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OVERVIEW OF TIIE EVALUATION REPORT CN

THE INTERNATIONAL FERTILITY RESEARCH PROJECT
" Michael S. Burnhill, M, D., M.Sc.

This overview is based on a site visit to Chapel 1ill, N. C.,

a field trip that covered a visit to 13 contributors in eight different

countries, and attendance at an international meeting held in Palm
Springs, California. This report is my personal account which will
later be integruted with the reports of the three other cvaluﬁtors.
The Internotional rertility Research Project currently i;
supervising inve;tigations at 91 centers locatnd‘in 21 countries.
Dctails.of the types of inveétigations and cent.ers are outlined in
the Status Report, April 1975. Page one of th.s report includes

the objectives of the IFRP, These are to:

~ Scientifically fiecld test promising d2velopments in fertility
regulation.

- Shorten the time between the developzent of new methods of
fertility regulation and their implementation into general
clinical practice, by providinz a capability for the rapid
analysis and reporting of data frem clinical ifield trials.

- Dissecminate information en research fndings at national and
international reetings and conferences, &nd in national and
intern: t.onal journals and rescarci v2ports,

It is against the framework of these objectives that the evalua-

tion will be carried out.

A. Overall Attainment of Stated Objectivas

1. Scientific Field Testing: The IFP appears to be
perfﬁrming an excellent job im tcsting promising developments.
2.‘Shortening the Introductor Time ot Innovations: The IFRP
appears to be doing an excellent job in assisting the

introduction of innovations.


http:Dissemina.te

Overview o -Z -

3. Dissemination of Information: It is difficult for me to
assess the impact of current IFRP techniques in dissemina-
tion of information., The distribution of - preprints, aund
self-printed papers apparently reaches a limited but highly
selected audience. Many of the papers are not of sufficient
importance for publication in major international journals
bécause of their limited scope or nature. It would be
advantageous to assist contributors to publish in their
local, national or regional journals as this might have
more impact in the innovation introduction. A similar
comrent may be made about participation in mecetings. It is
perhaps even more expensive to use a number of IFRP staff

to present these papers. Greater efforts should be made to
continue the work of presenting concurrent worksiiops, or
having contributor pressntations at regional meetings where
thei- work can be @iscussed and disseminated in the area,
Contributors workshops.and meetings appear to be popular and
valuable to the cooperating centr:rs and should be encouragad.
I+ would be desirable (Zortuitcus and econowmical) if more of
thes? c;uld be appended to regional and international meetings.

B. General Administrative Procadures

1. A number of problems aspeared during the site visits. These
are, in part, related to the separation of IFRP from the

University of North Carolina, which resulted in the disruption

of a number of administrative channels and the necessity for
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developing new procedures and policies. However, other

problems related to poor, slupgish, and indifferent pro-

cessing of communications from the contributors..

These cormunications may be through direct correspond .nce or

by conference with area coordinators, or o..aer members of

the IFRP staff.

Amongst the procedures which need clarification with the

contributors are:

a., Contractual Confusions and Froblems: Individualization
of contraét costs, and form ruigbursemant.

b. Provision for inflation, especially as it relates to

airmailing of forms.

c. larification that agreement :etween contributor and IFRP does -

signed contract by AID has bern returned to the contributc: .
d. Davelcpment of-a mechanism to suspend or terminate un-
cuthorized studies.
e. Levelopment of som2 alternate payment arrangements to
ullow for start-up costs-on lirger scale projects, parti-
cularly in the well-established field testing centers.
This might involve a combination of an initial payment,
followed by the "form-filled payments'.
f. Clarification with the investigators of the informed
consent clauses, and the meais of recording and retaining

these consents.
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g. Payments: Many complaints cbout lat-, missing, or

