-\ cl-ntlOl't i \.'11 t Iml':: for i ntrn-amn 11'1. 1,' snl 1111' III'" III ' t 

11' · I 't~ I H.lt · lIt. lm t.he J' ~ lt.It'nt's r," p t.nt. i ('ln age (1(,_;' " WCt'k3) I nf,l', 1'1\('(', u r 
,Pltr i I.y. 

1\) 'l'llf'rl.! ' ... ere n('l npparpnt. advant.ages to the removal of 81Miotic 
(' Iuld (in vurious amounts--lOO m1 or 150 llll ) prior to the instillation 
of 200 ml of 20 percent hypertonic saline. Success (in terms of iOJ 
complete abortion rates). safety (specific complication rates), and 
speed (time from instillation to abortion of the fetus) were criteria 
considered. 

C) Since the inte rval from intra-amniotic administration of prosta
gl nndin F2L (PGF2~) to ~bo~ion has been reported to depen~ on the time 
of d.a.y PGF2..",as instilled, a study was undertaken to determine if the;le 
wns n periodicity in response to the intra- amniotic instillation of 
:,'lOll ml of 20 perce~t hypertonic saline. In this study of 4,000 hyper
toni l' naline nborti on cases. no significant differences in instillation
I.n-nuortion times vere found after controlling for the ~ovn effect of 
nxyt ,'cJII Infus t on. 

Ill) { 'ontrl'tlnhh~ ri nk f~ctors ItSs t'ciatrd vit h inrl 'ction after ~ !tliOl ' 
' .t 'l ' rt. j.' 11 nrc: l'rlI101lp:p.l {n, tll]f\t.it)l1-to-nhorlINI t. imp , rppf'at instll
l nt i1111S . lind t,lle' t.'!I'ltniqttPs u~('d :.y t he physicjan 1,,"rr0;1og t.hr 
I II" tit I nt-iOfl. 'L"C' only contro ~lft.t' lc risk factor a..c:;soci a " ed vi th hen'rOr
rhnp,f' Is p1act"'ntal retention beyond one hour's duration . 

11) Compared t o the single intra-3mniotic 50 <mg PGF2~ dose schedule , the 
2') IT'.(!: multiple dose schedule (additional 25 mg PFGa., injected at 6, 24, 
and 30 hours if abortion has not yet occurred), results in shortened 
median instillation- to-abortion timl" ;-'-(l1 . 4 vs. 20.8 hours), but it has 
s imilar rates of complications ana ~ , de effects except for reduced 
vomiting. 

12) 80th the 50"'mg and repea'\;d 25 mg PGFg. dose schedules have shorter 
ins t1aation- to-abortion t'mes than 2Oq~'fof 20 percent hypertonic 
~31ine ~ (mediany 26.3 hours;, but they h~ve higher rates of incomplete 
aborti on. and hig~~r rates of gastrointestin~l side effects. 

13 ) Sterilization via laparotol'lY 'With a POll1l'"l'oy ligation of thE' tulles 
~.., ~ s not signi ficantly increase the complication rates after 1,.(-rmi nating 
p,ro g n&.nc1es at 15-20 weeks I gestation vith either intra- amniotJ c PGF2 .... 
( s ingle or multiple dose schedule) or intra- amniotic hypertonic saline. 

14) Studies of incomplete abortion demonstrate complication rates which 
are significantly higher for women vho probably had an illegally induced 



!'lh" r ::' cn .:onrared t C'l .... oml?n .. 1:" .. r~"'bably h&,\ 5 sr,"'ntrul(, u~ abCl·t.i'-'n. 
Rat.e s of serious complications Il1ld deat.h from spontaneous (inclurtin~ 
illegally induced) abortions are significantly higher than for legally 
induced abortion. 

15 ) A comparison of septic and non-septic incomplete. inevitable and 
threatened abortion (nT) cases .... as conducted at four centprs and the 
analysis controlled for location. S~ptic cases were more likely than 
[TT cases to have previous histories of induced abortion, to be ad
mitted for treatment at later gestational ages, to have higher rates 
0 f immediate complications (after controlling for method of treatment). 
~· ~: r\:ci.n.lly fever, excessive blood loss and uterine perforation, and to 
r"qui re .1onp,er hospitalization . 

II . ) :~, 'v(' rnl ~tudit's .... ere conducted to establish baselines of routine 
t r, 'ntmt' lit. 01" Rhort.lon in countries .... ith legA.l restrictions on abortion. 
LI,u'/.(f> lnst.1tut. loml were more likely t."'::l provide i n<iuc('d aborti ons thRn 
'I mnl h' r ('\111":, . EtlCh .in :~ , it.u t.inn used one treat.ment. method (usuru.ly D&C 
n r VA) rout.inely, and complication rates 'Were siy,nificantly low~r for 
1""UNlts r~questing treatm~nt in the first trimester instead of the 
second trimester, 

r~pnst rua.l Regulation 

n'Rr-' has played a l ea.d ing role in demonstrating the increased safety of 
(,lI l'l y lermina.ti on of 11 suspected pregnancy by va.cuum aspiration. The IFRP 
lID::! dl' vc loped the ma jor data bank for menstrual regulation {MR} vhich per
mit.n Iln tLlYflis o f vacuum source, cannula size. length of amenorrhea and 
cqtdJ,'mc nl durability ~f well as safety, effectiveness and acceptability. 
lJiGs pmination o f ,re!; l ~rch results by the IFRP staff and Contributors 
Hl'pC' ars to hRv~ had a signl ficant impact on kno .... led~e re,t;tardin,t;t 
ltli!;; procedure .... orldwide as a method for terminating a suspe-::ted preg
nancy. fmportant resea~'ch findings include: 

l) The Pregnosticon Dri-Dot pregnancy test is not a very reliable 
test for the diagnosis o f pregnancy for amenorrheic 'Women who arc 
withIn 14 d~vs of a missed menstrual period; however, only B.o percp.nt 
o f posi tive re sults are false, but about 41.2 percent of negative 
r f:sults are fal st:' . As the number of days delay in onset of menstruation 
increases the false-positive pnd the false-negative rates of the test 
decrease. 

2) The probability of complications with' an r.m procedure increases 
sli ghtly as days del~ in onset of menstruation increases; however, 
the probability of an unnecessary procedure (i.e. an MR procedure per
formed on a patient who is not pregnant) decreases rapidly offsetting 
the increased risk of complications. 

. . 
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3) The proportion of ~tlent5 documented to be pregnant increases from 
about 30 percent for patients at less than 32 days of amenorr~-a to 
over 80 percent tor patients at 46-49 days of amenorrhea. 

II) kegardl t>ss o f thf' size of cannula (4 I 5 I or 6 mm), vacuum source 
(" V c c sy r 1 nge. electri c pwnr), or length of amenorrhea, rates of 
:: iRlli ricnnt compli c a.t.ions nrf' l O'<l--leSB than 3 percent In most of t.IH' 
!: L.lhli(>s Trro rt.l'd by U'R!', 'Tn fact. the variRtion in complica.t.lon r ates 
lunotlt': l\mtt'l'u does not appear t.o b\' related to the equipment used \:lut. 
d(l("':! nppear to be related to the trainin~ and experience of the physi
c ians performing the procedures. 

',) rompl tent. ion rate s are hip:her for patients documented to l>e pregnant 
t.1. 1I 11 for rnt.iellts .... ho arc not pregnant at the time of the MR. 

(;) liigher rates of complica ions have been reported for HRs performed 
in count~i es vhere artificial abortion i illegal than in countries 
.... here it is legal. 

7) The overall failure rate of ~m to terminate pregnancy is about 
2 percent, but failure rates decline with increas ed experience of 
operators . 

1\) :,ome ~tudies hnve reported lower failure rates for MRs perfonned 
wi t.1l the 1Arr;er difUlleter (6 mm) cannulat" than MRs performed with the 
nmlll1t'r d.ifUTI<'te r (4 mm) cur.nuln. Also, the failure rate of MfI appears 
t.(' dp c l·t!n ~ (> wi th increasing duration of amenorrhea. 

'j) (lnt' tl tudy has dE'moll~tratcd that nUr5e-mi14.lives can be trained to 
J','rl'o rm MRs t rond that t.heir comp1 ication and failure rates are no dif
r, ' rl'nt than tho~(' of rhysicinns vho performed the procedures. Hoveve r, 
In 0 11,' sturly wh e re nurs e -m tdwl Yes hn.ve be en inadequl\tely trained thigh 
rnl \.~; or comp I i cnt ions and failures ",ere initially obtained. 

10) 'l'he intrSJlluscular administration of an estrogen/progesterone pre
paration (50 rag progesterone and 3 mg estradiol benzoat.e in oil) ",as 
found to be ineffective in inducing bleeding in non-pregnant women. 
Two-thirds of non-pregnant patients began menstruation within on~ week 
of first requesting MR independent of whether they received intra
muscular estrogen or no treatment. 

11) '['here appear to be no significant advantages to the intra.uterine 
administration of 5 ~ PGF~ for MR vhen compared to vacuum aspiration 
procpdure. All PGF2A treated pat ients need to be premedicated vith 
tranquilizers and analgesics. Over 30 percent of the PG treated 
patients had one or more episodes of vomiting and all had prolonged 
durations of uterine bleeding (9-18 d~s) folloving the PG adm~nistrR lon. 
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Intl'IULt t'rll\! ' l 't'vICt"jl 

l~'m' \'vaiUIlI, ltlll of 1111) Jw rfc1rtllnllct' h:Cl fOCU.9t~d IlII pre'gunney HIIII ">' 1'1I,i:;\f'l1l 
rntf" \! t I1l1d morc r C'cC'nt.ly on r cduct.iClII o f tul.l related bleeding, pArticulRrl 
tllnt. IIhich leq.ds to removal. Bleeding/pain removal rates currently range 
from 4 to 15 rer 100 vomen at the end of one year. Specific findings include: 

1) The near zero one year pregnancy rate ~~eviously reported in Cairo 
~ith the Spring Coil IUD vas reported in t\~ additional studies involving 
over 1,500 .... omen. Bleeding/pain removal ra\\es were high in each study. 

~) The long term use effectiveness of the Cu-7 200 indicated that the 
yearly rates of pregnancy did not increase with dUration of use. The 
stUdy was based on 514 CU-7 users follo .... ed for a period of up to 63 
months. Though five year bleeding/patn removal rates were significantly 
lC1wE'r than corresponding rates of Loop C and D Cft..q<:!s, pregnancy rates 
wrrl' sip:nl ficantly higher. 

{) I \I 1\ retrospect! ve study of the LEM device it was found that. the 
II\ ' rfonnnnc~ of the device vas suboptimal rE'lntive to pregnancy. One 
YC'I\r prcgnRllcy rt\t,es rr.ay have been elevnted by po~sible stru~tural 
I'r~'\hlf>m~ vh idl ('Bused the' device to lose its mt'mory over time .nd to be 
JI !t pllU:,pli if) thl' lower uterlne 'c>p:meont . ~ 

'j) [n A sludy of over 1100 vomen us ing a zinc-copper 1-device, \ vas 
found thnt the addition of zinc signiricant~ lowered the pregn.lncy rate 
of the 1-device relative to the Cu-1. Biopsies taken at various time 
intervals in the stu~ suggest that early abnormal h~stopathological 
findings may i;e transitory. 