incomplete payments were made. Efforts should be

made to spced up bookkeeping procedures aud to

handle contributor complaints about reimbursemené.
Data Processing - Forms: A number of investigators noted
tﬂat the forms were either too long (especially menstrual
regulation) or not locally selective (did not selectively
Fode for local ethnic groups or religions). With rcspect
to the latter it was not made clear to them that these
items could have been coded ir "Additional Studies",
Another frequent complaint was the difficulty and cost
required to.use bilingual codurs and interviewers, It
would be very helpful to have all forms translated into
the local language and use the identical coding process
to simplify local problems. 7Tt also appeared quite
possible in a number of centers to have cards key punched
locally and a type prcpared ot w local computer. This
liolds promise of markedly reducing key punching costs,
mniling costs and processing time. Delays in shipping
forms have produced problems,
Equipment Problems: Many contributors are having problems
repairing equipment and obtaining supplies. In some cases
In some cases the IFRP could assist by providing supplics
ana equipment rather than cash to the contributors. 1In
other cases, it might be advantageous to locate repair
sources or develop a regional repair facilitf to help

these programs.
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Evaluatory Feedback: Several contributors complained

that they had not reccived printouts in a long time,

or that they received pPrintouts without any accompany-

ing consultant report, or that they did not know that

théy could requcgt printouts or additional Eypes of
tabular material from the data already in the computor,
There did not séem to be clarity on the part of all tk
c;ntributors as to the nature or extent of information
which they coﬁld ask for or which they could receive

from IFRP regarding their cont:-ibutions. In particular,
Seme statements regarding comparative performance appeared
t> be very impértant to then. The' ability of IFRP to
'supply this data, to evaluate tha quality of the materiai
and to outline when and how much feedback would be pro-
vided should be clarified.

Role of the Area Coordinators: Several contributors
secmed puzzled by the area caoxrdinators, Communications
giren them relating to the stats of a Ccontract, fee pay-
ments, problems with equipment, seem to have been poorly
handled. 1In sore instances, the' area coordinator visited
the area without visiting the contributor, on other
oecasions the contact was made over the telephone or in
the hotel. The role of the coordinator in transmsitting
co&munications, assisting the contributor with his studies,
reviewing his work in progress and supplying the contributor

with prozress reports should be nore rigorously defined and

complied with,
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C. Publications and Presentations

1. Several investigators comrlained of some pressure for

joint authorship of pupers having been applied.

2. On at least one occasion travel for presentation of a

contributor's paper was turned down while if. was approved
for an arca coovdinator who had little personal experinnce
with the technique and who would have been inappropriate to
present the paper. It would appear to be generally more
beneficial if presentations were given by the contributor,

except for pouoled investigations.

D. Medical duvestions

1.

One investigator questioned the carrying out of an

e 3 -~ N - ~ la v s 3 vy
gation aftuer It had been shown to have inferior

e

invest
results., It would anpear prudent to terminate poor result
studies even if the tarzet numbe: of cases has not been

reached.



CHAPEL HILL, NORTH CAROLIMA - 9/5/75

Spent all day reviewing policy program ¢nd objectives with Dr. Kessel,
Michael Thomas and other members of the staff. Numerous prograns were reviewed.
Some questions weve raised about late payments. These were supposedly‘rcsolvcd.
The mechanisus for key puncﬁing, and ecrror detcction on IFRP forms were dis-
cussed. These related to internal control of quality and not to the quality of
data filled on the form, accuracy and reliability of the material submitted.

The reliability of the investigators was to be determined by area coordina-
tors who are responsible for on-site inspection. We were assurred by Michael
Thomas that the computer programs recognized consistent errors in coding.and
that review of the print-outs revealed obvious errors of omission such as lack
of pregnancies with IUDs or complications with menstrual regulation.

N +

A considerable amount of material was given to us for reviéw before
our evaluation and for us: during the trip. These included IFﬁP status reports,
Annual Report 1974, Financial Statement June 1975, Some proposed study ontlines;

a code list for all studi=s, a status report for each center that we were to visit,
indicating whether the contracts were signed or pending, the number of forms received,
payments made and status of the study. .

Numerous reports of ficld trips by IF*? staff, Internal memos relating Lo
validity checks on IFRP data, a statement of compliance with A, I. D. requirements
for human subjects' rights and welfare,

The subject of apportionment of funds for writiﬁg and developing new
proposals was discussed. The question arose over time spent’ writing up a K.A.P,

"propesal. It was pointed out to them that proposal development funding should
be derived from their gernzral administrative overheud funds.

The possibilities of cooperation with FIGO were discussed as well as

the developments in India towards an independent regional data collecting and

processing center,



LOMDON - OVERVIEZW 9/15/75

..' Visited Rickard Beard and Brian Lieberman at St. Mary's Hospital and

reviewed IFRP rmatters. They had no payment problems in the last few months.

The cethod of recording infofmea consent was discussed, Thay'usc'oral consent
after a discussion by thg resident. - They felt adaquately visited By IfRP. fhey
had had problems with ome batch of clips that were défective. 'Following the
discusgion a clip procaddre was observed at Samaritan Hospital (performed by

;L. piebermaa). He used a two punch technique usingz a ne; Roqket applicﬁtor tﬁat
appeared well-designed.

In the afternoon we had a discgssion with Ian Czaft and his résident. He

had some complaints about the Band Equipment and one bind that shredded on loadine

S

-

He felt that the IF2? form was too loag. After his ho:pital ethics coémittae
gpproved a project the patieuts had only to sizn a roucine sterilization form,
PROBLEMS:

1. Some treatzent problems with quality control of clips, bands, orginal clip
@plicators, fczging of the laproscope léns.

2. TFRP form too cowplicated for widaspread usa.

RECOMMZENDATIONS:

® recedback and correction wechanism for new equipment.

‘2. Review of necessity for all the iterson IFR? .forms.



LIJUSLJAMA - OVERVIEY - 9/18/75

- ‘Tbi;.rcport is bused on a site visit conducted 9/18 and 9/19. The fertility
Inntigute facilities were exﬁminei and the abortion service at ﬁhe paternity
hospital. History taking, two vacuum aspiration procedurcs-under paracervical
.block, the recoﬁery rocms were observé&. .The state of ;he'prgjectn and the re-
~lationships to the IFRP were discussed at lenzth with Dr. Andolsek and some of
- her staff,
PROBLEMS:
1. Investigation does not receive cvaluatory feedback as to the comparative re-
sults obtained. No discussion as to significance o7 results in print-éuts.‘
2. Mechanism for terminating studies with obviously inferior or morbid results
not clear. .

3. IFRf requests removal of some IUDs at end of study whether or not patient
" 18 content with IUD. Seems to lacg sensitivity to paf%ent's needs and wishes

in study.

4, Postage for airmailing of forms not ihﬁluded in processing cost.
5.'Processiﬁg costs do not have a provision for inflgtionary changes.,

6. Frequent requests from IFRP for additional data, including non-IFRP

material, are burdcnsome'to staff, both financially and in terms of interruntinf
their ongoing work load.

RECOMMEMDATIONS: |

1. A. Progress reports o investigation after 3;6 months qr as needed,
interpreting data trend: and giving clinical evaluation as to quality of work.

B. Investigators meenings to discuss details of studies. -

2. Provision for either IFRP or investigator to terminate studies for cause

without completing contractual number of cases.

3. Patlernt given continuation option for 1UD studies,

. - ~

4, Include (lump sum pre) paymwent for postage.



LJUBLJANA -~ Concud.

5. Include provision for advance payment/form.
6. Decreasc frequency of data requested.

7. Switch to combined contract and "form filled" payment methods.



CAIRO, EGYPT - OVERVIEW -

‘Dr. Rhagab spent a morning with us, The visit took place in his private
office. Hc kept most old IFRP forms in a difficult to reach closet., His
IFRP records were in cubby hoies all over the office. Additional IUD canscruc-
tion equipment was present in the office. No visit to his clinical facilities
took place. Dr. Rhagab stated that he filled out the forms himself. He also
indicated that he paid the doctors, nurses, social workers, and air mail
postage personally with daily cash baymcnts.