5) In another stUdy of the sDlall Cu-1 it vas found that expulsion rates 
were significantly l over for thi~ device relative to the standard Cu-7. 
Bleeding removal rates were not different, however. 

6 ) In a follow-up study of 841 users of the M-device, it vas founJ 
t.ha.t the five year expulsion rate of this device "las less than one per 
] 00 acceptors. ~bedding of the device has been advanced as the most 
probable r.ause of this high retention rate. 

1) One year expulsion rates vere found to be uniform among five cenlers 
using the Dalkon Shield . The high level of pregnancy yrotection origi 
n~lly reported for this dr.vi ce was not reported in any of these fivp 
studies. The studies involved over 5,100 users of the Delkon Shield. 

8) In studie~ in vhich bleeding vas the primary parameter of interest, 
it vas found that U-Coil IUDs loaded with tranexami~ aeiJ (20~ ca.es) 
were superior to copper-loaded U-Coils (250 cases) ir. reducing bleeding 
problems. A heavy menstrual flov and increase in duration of flow was 

.. 

http:panhcy.On


· . 

ey.per i enc~d ~ore often by us~r6 of the Copper U-Coil than by users of 
the medicated device. The six month bleedlng removal rates vere 9.9 
&ld 1.1 for the tve devices respectively. 

I)} rn o.nothpr s tudy of bl eeding involving the Spring Coil as a carrier 
t' 1,.~ r eoppcI'. progl~ st.erone. and mestranol, it was found that mestranol 
LU1 11 prop;t>sterone werc associated with less bleeding than were copper 
nnd til", inert Coils. ProP.'est.erone did cause an increase In the len~th 
,1 r mt m~t· rual flOW't but bleeding leading to a removal of the device vas 
cornpnrnbl (' to that of the mestranol loaded device. 

Ill) 1':l\rly I'IIl!linp.s .... ith the Pleated Membrane IUD (rUM) indicated that 
1.11 I 5 dey I c& waa a.ssoci ated wi th heavy bleeding thouy,h some ' improvement 
wn:i 110tPtl wlll' o th", device was used in the immediate post-abortion per
iod . ~'odir[Cllt.1ons designed to decrease this blee.d.ing included a hydron 
("ant cd Ill,..., one made wi th a Boft material and one with a decreased 
.... i sllbone ~lur tx' rtj ng the device. Findings from the study of these modi
fications suggested that bleeding was reduced with the smaller wishbone 
TIlM, but slightly increased with the hydron coated device. The soft 
maierial device was too rapidly expelled. 

\1 ) 'rhe flUid-filled Teena device \las designed to decrease bleeding and 
puin. The performance of this device \las suboptimal in preventing preg
nancy, in retention, and \las associated \lith a high incidence of bleeding •. 
Additionally, it .... as reported tq~t a foul smell \las associated with the 
lI~C of this device. This report along \lith that from a study of the 
Anderson I~af IUD suggests that not only these two silastic devices, but 
all, may be unus eable in conjunction with intrauterine devices. 

\ ;. ) 1\ prescri.ptive approach to the use of an IUD was tested with the 
\~t'\ 03 d('vic~" . 'fhis plinble device was to confonn to the shape of the 
utrrus. 1!1 t .... o separate studies, use of the device \rIas associated with 
(I hl v.h level of bleeding and most devices vere ultimately expelled. 
Bot.h Rtud1.es vere terminated in the early stages. 

lJ) 'I 'here were no significant differences in the pregnancy, expulsion 
or bleeding/pain removal rates for IUDs inserted by midwives (252) or 
by phYSicians (6~6 ) in a study of the Copper-T IUD. IUD continuation 
rates were, however, significantly lover among women vho had tt~ IUD 
inserted by midvives. 

Female Ster ilization 

IFRP has been inst rumental in developing and testing improved methods of 
surgical contraception for vomen over the last five years. Female sterili
zation has evolved from a procedure requiring general anesthesia and hospi
tal1za~ion to one vhich may be performed on an outpatient basis with the use 
of local anesthesia. 
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J J 'J't,(: f",ll', .... in~ TI:sults \leT'" obt&.irled from a pooled study of 8.568 
la~ur~~~o~1c 3ter i llzation ~rocedures performed in 16 countries and 
including l.! ,928 electrocoagulation, 1,696 spl'ing-loaded clip I and 
1 t ~1 4 L tubal ring procedures. ;1early 84 percent of the laparoscopies 
! ... ~rt' l'e-rformed as interval precE"dures . 

II) ('J'\'l'h'mn wIth eqllipment occasionally cnmwd lt1fficult.l('s with 
111 t t.hrl.:'t· m~·thC'd~ I.,r t.u\'nl (lccllision, but rrohll'ms wrre mont rl'l~qU(!lIt 

wlt.h PI'C't. ot.ypc spring-loaded clip equipment . Failure to complete the 
pll.l.t1rlt'u proct!dure occurred less frequently among electrocoagulation 
C!L!H'R (O.~~) than among spring-loaded clip (0.8%) or tubal ring (0.6%) 

t. ) L1tl'!lrC11.nm,y . for various T(>f\SOnS, was rE"quir£'d for fi VP cl.lses 
((1.1 ;;' ). !10 .... l ·1 injuries occurrad in five patients (0.1% of electro
cOllf(ulntion cases) , four of whom did not require surgical treatment. 
Bleeding of the tubes and/or mesosalpinx was reported for a higher 
pr oportion of electrocoagulation (1.0%) and tub~' ing (1.2%) patients 
than spring-loaded clip (0.2%) patients . 

c ) 'fhe pregnancy rates, at six months, vere 0.4 percent for cllutery, 
1.2 percent for clip, and 0.2 percent for tubal ring cases. Cumulative 
l :!-month rates were 0.7 percent for cautery and 2.5 percent for clips. 
Not enough data were available at the time of this analysis to deter
minI:" reliable l2-month rates for the tubal ring. 

~.) fn nn onalysis of follow-up data on 8,483 vomen sterilized by lapa
r nG copjc p.Ject rocoagulation (5,097 cases) or appUcation of spring
I,mdf'd cUps (1 ,466 cases) or tubal rings (1 ,920 cases), the results 

.... '· r!' Ii" follllw!\: 

a) 'l'lu' l:'-monl.h prC'~lltmcy rntf'S 1n int('rvnl patients w~r(-! signifj 
crull.ly hir.hl'r for clip (.~ . :' per 100 women) than for cautery (o.ld or 
ring (0 .6). Among postabortion patients the 6-month rates were also 
significantly higher for clip (2.6) than for cautery (0.7) or ring 
(0.0) • 

b) BASed on this analysis, the three currently available techni~es 
of laparoscopic tubal occlusion are similarly fre~ of significant 
gynecologic effects for the first year after surgery. Rates of 
gynecologic surg~ry were low (less than one p~rcent) for all tech
niques and pregnancy status patient groups. 

c) No consistent changes in menstrual patterns were observed and the 
majority of the women reported no change 1n menstrual cycle parameters . 

3) Gomparaliye studies of interval 3terilization via laparoscopy with 
electrocoagul ation and division of the tubes or the application of 
spring-loaded clips , in which the technique of tubal occlusion was rRn
danly assIgned to a total of 600 subjects, indicated: 

· . 
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!1) ';'c,,'hni.:-Ili ,1ifficu~ti('s ... ·f'rt' n~"rt' frt'qllt'nt wjlh the :3prinp
lOf\ctt.'d ,'liT' (,/.3n thOll elt'l'tro,'oap:ulatioll (11.1''':) primnrily I\S A 
rl'~~lllt (~f mt~C::lI1,nicRl prol)lems Ylth the laparor;copl'. 

b) Rntes of sure;jcal fU1d earJy postoperative complications were 
similar for the two techniques. 

~) Mod~ratc or severe pain during the procedure was reported by a 
s:gnificrmtly hip:her proportion of the cautery (19.6%) than clip 
(7.3%) patients. However, postoperative pain was more frequent after 
t.he applicfltion of spri:1g-10aded clips than after cautery both before 
discl1Rrge (33.2% and 22. 11::" respectively) and between discharge and 
the 7-:?1 thy follow-up visit (15.6% and 9.0% respectively). 

11) Prpgrllu)cy rnt.es in PGcled data of comparative 3.l1d straight studies 
of ] nparoscopy at the same cente'ts were significantly higher for the 
~rrjng-]0nJpd clip than for electrocoagulation and the tubal ring. The 
"ix-mont:l rates were 1.3 per 100 women for clip patients, 0.2 for cau
t.l~ry, allJ 0.2 for ring; t'W'clve-month raten were 2.1, O.?, and 0.3, re
:~P(' ct i Vt' 1y, 

ri) 1n [,tudjp,:; of Inparoscopic tubal ring (797 cases) and electro
coagulation ([ll( cases) conducted at the same institution (Kwak, Korea), 
t!tp rates nf surgical difficulties were 1.9 percent for tubal ring and 
:'.6 percent for electrocoagulation, and the rates of surgical compli
cnt ions ,,rere 1. 3 and 1. 4 percent , respectively. 

(1) In a ~,tuciy of ;'00 patients undergoing laparoscopic sterilization 
within fivt> days Df an uncomplicated term delivery, the following re
:~1l1 ts w('rl' obt.ai nh~: 

u) Tecllnical difficulties were encountered in hlo (1.01) patie(lts. 

b) Oper~tivc and early postopei"ative complications were reported for 
9.5 percent of tLe subjects. Two compli cations ,,rere serious; in one 
ratient, laparotomy was performed because of a suspected bowel burn, 
and in anot.her, the small intestine was punctured during placement of 
the TU0hy needle. 

7) AI; all'dysis was performed on follow-up data from 14 Asian insti.tutions 
on ,',9;?5 .lOm'~n sterili;;;ed by laparoscopic eJectrocoagulatton (1,)2'<, cases), 
1 aparoscopi c anpli catj on of spring-loaded clips (286 cases) or tubal rings 
()122 cases), laparotomy with Pomeroy tubal ligation (342 cases), and 
cul dosc(Jpy with Pomeroy ligation (349 cases). The results were: 

a) 'n!E- incidence of menstn;al irregularities wi thin six months of 
steri~ization and the incidence of gynecological abnormalities arlQ 
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th.' Ill't,,1 for I'e'lvic slIrgc'ry witilin L' months ('If ~~teri1i;:tttion I.'C'!'l' 

i 111'1""\1\1.'111 f~'l' all l'r('('t',jlll'l'!::. 

I') ~~llm,' 1'1l1l1If~,'g ill llwl1slrunl (~ycl~ }1lLrIUTI('Lt'l's \,'('1'1' rt'pol'(,'d I'Pl' 1L11 

!It·pril i ',',rr( ie'll pl'occdul'es pvalua1 C", For ",acl! of the rroc€'durt"~;. 

Aimilur proportions of women reported Wl increase or a decrt'Rse in 
tltt> ~H'v('ri ty of dysmenorrhl'a and duration and amount of menstrual 
fjow. 

B) 'rhe results of an analysis of th~ first ;:',820 minilaparotomy cases 
recorded by the IFRP are as follows: 

a) Varying de~rees of surgical difficulties were encountered in 
npproximatply ten percent of the procedures. No procedure was a 
cCJrnp]etp tailure and in just five cases was it possible to occlude 
only onl' tube. 

b) ~ur~jclll complications were reportc~ for 1.6 percent of the 
CIl~~~~S, il1clllJillf picht cases (C'.3~) of bowel/bladder injury and 
neVCll case's (1l.:-:-1) of uterine perforation. The rate of bleeding of 
!.lit' (.l1b('~; dur i np: s ur~('ry was O. q%. 

l') l'lll'inv (Ill' immed.intc rOSLL~rC'rntive reriod., before d.ischttrp,l', 
l'urnl>l i ~~nt, i ()n~) 10/('1'(, noted for fewer thall aile percent of the plltients . 

.j) 1-\'\','1' t't'qui ring antibjotjcs and/or wound jnfection we're cnch 
rl'!'(\rt,(',j for :.'.t l percent of t,lle 2,686 patients observed. at the 7-21 
Jay f() I J ,'w-up vi ~~i t . 

9) In a study of culjoscopy in all outpatient setting ~t three insti
tuLions lnvolving 525 patients: 

a) 'l'he l'r0cedure could not be cornp'_cted in seven (1.3%) patients. 
In 16.6 percent of the procedures technical difficult,ies which did 
not require a change in the plallned techniqu~ were encountered. 

b) Complications at the time of surgery were reported for 2.1 per
cent of the patients. 

10) Infundibulectomv (firnbriectomy) via laparotomy was performed in 310 
wompn who were sterilized within 10 days of a vaginal term delivery 
(8B.4%) or abortion (u.6%). 

a) DifficL',lties at surgerv which prevented infundibulectorny werr 
encountered in three cases (1.1%). 

b) Infection and other incision problems were the primary compli
cations. At the time of the first follO'lrI-up visit, 7-21 days after 
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steril i zat i on, this compl i cat i on vas noted 1n eight postp'artuo 
patients (3.1%) and one postabortion patient. 

c) Ho pregnancies were reported among the 169 patients who had been 
observed at the six-month visit. 

"llll l' ::t,C'rl.1lzut. i on 

'1'1", l'ir~ l t nt.ullit.':; plwltlcd for thi ~ nTf.'n involved bIpolar electrocoRp:u-
111\.1('1\ o f t.ht~ VR!: hut vc:r<' df:'lay.' d due to rrobl€"ms in equipme-nt df> vC'lorment. 
HII'\ t hc' hl,..;I\PT priorit.y l' lac:pd 011 oth &T study areas. Consequen't. ly, tht"Tt" 
111'1 ' Ill l :: lp,ui fi('a..Ilt res earch r esuIlt' f or this study area. Computer pro~rAllls 
Imv. - hl'I'n developed for data management. 

!:I II t l'mj c Contracert i yes 

'l'hi s study are a i s the las t and most complex to be developed by IFRP. 'l\ro 
studi es have been completed in Seattle, Washington. In the first study 
( prl~ test), patients .... ere given either Ovra.1 or Norinyl 1/50 for three 
cycl rs and .... ere s .... itched to Norlestrin 1 for the next three cycles. Symp-
t om grids .... ere completed for all the six cycles by contacting women by 
t.C'lephollC' t .... ice in a cycle. In the second study, three oral contraceptives 
(tlCs )-- Ovrnl. Nodnyl 1/50, and Norlestrin l--",ere compared during the 
1'1 r:~ t three cycl es and then "'omen "'ere crossed over to any of the three 
I:yl.' Il ':~ t't' rmine, ni ne study groups. Agai n symptom grids were completed dur
jllP: lilt' ::; tudy p~'riod. The patients on these studies vere young (90% bela .... 
Il/otc' • "». wh t te (90::') . and never married (85%). The followinp: are important 
I'i lilt i n,.:s • 

\\'mrlll' i !=- on of Ov rnl, Norlnyl nnd Norlestrin: 

1) 'l' l\.'! i nci.dpnc o f variolts side-effects in the two Seattle s tudi e!'l 
.... "' r e hlp:ht! r t han ge nerally reported in the literature. The incidence 
or brea.k-throup,h b l eeding (exc1ud), lg spotting), for instance, obtained 
i n this s tudy .... as 18 to 26 percent compared to about 11 percent re
T'orte d in the literature. This difference is likely attributable to 
the method in wh i ch information was collected, i.e. women in these 
s t udies .... ere contacted every t",o .... eeks by telephone and were specifi
ca.lly probed about various signs and symptoms related to the use of 
the QC. 

2 ) Qlange s in the amount of menstrual flo .... (either an increase or de
crease compared to prior pill us~) .... ere reported by most .... omen during 
the study. Of Ovral, Noriny r~d Nof lestrin users, 6~, 80, and 90 per
cent had reported changes in ~!'.e menstrual flow. 

3 ) The incidence of breast discomfort .... as higher for Norinyl users 
(43.0~) than for Ovra1 (25. 8%) or Nor1.strin users (20.6~). 
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4\ ';~E' i!"'.eice'r.e~ o f ~rce.kthriY.llo"'h t': eeding ... ·as lo-.'er for ('IVTal U5E'fi= 

th'u. f o r i . ...... riny1 !'.nd NC" r l p :; tl'in \\S PTS. 

I. ) I'th ' ill r' i .. it' nc\' ('I f 1l00U$I',' \0111 :: hir11l'r r~~ l' 1' 1/1'111 U: 1 1 ' r~ l,hlUI tlu ' t, I\I, '" 
,'1':1 . 

, . ) 'l'h. ' lJ id. ' - ,· rr. ' I"I:: (' f Ov rn] Y f' r t' f:(,IlC"TR1!y Clf lonp:.f'f lluratl oll r om
P'lI,,- tI t (I No r .in.v J <'r No rl f'~q rill us C' r s . 

'f) WHhd rawul blpedillg occurred about one day later for Ovral users 
compa red to Norinyl or Norlestrin users. 

Effe ct of Cr ossove r : 

1) A switch from Ovral to Nartnyl or vice versa resulted In an increased 
incidence of nausea. The Norlestrin users, when switched to Ovral, re
ported a higher incidence ot nausea; no significant changes vere reported 
when the switch vas made to Narinyl (from Norlestrin). 

2) 'rhere "'as s ignificant increase in the incidence of abdominal bloatin(E, 
1ti1('u Norleatrin users svitched to Ovr&l.. 

i} 'I'th' N(1rlpstrin users vhen svitched to Nortnyl reported a hi lther in
l'l rJP~ \{'t' "f Rcne, 

Ij) '1111 ' 1 11 l'i rl~ ' IH'(' u l' l ITPnkthn' lIp:h blt'PIUnf, inC'r,' ns f'd significan t ly ... ht'li 
,l v, 'nl LI ~~t' r tl ~wllchf'li t C'l either Norlnyl or Nor} cslrin. Wht'n Norinyl or 
tI" r I t'R tr j nun,' r!l S it I t.chpd t,o (lvrn1, the i net denc\! of breakthrough 
1' 1, '('d i np. dcd I nl' d, 

Anothe r study is bc inr. undertaken in Seattle in whi ch "'omen using either 
Ovral or Nor i nyl 1/50 , are switched t o either Lo-ovra1 or Brecivon. The 
data on s ide- effects are being collected for comparison with the earlier 
comrarative study at Seattle. This study vi11 evaluate the results of 
crossover in the following four groups: Ovral to Lo-ovral, Ovral to 
Brevtcon, Norinyl to Lo-ovral and Norinyl to Brevicon. The data collection 
for this study is scheduled to be completed in 1977. 

:' . Sign i fi c:ance to AI D Object! ves 

As AI D conti nues t o extend assistance to countries who vish to regulate their 
popul ll.ti on grovth, AID and these countries vi11 vish to employ the safest and 
most cost-effective means to achieve their goals. 

It. is clear from s tudy of fertility patterns and family planning programs 
that s uccess of efforts to control fertility is highly dependent upon avall
ablity of and t echnical advances in fertility control methods. It is also 
clear that the most successful programs have offered a variety of technIques, 
including post-conceptive means of fertility control. It is auspicious for 
the success of family planning programs that there are now a number of very 
promising nev fertility control techniques vbtch are ready or v11l soon be 
ready for clinical trials. 
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'!'he TfltE-' has demonstrate d its ability to carry out t rials of di .... ers e new 
lIlf't.hoas under act.ual us e conditi ons in a wide varie ty ('I f couotrie!l and cu l 
tUT".! ,'nrticul.'\rly i n I.o('s. 't'!w IFRf' .... C' rldw"tdr network hA.!'l C'vC' ) v,'i\ it:1.o 
Iii.' ,'11 111 ell I t c':1 1 i 1lP' r {'SClUI'Ct"' f o r IH' .... lUld i mr r tlVN t ft'rt i 1\ t,y l·.~ n I 'rl' I 1.,','11 -
IIIdll"~v clI"Vt'l0l" 'd thrnur:h IFNI' , unde r 0t }I' r AlII 8uJ'TX' rlrci I' TOjf" ctr. , alhl 
t.hrlulP'h (ll.ht" r publi c Md privat,(, agcn<'i('l'l . ~omp o f thE'se ruethodl'\ of fl' Ttilll.y 
1'011 1 Tl, j r ('qulrt' l Ollg term follow-up o f l !lrge nwnbe r s of cases t o e valuate the 

r i :\ kll IUld b('nE' fi 1. 1; in various LIX' sett.iner;s . IFRP is conductinit the f o11o..,-
up ,If Itlt~ s{' cas('~ , which v il.l. pxtf'nd into th£' continued program. 

'I'll(' 1~'IW rl"mil s hi(.h Qunllty comparative clinical trials of ne'" means of 
fe rl.ijit,~ cont. r o l witli mu.ximum involvement o f local contributors in LD Os 

W'hose institutions may assume increasing increme nts of r espon nUity for 
conduct o f studies as experience is gained. Clinici ans have,,:;{teen t rained 
t o be s killed investigators, and i n several countries semi-autonomous fer
tility research p rograms have been developed t o coordinate research in fer
tility control , a Significant step in the transfer o f technology . 

:·1ost. cont. raceptive de ve lopment \lark is focused in the mo~ advanced countries 
..,!th d rug r Cf,ulat ory boards, patent p r otection and o rten in laces which fit 
illt l' t.tll~ marketinr. ~trntegy of pharmaceutical firms. For these reasons, 

111, -1 h . .. !:; whid, Ilrt' polf'nLif\lly the sl mpt£'st, saft·sl . J\!,BSt exppnsJv(' llI~d nLOSt. 
Ill'l,,·"prI 1lt.t ' r. !r LnC tlf't,t.lnp:!; nrt~ t'rf'quC'ntly not r't1r~ued, n.nd t,nCs nre r,..JIl ... 
I iVt-l.v l~norNt ,, :: t. 1~!\ t. si lt.·$ . 