Dr. Rhagab‘stated that he had received no payments in 1975. IFRP status
summary supplied to AT) just bcfore evaluation indicated four to fivé payments
were made, and that stuadies already completed in 1575 were not completely
paid for. He showed us a completed ma2nstrual regulation study (Study 443)
for which no AID approval or signed IFRP contract was available. He appareatly
began the study based on a letter passed on to him by K. Omran, noting that |
IFRP had rcquestcd.contract approval fron AID.

Dr. ILhagab scemed confused regarding questions and nzeding to show us
IFRP relatgd materials. His planning for the visit was poor though he claimad
he had not gotten E. Kessel's detailed letter of instructions. No other con-
tributor meetings were arranged or schaduled. Lettzr from Xessel to Rhagab
which Rhagab denied vcceiving had requested Cairo contributors be convened,
Rhagab made no attempt to contact any, ever after our arrival,

ADDLITION: K. Omran has visited Rhagab project three times in the past year.
Discussions with her as to how these matters were vonsidered appears warranted.
Informed consent is clearly not obtained (Rhagab states he was told he did not
need to retain and fila consents obtained., He sta'ed onl& information given

to patient is "%his is the only up to date abortion you can get." H; says

he wouldn't get patients if he explained risks,



Egypt - cont'd. 2.

EVALUATION PROBLZIM:

1. Details of notifying contributor regzarding signing of IFRP contract
seemed confused, especially in respect to Project 443,

2. Contributor not advised to stop sending forms or to stop study pending
approval of contract (Study 443) after IFRP received first batch of forms.
3. Airmail requests for forms not compensated for.

4, No outline of bookkeceping requiremenﬁs seemed available at onset of
studies.

5. Clinical facilitics and staff not seen or reviaﬁed.

RECOMHEﬁDATIOES:

1. Clearly advise coatributors of contract signing and project start-up times.
2., Tmmediately stop all unapproved projects.

3. Allow for costs of airrmailing forns,

4. Outline fiscal requiremants and procedures for participants,

5. Have an independert clinical evaluation of program as to the contributor
and his praojects.

-6._Eva1uatc adequacy of communicaticns of IFRP area coordinator with

contributor,



ASSIUT - 9/22/75

Dr. Fathalla and Dr. Morad gave us a tour of thé maternity hospital énd
endoscopy unit, We weré permitted to observe the application of a yoon band
on a woman whé had had an incomplete abortion. A discussion of the IFRP
project was held with the addition of Dr, Shaaban and two other physicians.
Dr. Fathalla indicated that they were pleosed with’the IFRP forms, with the
instruction and information delivered by Dr. Omran and by Dr. Kessel's contri-
butions to the Alexancria endoscopy meeting. They did indicate that they
were not clear on the fiscal requirerments., They hid recently sent 10
completed menstrual regulation forms, alonz with 27 other forms for initial
processing., They wer: awaiting more M. R. forms ts continue with the study.
PROBLE}NMS:

1. Fiscal methods not completely outlined by IFRP.

2, Informed conseﬁt not conpletely outlined by IFRP.

RECOMMENDATIONS :

1. Outliné requiremen:s re disposition of funds.

2, Outline requiremen:s re informed consent.



_BANGROK - OVERVIEW -

Visited Dr, Suporn Koetsawann at the Sirirat Hosoital., Watched him

nerform a Yoon Band Sterilization, a tubal cauterization, and his resident

a mini lap. His unit has modified the IFRP form to provide additional data.
They are‘preparcd to key punch th2ir own data cards if they could obtain a
key punch machine. A Thai key puncher gets approximately $100 a moﬁth.
FINDINGS:

1. They appreciate IFRP assistance in writing papers and getting them
published.

2. Payment for forms r:ceived very late.

3. Like the contributors meetings'held.in conjunction with other Asian
Conferences,

4, Do not get back much evaluation interpretation c¢r comparative interpre-
tation of their material.

RECOMMENDATIONS::

1. Prompter payments.

2. Regular contributors regional meetings.

3. Review by IFRP of their paterial by statisticiar or area coordinator, etc.,

for trend analysis, and comparative statemants.

Dr. Kambean= Chaturrarhinda at the Rawathibhodi llosnital arrived

unexpectedly as he had not gotten IFRP letter. Reviewed techniqﬁes and
instruments for mini .aproscopy with Dr. Vitong.

PROBLENS :

1. Received only one payment check for 1975 without response to inquiry.
2. Could not perform comparative study because forms arrived late (used
Xeroxed copies for a while).

3. No perscnal contact with center. Dr. Saha has not visited - only

communicated from hotel.



BANGRQX. - cont'd..

4. Have not received print-out of.material sent to IFRE since 1973.
RECOMENDATIONS:

1.-Spced payrcents, lmprove financial handling.

2. Better,'prompter‘form shipments. |

3. Visit to site at lcast once a year,

-4, Print-out and comparative evaluations at regular intervals.



SINGAPORZ - OVERVIEW - 9/29 and 9/30/75

Knnégng Kerbau Hospital - Visited with Dr. Leﬁn and‘hia BCaff.
Had an extensive disc;ssion cach day. Watched menstrual regulation
Clinic Monday =-- Dr. Véngndasaiam performed three sterilizations on 9/30.
Chected out Xe?ozed IFRP records agairnst their records.l One IFRP form
missing.. Five hospital records could not bé locateg.
FROBLEMS AND COMMENTS:
1. Late payment; too low with inflation.
2. A long delay between promise and delivery of rew equipmeunt.
3.'Gets comparative data.
4, Need regular feedback on inconsistencies.
BECOMMENDATIONS:
1. Speed payments; irprove financial handling.
2..Expediie delivery or make more realistic,
CENERAL COM“ENTS BY D. LEAN:
1. Questions about using local key- punching and local data prscégéing.
2, Possibilities of regional centers for teaching, data as;embly, technical
.developmcnt. |
3. Question about usiaig IFRP as clearing house fos private sector drue
testing.
4. Quality of middle mnanagement, i, e., area coordinators -- means of
Fé;fuiting and employing senior management in areas such as advértising,
board review, ectc.

5. Questions about cost of publishing in U, S., binding, etc., higher than

local areca printing.



JAKARTA - OVERVIEW 10/1/75

.Visited the Raden Saleh Clinic which is the old maternity cliuic
of the Geaeral Haspital now désignatcd as the Human Reproduction Center,
It is being rebuilt with funds generated from M. E. and-sterilization.

A conference was held with the staff, including Dr. Sudraji Sumapnata, the
Director, Dr. Arie Doodoh, Dr. Rahadi Santo and one other person. A
culdoscopic pomeroy type sterilization was observed. Minor difficulties
were cncountered due te breakdown of the retractor light. It was stated
that one of their laproscopes was out of repair. No local repair facilitizs
are available.

We then visited the Suka Mulya Clinic, ¢ private faciligy. We
were taken on a tour and then we Qatched a menstrual extraction performed
with atopet premedication, using a Chinese vacuum pump.

After this, a visit to the National Fanily Planning Coordination
Board where the Jemographic aspects of Indonesian family planning programs
were discussed. They appear to be falling 30% short of their goals this
‘year,

PROBLEMS:

1. Considerable difficulty in filling out forms in English.

2, Not all IFRP forms coded to local demographic categoriecs.

3. Not all local Family Planning cethods coded,

é. Study 433 completed while contract was penling; not stopped by IFRP.
5. No consent note on charts for M. E.

6. Problems getting cquipment repaired and obtaining additional

equipment.



JAKARTA - cont'd. | 2.