In "", IIl.ioll t o \-ontinujng ('valuati on o f improved fertility contr ol mE't~ods, 
U :;Lnlll1 f" r aUied Initlnt ive "'il l be purs ued to develop and evaluate innovR.tivc 
dr' I iv,~r.v schemes to maX£> these met.hods available a.nd to increasp us er accepta
\) i II t..v • 

LIX' ~·t udies of new means o f fertil ity cont r ol are important for: 

a. Det e rmi nation of the value of new t~rtility control methods under 
use conditi ons in the countries where they must eventually be employed. 

b . Det e rmi natio i f there are problems specific to the LnC setting 
W'h j ch require developmental wor'\('. This work could go on concomitantly 
wi th that in the U.S. and Eur ope --rather than after the method is videly 
used or marketed. 

c. AID to be able to satisfy the desires of major research elements in 
l cadlng LOCs to begin work with the most advanced new fertility control 
t e chniques such as prostaglandins. 

d. LDC participation in the research and developmental work on a nev 
drug or method c an be expe ~ed to greatly e~~ance the s~ed with which 
It c9n become accepted and operational in a national famil~ planning 
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program. Any r~s~arch ~ rfort which can s~cd 
tool€' for n new means of fertil1 ty control i 

up U1 P 

ighly 
acceptance 
important. 

time-

P . If ne .... fertility control technology results 1n a major shift in 
frumily planning strategy for deliver,y systems in LDCs, the sooner this 
new pattern emerges the better able to make long term plans and meet 
the needs of these ne .... program requirements. 

'rhc Tf'Rr has identified safe and effective methods for use in LDC family 
plwlnin~ programs and disseminated i nfo rmati on about these methods to pro
motl~ thei r early utilization. Continued use of the desons1;rated capabilities 
o f I f'HP .... ill provide a cost-effective means of assurlng a tontinued flow of 
i n ro rmation to AID and T~Cs .... hich m~ be used to make programmatic decisions. 
Thl' conduct and r valuati on of clinical trials, the dissemination of informa
t,ion , distribution of commodities, and the training which can be effected 
t hr oughout the IFRP international network CP.Jl play an integral r ole 1n im
pl €'mcndng thuf' deciaions. 
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Stu.,J l('s sr" ll1!!:o red hy At" and otht'r :tJ:t,l'IlC'ips h/tv" rf'l4ulred n /I numb,',. tlf 
IlL~\o' means of fertility control. Hvwt'ver, eVlllu.:ltlon ,l( th"ir w,'rth if'! 
lhe LDe lIetttng is necessary and re viru vlgorou8 field testing unller 
use c~nditions. 

~ontr.cepti e development depends upon three steps! (1) fundamental 
reNearch in eproductive biology, (2) new product development including 
small scal • carefully controlled clinical trials for efficacy and ~afety, 
anima -~~XiCOIOgy. drug formulation, establishment of manufacturing 
methods ~nd standards. quality control and dealing with drug regulatory 
agencies, (3) broad scale clinical triale to prove acceptability and 
evaluate safety and efficacy. The 'lFRP concentrates on the third step 
in ~his procedure. This is frequently nealected by drug companies--they 
have no interest il1 seeking the beat drug, just :1n marketina their owo. 
Furthermore, in the second ~tep,~.t of product development, there are 
many leads which deserve expllora on which lMy not fit in with corporate 
policy of drug finlls; for exampJ.e nO?!cUnlcally based metho~ on which 
th u is little chance of profit ,) ·not interest them; or, thE. clinical 
trl~ds ",hich this study will carry out !IIay seeN too expensive to warrant 
lh t' Jnvestment. This is particularly true because of the intense 
sc ruliny and additional testing required by the fDA for contraceptives 
compared to other drugs. 

Therefore. this program serves the dual purP9se o~ testing n~,w methods 
of fertility control of little interest to manufacturers an accelerating 
th(~ development of specific methods and comjlounds which .r~~ controUed by 
industry. Finally, it will provide objective comparisons ~etween methods 
under tDC conditions--data which would otherwise be unavaiiable. 

A br1~( discussion of the status of the six modalities of fertility 
control being studied is as follows: 

A. Abortion. Considerable information now exists with respect to 
risks of first trimester surgical abortion, however, a number of 
new techniques for use in the second trimester including urea. new 
prostaglandin analogs and dilatation and evacuation require additional 
evaluation. New mechanical and pharmacologic means of cervical 
dila tation are, or will soon be, available which require testing. 
Pharmacologic means of later first trimester abortion do not appear 
to be promising. 

n Menstrual Regulation. Practically all ~f the presently available 
data on surgical menstrual regulation (i.e., terminat1 0n of pregnancy 
at or close to the time of the missed menses) has been established 
by the IFRP. The efficacy and safety of various techniques of 
surgical menstrual regulation such 8S the mini-suction syringe is 
now reasonably well established. Menstrual regulation with 



prostaglandins remains promising; and additi C'nal s tudies ot the m('tho.4. 
are needed. Pregnanc)' tests fo r use at the time of the first mlssed 
men ••• need testing. 

c. female Sterilization. Relative risk and complication rate of 
vari~ s procedures and surgical techniques in ~. ~~ setting need 
stu:' Laparoscopic sterilization allows use of local anesthesia 
on an outpatient basis. Its major drawback i8~ .. rmal trauma tu 
abdominal structures when the tubea are occluded by electrocautery . 
The spring loaded (Hulka) cUp and the Falope (Yoon) ring show great 
promise in surmounting this infrequent but serious aide effect. These 
new methods need some additional teating in the LDe clinical se( ing. 
A number of new methods of tubal occlusion including aclerosing lents, 
cryosurgery, and plugs sre likely to be ready for testing durln~ the 
proposed continuation of this pro~ram. 

II Hale Sterilization. Several new techniques ~f male sterilization, 
including sealing the ends of the vas with clips and fulgarization, rand 
chf'mical injection of the vas. need comparathe trial with the routine 
surgical techniques now in use. 

E. IUDs. The r e are no .... a great vllr ~ety of IUDs in existence and 
under deve1opmenJj ' both inert and cQ,tltaining active agents such 88 
hormones and me ~~ls. Most of these IUDs need clinicaJ testinl on 
8 small population (less than 1000 .subjects) to obtain. preliminary 
asses ment of their worth. Promioing designs can then be entered 
io.t omparative trials. Al\r.lit1onal clinical data on a variety of 
1~p8 is needed to allow analysis to discover which design parameters 
arr related to performance. Early removal for pain, bleeding, or a 
l'j>mbination thereof is the single most important problem to solve. 
A number of bioactive IUDs containing, for example, anti-bleeding 
agents, hormones, or metals show promise in this regard and will be 
available for testing. 

F Systemic Con traceptives . AID assisted programs have reported 
great variations In the side effects and acceptability of various 
preparations provided to LDC family planning programs. T~ere 1(" 
a most urgent need for additional comparative studies to establish 
the rate of subjective side effects for different preparations in 
LDCs. Studies of other systemic contraceptives such as injectables 
are needed. 

4. Relation to Other Research 

The IFRP serves as the field trials network for a number of AID-sponsored 
research projects which have developed new or improved means of fe-tility 
control which are appr' riate fay clinical testing. These AID fun ed 
contractors and studie include the following I 



8.tull~ ~lamol'ial Inut·t-ute 1- Cooperation 1~ early and in full sc.ale 
clinical trial. for: 

a. Vas cautery, the Schmidt Te~hnique and portable cauter,y unit 

b. f.valuatJolI or illproved versions of the 50 cc lQenstrual regulation 
syrin~t" witl~ vacuum loc and accompanying cannulae 

c . Evaluation of th. 1 mech.nlca~ cervical dU,tation dovlco. 

Cooperation with and reedbaok to Battelle on newly designed equipment 
and devices includes monitoring data at early trials, and site 
selection for full Beale clinical experience and the analysis of data 
submitted on standard IFRP da~a collection instruments. 

I'ARFR (Program for Applied Research on Fertility "gulation -
Northwestern University): Close collaborativtP relationshipa exist 
between PARrR and IFRP. \.fu,en~ techniq !. dC!:veloped by PARFR is 
ready for hroads~ale trials, i ll is entered into the IFRP system. 
Current anj planned studies of this nature include studies of IUDs 
Rnd • ~ed ing in Cairo and Germany, studies of the copper clad Lippes 
l.~lOp IUn. A number of additional techniques may be to the point of 
requiring clinical trials in the near future • 

.l ohns lIopkins University: Abortion studies involving (-~w equipment 
lind methods :l.r~ recorded on trap forms to facilitate anl!lysis and 
cuntrt.hute to the IFRP data base. 

l'opulal1on Information Program (PIP - George Washington Univenity): 
To date, IFRP research staff have cooperated with the PIP ~n reviewing 
selected reports and preparing subject area information. The production 
of tFRP Research Findings is very great, and close cooperation with 
the PIP will be continued to enhance the dissemination of these 
findings. 

At present, the lFRP is the only large scale network for international 
comparative clinical studies involving LOCs. Other organizations have 
established clinical trial netwot·xs for individual method studies, includ
ing IUD studies sponsored by the Population Council and WHO-sponsored 
studies for prostaglandin injectables, and hysteros~opic sterilization. 
Drug companies continue to sponsor multi-center clinical trials but they 
are not comparative trials which would allow the selection of the best 
among several similar drugs or techniques. 

5. ~roposed Work Plan and Methodology 

During the period covered by the current contract, trRP has developed 
an international network of over 250 contributors who are knowledgeable, 

= 



closely linked, and skilled in the IFRP research system. These clinical 
investigators have been trained in research methodology and medical 
procedures, and are able to conduct standardized clinical trials resulting 
in reliable, high quality Jata. Several national and regionnl fertility 
n'scnr,'h programs are in the l'I,"'(,SS ,If being or)l.anized to coordinate tht:' 
resc;lrch [lctivit1t'~, including thl' d,ltR collf'ctton malla~p.ment, in tlwir 
gcoKr!lp11ic ar!'as. Tilrough thts pst;1h1 ishf'd network of individuals and 
institut i(lllS, Il"Rl' proposes tn cant inue research in newer methods of 
fertility regul.-ltion ami in clusely related activities which contribute 
to tIle oh1ectives of AID, 

Through previuds support. fr.om AID, the Progra.lI '-las develoDed standard 
data collection instruments in six study areas: Pregnancy Termination, 
~Ienstrual Regulation, Female Sterilization, Hale Sterilization, IUDs and 
Systemic Contraceptives. Computer programs have been developed for 
management of data in each study area and for editing data collected. 
In arlditioll, standard tables tlave been developed to assist in analysis 
of dat.l. i'llf'se cHP in two parts; one set for patient characteristics 
\o/11icll ar,' simi ldr across all study areas and a second set for the clinical 
findin~s ill eilch study area. Instruction manuals for completion of 
each datd c<Jl1ectioll instrument have been written. The instruments have 
het'n approveu bv the Medical Advisory Corrunittee of IFRP., the AID Project 
Manager, and tIl' lFRP Human Subject Committee. 