RECOMMENDATIONS:

1. Translate form to local language.

2. Add local religions, races, as needed.

3. Check for additional local needs.

4, Clarify contract procedure.

5. Allow payment in the form of equipment purchases against their

grant receipts.

JAKARTA - 10/2/75

Had a tour of the General Hospital and ccnference with Dr. Hanifa
Wiknjosastro and his staff. Dr. Hanifa and D1. Sudraji noted that
of 11 government medical schools only three had expressed interest in a
women's reproduction center and of these only the Raden Saleh was in
actua} cperation. The laproscopy unit was being directed by a Hopkins
trained gynecologist. The Qnit production of sterilization was low due
to high volume of complicated gyn énd ob. work at the hospital, aund the
" presence of only one laproscope. The menstrual regulation unit at the
hospital is in tne same space as the Family Planning Clinic and is quite
cramped. For politiéal reasons M. R. is being kept as a low profile
and being done as a "study'. The Family Planaing Clinic had fewer
patients in 1974 than in 1973, with the great:st drop in IUD insertions.
Apparently the CU 7 and CU T are reviving intarest in IUDs.

At the discussion both Dr, Hanifa and Di. Sudraji felt that data
collaboration was important in establishing credibility for M. R. and
also was somewhat‘politically protective. The laucre ﬁas also of great

interest to the DKKLN.



JAKARTA - cont'd. 3.

Nr. Sudraji requested all possible assistance in the administrative
aspects of a Human Reproduction Cencer.

Dr, Burnhill discussed possibility of using an administraébr with
a business administration background to help develop and run the clinic.
The possibilities of using clinic fees to assist in clinic development
was raised as well as the question of whether the World Bank would offer
credit for developing.self-sustaining Reproductive Health Centers. The
motivation to obtain and pay for M. R. appears to‘be quite high.

The need to enphasize thg negative and harnful effects of illegal
abortion, and to present data on the economic, social, and medical costs
of the problem werc suggested as a possible political strategem,

Mr, Suryochondro, Managing Editor of the Iadonesian Journal of

. L}
Obstetrics and Gvr=voloav and an attorrey interested in population

problems was present at the meetings and maintans an office adjacent

to the Ob/Gyn Library.

PROBLEMS::

1, Data collection on the IFRP wodel, especially for M, R,, is a
politicized i.cue.

2. Administrative and technical guidance is nceded to assure success
of Raden Saleh Clinic.

3. Insufficient data currently. available on abortion problems in Indonesia.

RECOMMENDATION

1, Rétain Raden Sa’eh in IFRP data collection system,

2. Try to provide technical assistance to Raden Saleh,

3. Develop general technical background material on harmful cffects

of induced abortion,



JAKARTA - cont'd,

4. Try to provide Raden Saleh with sufficient equipment to e;pand
the volume of stcrilizations and serve as a training center for
Indonesian gynecologists,

5. It may be advisable to provide an adainistrative internship for

one non~physician (i. e., PPNYC, Sanger Center).



DEN PENSAR - OVERVIEW 10/3/75

Visited Dr, Asfawa and Dr, Tjitarsa at the BKBBN office.

Dr, Astawva has a chart locating F. P. clinics on Bali as well as a
breakdown on new acceptors Sy method and location. He indicated ex-
tensive correspondence and problems with IFRP relating to funding., A
letter from E. Kessel dated February 1974 indicatcd'a commitﬁent for a
study at $3.50 a case, including histopathology. An advance of $250

was sent ~-- no money since then though they have completed the original
series.

They reccived a signed contract for a 197!-76 study to begin in
October 1975 at a slightly higher contractual rate. In the meangime
they apparently ow2 money on the histopathology. The original technique
was demonstrated by Dr. Laufe when a team visited in February 1974.

The technique has become very popular. Apparently by word of mouth
200-300 are being performed per month. They a:e distressed by lack of
back-up equipment for the syringes and an impending shortage of cannulas.
They have had cannula breakage and sterilize the cannulas in formalin.
One of the gynecologists on the island is oppored to M..R. but in favor
of sterilization. The other.is for both procedures.