IFRI' \-.'111 continue tLl utilize these standard forms to collect baseline 
data from nc\<" ccnters chosen as Contributors to the IFRP. This provides 
a ]f'arning period thruugh a records dialogue durint:; which the meaning 
pI" qUl'st ions on the forms become understood. The data are useful for 
"llllljlarlson of pres~'nt fertility control methods with those introduced in 
straif!,ht (llon-cpmparative) studies. 

Str;ti/,.l!t stuJies of ne\o/er developments in fertility control will be 
illitiatt'd utilizing the same data collection instruments in centers that 
can assure a high level of follow-up and accurate recording of information. 
NC'w methods are suggested by staff of IFRP. IFRP Contributors, PARFR, 
Hattclle. ptarmaccutical companies and other research and developm~nt 
centers. Tilt' nlcthoJs are screened by the IFRP Hedical Advisory COlianittee 
and the AID Project ~Ianager. 

When r~sults of straight studies are not definitive, the method field 
tested will be placed in an IFRP comparative protocol. These protocols 
provide random allocation of method to patient and, as far as possible, 
separation of operator doing the procedure or providing the method and 
the eval~~tor or person providing for the patient's follow-up care. In 
this way, ~ias is reduced and study results can ~e relied upo~. All com
parative study protocols are approved by the IFRP Human Subjects Committee. 

http:developm.nt
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Major elements which are now considered to be the most significant 
program undertakings in the next contract period are: 

(1) Continuin5 clinical studies of fertility controlmethodf>. 

(2) Evaluation of imp;lL't f('rtility control methodR 

(3) Support of surgical contracei tion (sterilization) resf'arch 
and services 

(4) Con~oditv procurement and distribution 

(5) Information services. 

A Clinical Studies 

The hulk OL the continuing program effort will continue to be clinical 
trials under tDC conditions in the followi g six areas: 

(1) PrE'gnallcy Termination: Over the la' t five years, abortion 
lIas gRined increasing official acceptance as a method of fertility 
contr.ol. Documenting the safety and effecti'!eness of pregnancy 

termination methods when offered in a health care system continues 
to be of significant importance. New procedures which may be 
associAted with lower morhidity and shorter procedure times ~ust 
he tested. Additional study is needed to determine methods of 
cervi.cal dilation which will reduce the trauma associated with this 
Ilspect of the procedure. Surgical methods such as dilation and 
evacuation for second trimester abortion should be further evaluated 
~ince early findings indicate that these procedures may be associated 
with less morbidity than pharmacologic procedures. 

Comparative studies should be conducted to evaluate new developments 
in first trimester aborLion, whenever they are ready for field 
testing. For example, the safety and ~fficacy of using prostaglandin 
an21Qgs for t~e termination of first trimester pregnancies should 
be evaluated when satisfactory dose schedules and routes of admini
stration have been defined. 

It appears that Cervical dilatation can be accomplished with 
vaginally administered prostagla71din. Comparative studies which 
evaluate mechanical mEthods, the use of hydrophyllic laminaria, 
and the use of prostaglandins for cervical dilatation should be 
conducted to determint the least traumatic methods. 

Comparative studies to evaluate D&C, vacuum aspiration, or a 
combination of these two procedllres, and prostaglandin analogs 
(intramuscular, vaginal or ex::"':!amniotic administration using 
various dose schedules) for terminating pregnancies at 13-15 



",eeks' gestation should be conducted. Alsl~. studies sllClul.i \'1' 
initiated to evaluate whether it is safer to terminate pregnancin~ 
at 13 to 15 weeks' gestation by the above methods, or postpone 
the procedure until 16 weeks' gestation when intraamniotic procedures 
can be performed. 

Straight and comparative studies sh~uld be conducted to evaluate 
the safety and effectiveness of first and second trimester aborti
facients tllat appear to be safer and more ettective than avai19ble 
procC'oures. 

It has been documented that widespread availability of induced 
abortion is asso=iated with declining ra 6 cs G r maternal morbidity 
and mort&lity. The long term effects of abortion on [~rtility 
and subsequent reproductive Dutcomes need to be studied ~ore 
completely. 

StuJi2S to vv&luate the management of secon~ trimester abortion 
failures, nnd tile optimum procedures for management of incomplete 
seconJ trimester aburtlo .. 3 should be initiated. The IFRP .4S 

currently developing a form to record the approprjate information 
in order to evaluate the managefuent of second trimester abortion 
failures. 

Initial re~Jrts by some investigators have indicated that dilatation 
and evacuation (D&E) procedures may result in fewer side effects 
[or second trimester abortions than the pharmacologic termination 
procedures. IFRP plans limited studies to document comparative 
nwrbidity rates. 

(2) ~lel1strual I\ebulation: Early trials of vaginal suppositories 
containing the prostaglandin analog 15(S)-15 Methyl PGF2~' appear 
promising in menstrual regulation. This proposal provides for the 
con::inuation of these studies. Researcr is now underway to 
produce a silas tic wafer and melting vaginal suppositories as re
leasing mechanisms for the analog. As these devices have the potential 
of becoming a self-administered method, IFRP plans to introduce 
them into clinical trials for controlled evaluation. Other prosta
glandins and their an Ilogs should be evaluated for early abortion 
(~ 8 menstrual weeks' gestation) when practicable doses and routes 
of administration have been defined, especially those that may be 
self-administered. 

The incidence o[ repeated HR procedures and their effects on sub
sequent reproductive history should be evaluated. 

There is still a need for large (at least 1000 cases) surveillance 
MR 302 Studies (~2 weeks delayed menses). These studies may be 



used to 1) evaluate changes in complicati0n and failure r3t~s 
over time, 2) docur.ent the ill,:idence of :'I't",i\"i..: cf'mpl iL':lI i,'n~. 

an,1 3) evalu::lte cl'mpli,:~til'l1 and failurt' ratl's ill term~ 1'1 v:'1ri,'lIS 
independent variable~ such as the pati£'nts' ~lgl', parity, l('n~th 
of amenorrhea. and vacuum source and cannula size. Three such 
studies wOllld be dt'sir3ble. A few large studies are preferred 
to many ~mall studies, since there appears to be more variation 
In the inter-Center cornpli"fltion and failure rCites than in the 
.intra-Center cornpLc<ltion and failure rates when type of vacuum 
source, cannula type and size, length of amenorrhea, etc., are 
control!cd. 

Compar~tivc studies to evaluate the safety and efficacy of per
forming MR with different vacuum sources, and types and sizes of 
cannulae should be conducted whenever necessary. Each of these 
studies would have to be replicated )-4 times to obtain adequate 
amounts of data for evaluation. 

Additiol1al studies in which progestins are administered for the 
induction (It 11lL'nstruiltion in non-pregnant patients are warranted. 
fh(' number nt thest' stuJies will depend upon the number of drugs 
to be L'valuated. All studies should be replicated, preferably 
2-3 timps. 

e) Intrauterine Devices 

Tntr:1l1terilH' devices (IUDs) are unique in that they offer an 
effective mL'tlloJ of contr~ception that is easily reversible and 
coitus intiqJl'nJent. in the decade of the sixties, lower preg
nancy and expulsion rates \.Jere the main focus of attention in 
the devt'lopment of new intrauterine devices. \\'hile still lower 
pregnancy and expulsion rates are desirable, the current focus 
has been in tlte reduction of IUD related pain and bleeding. 
Recently new IUDs have been developed which appear to be associated 
with less bleeding than previously marketed devices. 

IFRP is currently engaged in the development of IUDs to reduce 
bleeding and for the early postpartum acceptor to prevent expulsion. 
Beginning with devices whicil have generally produced the least 
side effects and modifying them to achieve the desired effects, 
the prototypes have, been placed in limited trials to determine 
the re1;ults of the modifi:::ations. These include (a) a medicated 
Lippes Loop designed to inhibit excessive IUD related bleeding, 
(b) a Lippes Loop with a soft flexible extension that enables the 
IUD to resist expulsion when inserted immediately postpartum, and 
(c) a tapered Lippes Loop and a reduced size Lippes Loop whose 
structural modifications are expected to improve both pregnancy 
and bleeding removal rates. Clinical evaluation of thesp IUDs 
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(their development funded under contract AID/pha-C-lll1), and 
commercially developed devices which show promise of improved 
performance are provided for in this proposal. 

Studies of l'){cessive bleeding, the fundamental cause for the 
di~c()ntinll:lti()n ()f use, ilnd its solution are a high priority in
Vl'st i~:tt il)ll. Anti-mctrorrhagic a~ents which eould he incorporated 
into Hn IUn, can extend to many theoretic suhstances from stproilJlll 
llOrmOIlE'S, c3terolam..l.nes, V:lSOHct ive polypeptids, oxytocics, etc. 
to the ~lnt i fibrinolytic agents 

In many parts of the world, a woman's primary contact with medical 
personnel occurs with childbirth. Additionally, at this time, the 
woman is usually more highly motivated to accept some family plan
ning method than at subsequent time periods. Unfortunately, be
cause of the recently enlarged uterus, retention of IUDs is poor 
The device is either completely expelled or displaced away from 
the fundus. For this reason, methods of maximizing retention of 
IUDs shollid be explored. These include: 

(a) Use of biodegradable extensions on the upper crossarm of 
the device 

(b) A determination of the best techniques of inserting and 
positioning IUDs in the uterine cavity 

(c) lisp of h iodegradable anchors 

A further important role for the IFPF is the continued international 
surveillance of all new IUDs. 

(4) Female Sterilization: IFRP proposes to continue its contribution 
to the development and clinical testing of surgical sterilization 
procedures. 

Bipolar electrocoagulation equipment and the Waters Low Voltage 
Fallopian Tube Coagula tor are available for testing. The use of 
bipolar equipment can be expected to reduce the incidence of bowel 
burns experienced with monopolar probes, but because the incidence 
of this complication is so low (5 in 5000 electrocoagulation cases 
reported to the IFRP) any statistically significant differences 
could only he demonstrated with a very large number of cases. 

The Waters Low Voltage unit and the Wolf Endotherm-Coagula tion 
instrument employ heat rather than electrical current to hurn and 
sever the tube. Several studies of this equipment are recommended. 
New prototypes of clips and rings and of applicators for these 
devices should also continue to be tested and e~aluated. 
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Additional development ~ork is needed on methods of tubal occlusion 
suitable for application via the needlescope. Use of the prototype 
bipolar forceps for r.eedlescope resulted in an unacceptably high 
pregnancy rate. HOllefully, within the next year other occlusive 
methods will be modified for use with the needlescope, hut small 
scale Phase II studies will be rl'quired before such methods will 
be ready tor large-scale f il'ld testing. The Olympus 4 nun laparoscope 
with a 2 mm operating channel I:l11d hipolar cautery forceps will he 
~valunted In future trinl~. 

'llll' IFRP is pn'sently committed tp the analysis of approximately 
14,000 c~ses of minilaparotomy, involving both standard ligation 
techniques and tubal ring application as the occlusive methods. In 
addition to these studies utilizing standard IFRP forms, other 
studies are being initiated ~hich utilize a special abbreviated 
form, primarily for evaluation of the'AID minilap kits. Various 
ingenious mcdifications of the "minilap" procedure continue to be 
proposed. The particular type of procedure a physician selects will 
probably be based as much on personal preference nS on the associated 
rates of difficulties and complications, hut continued study will be 
needeJ to determine if there are significant differences in these 
rntl~s alnong procedures. Additional studies, particularly on new 
modifications of the technique and preferably of a comparative nature, 
mily he useful. Comparative studies of minilaparotomy and laparo
scopy would also be of interest. 

The IFRP is Lll'cunlulating some data on vaginal procedures, hoth 
culdoscopy alld colpotomy, with approximately 6000 cases involved. 
,~s many of the~;e cases are in planned studies, few additional stu Hes 
~lllluld he pr(1pLls~'d until the results of these studies begin to comL' 
in. The llnlv pclssihle t'xc<'ptil1 n among straight studies would he 
tuhal rin~~ ;lpplicHtion via culdoscopy and colpotomy. There are 
several plollned comparative studies of two or three occlusive 
techniques via culdoscopy or colpotomy, but comparative studies of 
culdoscopy vs colpotomy and of vaginal vs ~bdominal approaches are 
also suggested. Although such studies are not double-blind, they 
have all the other :1dvantages of comparative studieS. 

Retrospective and prospective data on hysteroscopic electrocoagulation 
procedures are being collected on IFRP forms from Dr. Quinones. 
Evaluation of these d~ta will d~termine whether additional studies 
of this procedure are warranted. Instillation of quinacrine hydro
chloride, on various time and dose schedules, is also being evaluated 
on a limited basis. No other chemical/non-surgical methods for trans
cervical applications which are ready for field testing are known 
with the exception of methyl cyanoacrylate. 

Protocols and method lists have also been developed for studies to 
evaluate different anesthetics for u~e with female sterilization 



procedures. One $uch serit's ,,[ studies \.-ill bt' (,~H,d\ll't('d l'hn'u!ol,h 
the Intergovernmental Coordinating Convnitte~ (Ieee) for eVlllulltin~ 
the relative safety and effectiveness of various analgesia! 
anesthesia combinations in s-ower!:Al t-!":;d of sterilization procedures. 
The other involves study of intrauterine anesthetics in tubal ring 
applicfUon ,and possibly other procedures. 

Studies to evaluate the long-term (2 years or more) sequelae of 
sterilization procedures, particularly pregnancy rates, the need 
for 9uhspquent pelvic surgery. and menstrual pattern changes Are 
needed. 

(:,) Hale Sterilization: Improvement of techniques used in vasectomy, 
assessment of the safety and reliability of new equipment, and the 
development of chemical methods as adjuncts for contraception 
are aspects of male sterilization proposed for study. New equipment 
has been developed to cauterize the vas deferens and to produce 
effective and rapid occlusion. 

Though use of chemical methods will require early phase development, 
a smull number of studies flIuggest that antiandrogens, progestagens. 
ilnd combinations of these compounds may be successful in suppressing 
f l'Ttlll ty whUe maintaining libido. Vas flushing studies will be 
performed to accelerate ~eductio(l of viable sperm. 

Several studi~s using ligation 
planned. These studies may be 
1.e •• to coHee !;, baseline dtf ta 
p ocessing sysums. 

te ~}"J.' 1ques are active and other'i are 
su/ f t .::ient for their pr1.~ary purpose. 
~nd to test the data ~ollection and , 

Plnns are underway to evaluat e the ,~;'F te l1e Vaseal bipolar electro
coagulation unit, employing the Schmjdt technique. These studies 
were delayed because of problems with the prototype equipment, but 
studies at several centers in the U. S. have now been initiated. 

The IFRP 
hot wire 

Vas ector penlight unit, tot.dch employs a 
the vas. 

Irrigation of the vas aft er vasectomy will be included in later 
studies. This technique could be important in programs in which it 
is difficult to perform subsequent semen tests and where men cannot 
be expected to use contraception until all sperm in the vas have 
been ejaculated. ~ 

One large (1000 case) retrospective study of ligation techniq~~s 
with prospective follow-up is to be initiated soon. Other such 
studies should be considered to document the safety, effectiveness, 
and Rcceptability of ~ale sterilizatiQn in geographic areas that 
have been slow to incorporate vasectomy in their family planning 
programs. 
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(6) Systemic Cuntraceptives: Oral cu~traceptives (OC5) continue 
to b~ a popular method of contraception in spite of side effects 
coincident with their use. This study area, the last and most 
complex to be developed by IFRP, includes several aspects which 
merit further investigation. 

The continuation of comparative studies vf or.s containing less than 
'10 Jig eSlrl)F,en with higher dost' pills are important. The r~'sults 

would indic:-.te whether the lower dose pills do cause ](>S5 and less 
S~Vt'rt:' side effects, and thus would increase acceptability and pro
lon~ usc of OCs. 

Continuation of studies to measure the results of crossover from 
OCs containing 50 ~g ethinyl est~adiol or mestranol to those 
containing JS ~g ethinyl estradio~ or If.ss are important to 
df'terminlC side effects in Asian women. This will provtde AID with 
research data on w~ich it can base futuce conunodity procurement. 

Retrosrective studies in England and the United States have established 
Ull flSSPC iat iun between OC usage and thromboembolic disorders. IFRP 
prllposes to l'onduct case-control ~tudies on usage of Des in Asia 
,-"here thL!ir liSt' in family planning programs is flllite prevalent. 
Veasihilitv of this type of study will be first tested by epidemio
logic Eurveillance on Ilospitalized cases with thromboembolic disorders. 

New compounds and types of systemic contraceptives are now in various 
sLlges uL development. These include ne\,T lC1 ng-acti'.lg injecla-oles 
and non-l\r)rPlo!'.al oral contraceptives. These new formulations will 
need to bp evalu:-.ted ill terms of efficacy and associated side effects. 
1 FlU' is j'lannil1g to introduce these types into clinical field trials 
as the~ become available. tFRP proposes a study to measure side 
eflects and efficacy of Depo-Provera. 

II. IFRP [valuation Unit 

IFRP proposes to employ several evaluation tools which compliment each 
other when used together or used individually to measure program effec
tiveness. The expertise in data collection and management which is 
available at IFRP can effectively be employed to develop reporting and 
analysis systems [or population program evaluation. IFRP's family 
planning record systems involve three interrelated components. These 
are the Family Planning Clinic RecJrd (FPCR) and record systems [or 
the Co~nunity Based Distribution of Contraceptives (CBDC) and the study 
of feasibility of Household Distribution of COlltraceptives. A pretest 
of the Fami!y Planning Clinic Reco~d is now in progress in Honduras and 
El Salvador. The IFRP Household Distribution Study has been under way 
for some months in Tunis and is being considered for use in other 
countries. 

At the request of the Population Officer in El Salvador, IFRP has 
designed a system to collect data on the performance of the Rural Health 



PenetuliC'n Project being c,;lf',d\,lct~,: there. In t his p rl..~.le" t. f ur.d h\~.llth 

ai~es have been trained to pro\'ice be th health services and distrihut lon 
of pills and condoms . The evaluation system will provide f or compilation 
of performance indicators of t he rural health worker aa well 8S the in
cidenc e o( treatment or specific conditions or clinic referral in a 
community. This system could act as an early warnin, system for an 
abnormal incidence of a given ailment in a community. 

The Mil tern it y Necord . origioa11 y rleveloped to collec t denoll!na tor data 
for postpartum family planning programs has been expanded into H Rystem 
wilieh c{tn determine not only the need for and acceptance of family 
p lanning services but can provide information on the quality of maternity 
ra re . As s uch it too can serve as 3n integral part of a health and family 
IdHnntnlt service. The Haternity Record form has been adopted by The 
In[ernntional fed€ration of Gynecology and Obstetrics (FICO) 8S its 
RtanJard international form for the collection of data in affiliate 
member ls hospitals. 

t,;. ~,gicent ers 

The JFRP now has established a close research relati onship with over 250 
Contributors who conduct quality field trials of newer development in 
[('rt Uity control. National gr.oupings of Contributors are in the proces8 
of development. Almost all of the present Con tr ibu t or s work 1n the 
pr~lnier medical centers of their country which are already recognized 
31-' I{ \' ~('a r ch nnd Training Centers (lnCs ) . Affiliated with eac~ RTC are 
" " V\!r,I J med teal lns t ltutions--mos tly urban I but some rural -that deliver 
1 (wt lilty ,'unt rol !-Invices t o the puh lie. 

111 ., .. ,1('1" to nc..:ell.!ru te the In t r oduc tion of improved techn1qllf!~ f 
. ..;u l"jo\ l c.:J 1 cOlltraception. especially male and female .teriliza .... din. into 
n:'lt lanaI service programs, it is proposed that networks of Surgicenters 
he established around the RTCs. Training for the imoroved techniques, 
sm"h as the tubal ring for female s terilization, or provision of a 
vi$ iting surgi~al team, would be the responsibility of the RTCs, as 
would be the monitoring of performance of the Surgicenters. 

It is proposed tha t rrRP have resources for a flexible program of 
support for the development of Surgicenters. In most cases, support 
will be based on performance in terms of expans ion of services. Priority 
will be given to €s tablishment of Surg icenter s in rural health centers 
nffil iated with the RTCs. 

The Surgicenters \oI'ill be used to study acceptability of various methods 
of surgical contracep tion under a variety of cultural settings. A 
protocol has been developed for such st.,;dies. They may also be used 
to expand numbe r s in effectiveness s tudies of methods of surgical contra
ception. A s implifi ed sterilization report form designed for audit of 
Surgicenter servic 5 has also been deSigned . 

http:e4Sugte.te


• Coo=odi t y Fr ocureaent and ~lstributicn -. 
A!=I has E'en noted throughout t his (,rorosal, IF~P c,'ndu('[!' rt':O:(' :\h'h 
lhrou~ 1i clinical field trials condu.::ted by lu Contri\-utors. ,,"'h(,11 triAl!; 
':lTt:' {nittAted , ne eded equipment is placed on l oan to the Contributor 
with sufi ic ient supplies to complete the number of cases ltirulated 1n 
the study des ign. 

'l'he Contributo r rec ruits patients to participate in the study, frequently 
l' r£'utlng :\ denllmd for the procedure being tested. Study protocols often 
tlll-tlile I'H rti cular patient characteris tics fClr those to be entered into 
till:' Htudy; s uffici ent supplies are made available for research patients 
unl y ; those persons who do no t fall within the study requirement I must 
uft e n be denied se rvice due to a lack of supplies. 

IIp,'n ('ompleti on of the study, the supplies provided by IFRP are usually 
depleted , If there is n51 justification for co~tinued research. the 
... linlcian is placed in the unfortunate situation of receiving requests 
fIJI 8 procedure which he can no l onger provide. 