They have rcad a printout for their first 412 cases and a letter
indicating they (I¥RP) would help them write a paper with Judith Fortncy
as co-author. She is expected to visit in the near future,

They would pirefer a closer source of information and training
such as Dr. Hanifa's Raden Saleh Clinic in Jakarta, which is very

highly considered in Indonesia.



DEN PENSAR -~ OVERVIEW 10/3/75 2,

We visited Dr. Tjitarsa's private office in the evening where ..
Dr. Darney saw an M. R, perforred. Facilities.are rudimentary though
the patients were uncomplaining. They paid 1,000 Rupiahs ($2.50) for.
the procedure.
PROBLEXS:
1. Contractual and fiscal difficulties.
2, Back-up equipment not available.
3. Purchase source for cannulas not knoun.
4, Money owed for histopathology from previous zontract.
5. Problems using 1¥RP form in English,
RECOMMENDATIOﬁS:
1. Clarify continecatal assignments.
2, Supply Battelle Hand Puup.
3. Supply IPAS Information.
4. Pay back monies.

5. Translate fecrm.



SEOUL, KOREA - OVERVIEW 10/7/75

HWe met with Tom Harriman from the AID mission and were briefed
on the pfogress of the Korea Sterilization Program. Of pﬁrticular interest
was the effectiveness of the JUPIEGO Program and the problems of distributing
laproscopic equipment. We then proceeded to tha Korean Inétiéute for
Family Planning where we were briefed by Mr. Donaldson from Population
Council and then met the KIFP Deputy Director, Dr. Dae-Woo Han.Kap Suk Koh,
Director of the Evaluation Division, and several members of their staff. A
iengthy discussion as to the possibilities of using the IFRP forms and/or
consultation ensued. It was recommended that KII'? develop their own briefer
form thﬁt would be coded as the IFRP form so that. they would be compatible.
A sample of their fcrm was reviewed but was too rudimentary for real
consideration.

In the afternoon we met with Dr. Hyun-Mo Kwok from Yonsei University.

'

He had just returned from Japan where he presented a vaper on his experience
with the Fallop Ring. He had his own tabulations for thisgtudy as an IFRP
print-out was not available. He didn't seem to realize that he could have
requested one prior to the paper. He also expresséd the usual problems
with filling out foras in English, airmailing prceessed forms. He reported
spending an afternoou with Dr. Saha at her last visit to Sgoul. He was
very pleased with the Fallop Ring technique -- so far having both fewer
complications ard a “ower complication rate than with the cauterization. He
showed us a progran indicating that both Sahé and P;chauri vere listeé as Eo-
authors of a paper at the Associ:' ion of Gynecologic Laproscopists. He
indicaged some discussion regavi..y IFRP processing data for him with

Saha but no relevant response to date.



SEOUL, KOREA - cont'd. 10/7/75 | . -2,

In the evening he invited us te dinn;r with Jae-Mo Yanz, Dean of
Yonsei University, President of PPF of Korea ‘and Director of the Xonsei
Center for .Population and Family Planning, along with members of his staff.
Some of the demograbhic problems of Korea were discussed.

The role of Yonsei in training Korean M.D.s was explored durkng
both the afternoon and evening discussions. Dr. Kwak indicated that he
felt mini-lap. was better for rural areas and that surgeous of all types
could be trained in the procadure.

10/8/75

We met with Dr, Chang at the Seoul National University. He had

first completed a personal series of 1000 tubal caaterizations and pre-

sented his results at a Japanese Gyn Society Mezting. lle also was going

to be training Korean physicians for laproscopic sterilization. "So far
he had not been paid by IFRP, or gotten any print-outs from them.