\-"h(>n new methods a re determined to be improvements over existin& practice, 
lh t,y 'Ire devel oped commercially and/or placed into AID's commodity 
d ist rl hution sys t em. As this p'rocess may ta'ke one to two years, there 
1s f r equently a long interval during which time Contributors must reeort 
lo methods which may produce greater eide effects or lese efficacy. 

In the past few years, rFRP has observed the lack of e.quipment and/or 
suppll es for proven techniques during the period of tbDe required to l1, 

t\(>vclop normal di s tribution through existing channels. Approval and :i!i!::===:' 
fll nd In~ ;lre sought thro'Jgh this proposal to prQvide supplies and equip-
ment to Contribut ors and the 5urgicenter networks to continue the 
llv.,t!nh il tt y o f the new methods tes ted. This can prove to be the most 
~f f~ctlve me thod of dissemination of new fertility control methods, i.e., 
making them immediately available for service purposes. 

E. [nformat ion Services 

The. Technical Information Service (TIS) is currently a part of the 
Ca r o lina Population Center (Cpe), the University of North Carolina at 
Cha pe l Hill, Amon g the maj or accomplishments of TIS have been the 
development of: (1) an automated bibliographic storage and retrieval 
system; (2) a thesaurus covering social science aspects of population 
s tudies ; () a training program for LDe information specialists; (4) 
a t echn ica l as si stance capability for development of information 
racilities in develop ing countries; and (5) a publications program which 
inc lud es a quarterly journal. an international directory, and a library 
manua l. ~llle o ther organizations have undertaken similar individual 
project s , no other organization has done so many, at such a uniformly 
high leve l of quality, and in so coordinated an attempt to huilU an 
information-handling capacity in the information-poor countries of the 
developing world. 
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This ac cor.'.pl1 shment wa. made posaible by the devel.:orm.:!nt of Tt!' lHo " 

uni";lIi type o'f li\f ~f'iia non project. one not iUfined ('\nly in tt"nn:-: ('\( 
intcrrnatiC"n F-athering. A TIS-type inf("noation pn).1t'i.7t h ('In" ... hidl 
identifies and evaluates cenain infometion problems and th"n dl'8i~n5 
and implements solutions. Thts is done through the t nteraction l,f 
two ~istinct components: (l) an information gath~ring and organizing 
unit (i,e., a library system/information service); and (2) a problem
solving and projPct development unit, made up of people expert 1n 
analysis and design and supplement£d by other technical personnel as 
appropriate. Funding for TIS is proposed for a three-year period 
durtng which time other svenues of support will be sought. 

As it currently exists, TIS will not receive a level of funding which 
wIll allow it to continue to functiQn at more than a minimal level 
3ft~r July 1, 1977. A program developed through an investment of 
approximately two million dollars from AID could become dismantled 
and thereby hecome non-functional. 

I FRP h.3s realized a need to provide technical assistance and informaUon 
retrieval services to its network of Contributors. National and regional 
Fertility Research Programs now being established are particularly in 
need of th~ capabilities which lcould be extended by TIS. The recently 
established relationship between FICO and IFRP opens communication 
channels to approximately 20,000 gynecologists and obstetricians throuah
out troe ~orld who could receive benefits or stimulation in population 
efforts through services extended by TIS. 

It is proposed that selected elements of TIS be transferred to IFRP and 
that lhe data base be expanded to include biomedical materials which 
pcrtnin to the field of population. The following elements of TIS 
nUf lH' s ll cces!>iully and usefully relocated to IFRr: 

1. base and associated software 

2. Selected relevant documents from the TIS library collection 

3. TIS expertise and experience and appropriate materials and 
methodology 

4. TIS familiarity with and leadership role in population information 
activities. 

The epc has agreed in principle with the transfer of TIS. It would 
continue to input materials to the data base providing continuity 
though it has been relocated. Information service and technical assist
ance will continue to be provided to the individuals and institutions 
previously served by epc. 

http:servic.es
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b. R~searcher Co.petence 

In the first fi ve and one-half years o f the IFRP the necessary facilities 
,md slllffing l'Otrul'turt' have been developed and penonnel appointments 
m1l(h ' to ..:a rry tht· rrugram forward. 

l.I~h> d h"Jow ar£' the' proft>8l'Oional pt' rsUlmel of rFRP. their titleA and 
I'('re(' nt limt' wo rking in the Program. Their place itt the Or&anization 
Cil nrt of IFRP can h E' seen in the "igure at the back. of tht& project 
Kt .. t~mcnt, 

ADMINI STRATION 

Ehon Kesse .! , M.D . ,M . P . H. 

Ma rga ret Mo rrow 
Linda Lewis, M.A. 
Robert McDowell 

FI ELD DE VF.LOPMENT 

Title 

Director and Principal 
Investigator 

Studies Manager 
Editor 
Assistant Editor 

% of Time 

75 

100 
100 
100 

RUKer Kernard, M.D .• M.S .I'.tl.J' irec tor for Field Epidemiology 90 
c:t'u rrh' !'ta thes , P-4 .s .p.n. Associate Director 90 
1).11 (' Io'! e xner Assistant to the Associate Director SO 

RE:- EANCJI AND TRAINING 

I.,'ollttrd l..aufe, M. D. 
t:<1ty Berger,M . D, ,M.S. P.H. 
R~t·rt Wheeler 

m:S U;N AND A..'lALYSIS 

Dav id Edelman. Ph.D. 
T-cheng Chi. H.B . , Dr.P . H. 
J udith Fortney, PH . D. 
Pre m Ta lwar, Ph.D 
Robert Taylo r. M.P.H. 
Mi chae l Thomas, M.A. 
Lynd& Cole. M.A. 
Alan Kay , M.A. 
Ma ry J o Levinski. R.P.N. 
Margare t McCann. M.A. 
Mee ra Mitra, M.A. 
Sha r on Page, M.S.P.H. 
Joy Wood. M.S . 

Director 
Associate Director 
Staff Engineer 

Head 
[pi demiologis t 
Research Associate 
Research Associate 
Research Associate 
Research Associate 
Research Associate 
Research Assistant 
Re~earch AsSist~pt 
R/search Assi8t~nt 
pl /search Ass1sta~ 
Research Assistant 
Research Assistant 

50 
50 
20 

100 
100 
100 
100 
100 
100 
100 
100 
100 
100 
100 
100 
100 
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FlEl,n STUDIES 

Alfredo C:oldsmtth, ~1.D.,H.P.H.Actlng Ht'!ad and Area Co\, rdinator JOO 
Pouru Rhlwandlwala. H.D. ,FCPS Staff Cynecololist 100 

nco 
lIelen Compton Jensen Field Studies Coordinator 
Kha1ria Omrao, M.D.,Dr.P.H. Area Coordinator 
Alljal1 Saha, M.D •• H.P.H. Area Coordinator 
Javad Vakihadeh,n.V.M.,H.P.H.AreA Coordinator 
Christine Calven Assistant Area Coordinator 
Be tsy Toy lor 

DATA I'R.(ICESSINC 

P,' l('r Harkins 
ll:wld TeNey 
Kn Trn Ulherg 
Sillllue I Gi lbert 
FT.lll('{'!oI taPler 
t:.lllH'rillP Ror arr 
,l;mws Sml t h 
.Inhn ,'tttman 
DAVid Tolley 
Christopher Whitener 

Data Collection Coordinator 

Head 
Deputy ~ead 
Lead Programmer 
Computer Programmer 
Supervisor of Data Processing 
Computer Programmer 
Computer Programmer 
Computer Programmer 
Data Preces_tng Coordinator 
SYlitelr.s Hanager 

100 
100 
100 
100 
100 
100 

90 
100 
100 
100 
100 
100 
100 
100 
100 
100 

The qualifications and duties of the key personnel from the above list 
nfe ~ummarized a8 follows: 

Dr. Elton Kessel has been the overall project director since the 
beginning of the program in 1971. He is a Public Health physician with 
many years of experience in field work. Prior to directin, the IrRP, he 
was President of the Pathfinder Fund .and Director of International 
Programs at the Carolina Population Center. 

Dr . Roger Be rnard. Direc tor for Field Epidemiology. has also been with ' 
the program since its beginning. Previously he was project d:t,rector of 
Pathfinder International IUD Program . Dr. Bernard will participate 1n 
the analysis of data and presentati on of research findings. A Significant 
portion of hi s time will be devoted to the initiation and monitoring 
of field tri als. He will plsy a major role in introducing new areas of 
research through his contacts with government representatives of LDCs. 

Dr. Leonard Laufe joined IFRP as Director of Rese3rch and Training in 1975. 
He is responsible for the direction of threr. divisions of IFRP-Field 
Studies Division, Design and Analysis Division and the Data Processing 
Division. Prior to joining IFRP, Dr. Laufe was Chief, Division of 
Obstetrics & Gynecology at Western Pennsylvania Hospital, Pittsburgh. 
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He also was Clinical Director of the AID-supported Advanced Technology 
fertility Hanagement Program at that hospital, providing practical training 
tn latest fertility control methods to physicians from developing countriea. 
Throughout his career he has been active tn innovative medical equip-
ment deAlgn and evaluation. 

Dr. (; .U), nerger "':IS recently aPflo1ntpd Associate Director for hsearch 
.mel 'r(llnin~, H!>suming the In-hoU!~t' responslh1l1tles of the Director 
flIT RCWf'STCh <llld Training in his absence. lie recently completed his 
rCfll(lency :n obltNrlcs and gynecology and has been appointed assistant 
proft' s8or of .that department at the Univenity of North Carolina. His 
professional experience includes two years 8S Epidemic Intelligence 
Servi ce Officer, Family Planning Evaluation Divieion, Center for 
Disease Control, Atlanta. This experience will be beneficial in develop in I 
Rtudy designs , analysis of data and preparation of research reports. 
Dr . B~rger will provide valuable input in research directions and 
pnH't>dures baspd upon his gynecologic trainin,. 

D:tvld A. Ede lman, Head. Design and Analysie Division. is responsible 
rl, r the development of study designs, protocols. and manuals. Upon 
c I1mp letlon of studies. staff within this division analyze study data. pre
pa re Corlsultancy Reports which highlight significant findings. and 
wrlte scientific articles on pooled data. Mr. Edelman, who has a Ph.D. 
In Biostatistics, ~oined IFRP as Staff Biostatistician in 1972, 
rl9ln~ to his present position. 

Dr. AlfrE't.lo { ;old~mith is acting head of the Pield Studies Division. 
whtdl has responsihility for maintaining a continuous di.elogue 
ht.' twe('n IFRP North Carolina and the IFRP Contributor Network in the 
f lt' ld, In additlon, he will continue to function as Area Coordinator 
rllr LHltn America. Before joining IFRP in 1973. Dr. Goldsmith had 
E'xt~n~ive experience i

l 
bstetrics and gynecology practice and 

popul a tion program evaluation in his native country, Chile, and 
sub l'l t' rJucntly served as DI rector of ~ledical R£' search and Development 
.Il the !' athflnd€'t fund and as lecturer and consultant in Population and 
lIe .ll til r hnning a t Harvard Uni vers ity. 

Mr. Peter Harkins as head, Data Processing Division. and Mr. George 
S tathes. as Associate Director for field Development. have been key 
ind~viduals under the Program. Both ate well experienced, having 
joLned IFRP in 1972, and will continue in these positions, 

7. Contribution to Institution Building 

The availability of an international group of experts to provide 
assistance and consultation will greatly en ~nce the development of 
institutional capabilities in the cooperating LDCs. Another important 
contribution to institution building will result from the stimulation 
oC early clinical research work in LDCs with new means of fertility 
control. It is hoped that by including investigators from a 

http:Urveshot4;.uq
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n~mber of LDCs in these tr1ala that their institutional strengths 
""tal be enhanced and the acceptability of this new modality increased 
&0 that if it proves valll.b1e to LDe programs it ""Ul be incorporated 
tn such pro,rams early on. 

~' Indln~~ liT£, at""I\),*, provided tll th" l'OIJI'c.ratinp. !nv(-'Ioltlp.utorlol for tht'ir 
IIwn UHf' and puhlt('.ltttln •• Thil'l stimulAte. LDC publication ant.! U:-It' 
III rllHllngs ns do('s the involvement of LOC investigaton in the 
prultram. A serie~ (If publications w111 receive wide dhtribution to 
m~ximtz~ availability and utility of the trials. 

All ulCim:ltl' ohj t'ctiv(' o f 1FRP is to transfer mel'hod development and 
r I (' 11.1 l rt al ca.pehl1 t tf to LDCs. ~"n8iderable progress in thie regard 
hll~ occurred. SevE-Tal autonomous or semi-autonomous country prograN 
have been established and efforts to continue their development and 
assist with the establishmen,t of additional country programs continue. 

At pr~sent there are four e8tablished~nd operational country fertility 
research programs : the India Fertility Research Ptogramme, the Sudan 
FHt i 11 t y Control Association, the Bangladesh Fertility Research Progratmle, 
and the Programa Regional de Investigaciones en Fecundidad (PRIF) 
which was formed in Colombia. Other regional collaborative programs 
being co nsidered are in the Middle East (Islamic Fertility Research 
Program), Korea, Thailand, the Philippine., Sri Lanka and Nigeria . 

n\~ Asia Fertility Research Programme (AFRP) is an active affiliation 
of tFRP c~ ntributors in the six member countries of the tnter-governmental 
Cl1 ordin8ting COijl1mittee of Southeast Asia (IGee). Contributors in three 
n l lht' IGCe cohntries (Thailand, Indonesia, Philippines) are moving 
fll Nurd phnR fo r individual country programs which will be affiliated with 
thl' 1 Gec/ AFRP. 

I\n I.mportnnt contribution to institutional development results from 
IFP.P training programs. The IFRP provides training in the areas of 
imp roved research techniques, data collec tion, and analysis of data 
to further develop the field testing and reporting skills of contributors. 
The IFRP also provides clinical training in the newer methods of fertility 
control and in the methodology to conduct clinical trials. 

As promising methods and techniques become evident, IFRP wll1 conduct 
conferences to provide training and discus,S in depth the new developmenta 
In the area of fertility control. Theae cbnferences are anticipated 
to be held in conjunction with other population progratn8. 

8. Utilization Plans 
o 

In some sense the entire project is structured to ensure ,early accepta
bility and utilization ln LDCs as well as teat the value of this means 
in the LDC setting. It is probably fair to say that results of research 
carried out by leading LDC investigators in the LDCs will be translated 
into action sooner than if all research were confined to the U.S. and 
EUTOp,e. 

• 
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Early dissemination of research rL'sullS from IFRP and its affili<lted 
natiPl1al fl,rtility research proRr,lllls will continuE' to be accomplished 
thrl1u~h rt'ports to conferencl's <lnd publications in scientific jOllrnHis 
Including the intl'rnatiol1ul ,JNII'lldi of (;YllHecology and nhstetrics 
which is 110\0.' thl' otffclal organ (If IF}{I' as well as FICO. 

IFRI' will also continue ttl p .. :rticipdtt:' in dissemination of rese,<u"ch 
findings by contributing both current data and information for articles 
in the Population Report Series of T.he Population Information Program 
at George Washington University. The cooperative efforts of these 
two organizations are expected to lead to the publication of the most 
current information on fertility control techniques, methods and devices. 

9. Budget Anal~sis 

A recent Ford F0undation sponsored report estimates costs for developing 
a single new fertility control method have ahout tripled in the past 15 
years--nOl·) to~ .. dinb $5-15 million per method. 

In tIl(' scheme ul l',,'ntracentive development, clinical tri.qls are usually 
thl' most l'xppI11;ivl' stl'p. Dr. njerassi, former dire(~tor of Syntex Research, 
writing in ~cil'nCl' I'Qir1ateu a cost of about $800,000 to complete clinical 
trial ... l'll a sil1~:l{' 111l'tllod. llvl'r till' three years, 1969-1971, AID spent 
;Iprrox fmElt e 1 \. S 1 .. ') 111 I Ilion to thorough 1 y eval uate less than a dozen IUDs 
111 till' Tl1tl"rnatillll<11 Il'D Program. 

Till' pre.':iE'nt program lIses the same hackup group for data process in? and 
"walve;js for each ('( tile methods tested. This is considerablv more 
l'L'OIlOmiull than usin:', a separate analytic group for each method, and of 
COllrse it is more economical to provide centralized data processing for 
till' nt'tlv(lrk of c(,llahorating cl inics at a single point.. Therefore, 
there Is no provision made for. clinical studies in other AID-sponsored 
f"'ol1traceptive development contracts; the IFRJ-' provides this support. 
Considering the great expense of contraceptive clinical ~rials, the bud
gl't proposed is not excessive. T~e additional special studies, when 
integrated into this program, will be completed at considerably less than 
it would ordinarily cost. 

The IFRP. has requested funds for a larger program than AID may be able to 
support" While the proposing office support~ and requests RAe approval 
of the proposed level of funding, it recognizes that a smaller scope of 
\o.T0rk may be nec::ssarv nith reduLtions of as much as $1 million annually· 
a distinct possihility. 

A summary of the budget follows: 



Salaries 
Fringe Benefits 

Total 

Overhcad 
Consultants 
Trdinee Travel 
DOI;I:::!stic Travel 
Forl.!ign Travel 
EqlJ i fJ!:lcn t 
Sup~lie5 
Data Processing 
Equip:i1(!nt Rental 
Telephone - Long Distance 
Miscellaneous 
Data PurchJses 
Subcontracts 
Printing and Bindir.g 
New Drugs and Devices 
Business ~eetiHg Expens~s 
Corr.rr.odities 
Technical Infonmation Services 
$urgi-centers 

Su~total 

Fixed Fee 

Toul 
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INTERNATIONAL FERTILITY RE~EARCH PROGRAM 

Vl/77-
6 /~() IT [l 

$1,874,020 
402,914 

$2.276,934 

1.265,046 
43,400 
19,1'10 
38,950 

22S,ilS2 
45,GOO 
43,260 

225,000 
31,233 
25,000 
32,900 

555,780 
55,000 
62,000 
51,000 
2,800 

500,000 
106,000 
641,600 

6,246,095 

100,000 

$6,346,095 

CONTIrIUUlG C()NTRACT PRoros"J. 
1/1/11 to 6/30/82 

(RF.Sf,I\RCII AND SERVICE) 

7/1/78-
(,/ W/F) 

$2,084.983 
448,272 

$2 ~ 5)),260 

1,416,270 
46,100 
13,520 
41,3l'0 

231,900 
43,4f)() 
45,9()0 

247,5UO 
25,800 
27,500 
34,700 

532.800 
55,000 
68,000 
54,500 
3,350 

550,000 
112,700 

1,511 ,200 

7,597,670 

100,000 

$7,697.610 

7/1/79-
(,/<.o/p/) 

S2,333,803 
50l_~~8 

$2,835,571 

1,543,4S3 
60,£00 
7,900 

43,990 
249.000 
49,500 
48,600 

272,250 
27,000 
30.000 
36,500 

481,500 
55,000 
73,000 
58,500 
3,150 

600,000 
119,500 
988,000 

7,533,514 

100,000 

$7.683,614 

7/1/.0,0-
G/3r)/i3l 

$2,576.575 
553.JA 

$3,130,539 

1,676,892 
60,600 
10,210 
46, 7~)0 

262.900 
69,['00 
51 ,100 

299,475 
28,300 
32,500 
31,800 

494,500 
55,000 
15,000 
62,500 

4,150 
650,000 
131,300 

1,025,000 

8,198,316 

150,000 

$8.348,316 

7/1/8]-
6/3o/B? 

$2,194,844 
600,J91 

$3,395,735 

1,817,288 
50,900 
13,520 
49,700 

277,500 
66,700 
54,300 

329,425 
29,500 
35.0l'0 
33,400 

507,000 
30,000 
70,000 
67,000 

4,600 
700,000 
131,100 

1,075,000 

8,743,668 

150,000 

S8,893,668 

Total 

$11,664,230 
2, -:'07 _._~09 

$14,17(,039 

7,7W,fl99 
261,fOO 
64,~90 
2~O,710 

1.249,752 
275,001) 
243,160 

1,373 .6S0 
141,£\33 
150,000 
169,300 

2,571.580 
250.000 
348,OO() 
293,500 

18,650 
3,000,000 

606,600 
5,240,800 

38,369,363 

600.000 

S38,969,353 
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10. Internal and External Review 

These reviews aLe in process and will be reported on when completed. 

A formal AID evaluation of the program was carried out in the fall of 
1975 by a four person team. It was the general concensus of findings 
by that evaluation team that 

"1. IFRP has made a distinctive and unique contribution toward 
international comparative studies of advanced techniques of 
human fertility management. 

"2. The primary objectives of the prcject ~lave been met with an 
overall high degree of effectiveness--these being: 

a. Scienti fically field tes ting promising developments in fer
tilitj regulation. 

b. Shortening the time between development of new methods of 
fertility regulation and their implementation into general 
clinical practice. 

c. Disseminating information on research findings interna
tionally. 

Some flaws, mostly administrative in nature, were noted by the evaluation 
team during its examination of the project activities. Measures have been 
initiated to correct these instances through procedural changes on the 
part of the contractor and AID monitorship. For the most part, these 
problems, relatively minor, have been satisfactorily remedied. 

11. Genera'! Evaluation 

The proposing office cons~ders this program to be one of its most success
ful. It is the largest single population research program supported by 
AID--a reflection of Agency priority and evaluation of performance of 
the program. Its continuation is strongly urged. 

S - J. J. Speidel 

Signature of Monitor - M. 1. Dobrovir 

Signature of R. T. Ravenholt 
Director, Office of Population 

Signature of Fred O. Pinkham 
Assistant Administrator for PHA 



- 40 -

I '''''" ... 

E 

..... ---



_ 'M •. -

• 40 -

_ .. 
• <too. 

......... -"." 

-. 
~--

... _._ ....... , ... --_ •• fIT __ 

-_r_ 
- • 

.... ---

• 

-

--=-
--= 
=-
- ..,.-_. .---- --