Dr. Saha had rot visited him on her last Ksrean visit. He too has
had difficulties with the forms being ih English., He needed additional
equipment to do train-.ng for the JHPIEGO Program. He would have liked
.some training films ou laproscopy.

We discussed some problems with Keun-din; Rnoa, Chairman of the
Department, who héd just presented thcif res;1ts with menstrual regula-
tion in Japan. They felt that the IFRP form for M. R. was more complicated
than the procedure,

PROBLEMS:

1. Late payments.

2. Forms in English,

3. Failure to clarify IFRP supplying of pr{9t~outs for paper presentation.

4. Inclusion of IFRP staff merbers as authors of paper.
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S. Failure to further explore data processing capabilities of KIFP.

RECOMMENDATIONS:
1, Prompter payments,
2. Translate form into local language.

"3, Careful elucidation as to rules, and requirements for pre-paper
print-outs,

4. Delineating ground rules for including IFRP staff as co-authors
of « paper.

5. Further exploration of local data processing to reduce cost of IFRP
overhead. )



Qctober 13-15, 1975 PAIM SPRINGS, CALIFORNIA
\ ) .

Members of the staff of IFRP and Investigators presented papersl
at the 1975 International Family Planning Research Association Me=ting
in Palm Springs, California.

The first session of the meeting was devoted to international
speakers. The session covered nine papers and lasted approximately two
hours and 1§Aminutes. Six of these papers were under IFRP auspices.
Four were accompanied by pre-prints. Five members of the IFRP staff
attended the meeting. Three contributors weve present. There vere
156 professionals registered at the meeting. The names and authors
sponsofed by IFRP ar2 listed below:

1. "A Comparison of Metal and Plastic Cannulae fcr Performing
Vacuum Aspiration During the First Trimester ¢f Pregnancy"
Speaker: Sheitareh Sovroudi Moghaddam, M. D., MPHU
Co-authors: Javad Vakilzadeh, DV, MPH and Era Miller, MA

2, "Sterilization by Minilaparatomy'

s SR PR A2 _ Y Ot . e k2
vpeanct, Aalljall vaidy . U,

Co-authors: Ashley G. €. Dassenaike, M.D. and

Margaret F. McCann, M.S. U.S.A,
3. "A Study of Abortion in Countries Where Abortions are

Legally Restricted"

Speaker: Dr. Cbi J-Cheny

Co-authors: Ewva 1iller, MA, Judith Fortney, Ph.D.,

Roger P. Bernard. M. D. ‘ Taiwan
4, "Medical and Seo lo-Dermographic Implications o° Abortion

at Felix Bulne. .Jospital in Santiago, Chile"

Speaker: Rafael Viada, M. D.

Co-authors: M, Eyzaguirre, M. D., Francisco Frenter, D,

Alfred Goldsmith, MD, and Eva Miller, MA Chile
5. "Laparoscopic Sterilization Immediately After Term

Delivery: An Analysis of 200 Cases"

Speaker: Ceccelio Aranda, M. D, Costa Rica
6. "A New Technique for Outpatient Female Sterilization

Speaker: Alfredo Coldsmith, ., D., MPH USA

Two papers (Dr. Viada's and Dr., Aranda's) were read by the
investigator. The other four were read by LFRP staff members. From

a statistical standpoint, the study on metal and plastic cannulae was
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'somewhat confusing, as numerically the plastic cannulae appeared to have
more complications than the metal ones. Howevef, according to the authors
there was no statistical difference (though the test for significapce was
not specified). Dr. Viada's pre-print was marred by a proofing error
that included a table from another study. | .

On Wednesday morning at the second session of the International
speakers program three more IFRP sponsored studies were read. Titles
and authors are listed below:

1. "The Use of IUDs as Carriers of Medicaments to Control Bleeding"
Speaker: M, I, Ragab, M.D. : : Egypt

2. "The Use of Trained Midwives in a Copper-T IUD Insertion Progran"

Speaker: J. Vakilzadeh, M. D,

Authors: M. Mitra, M. D., M, Loghzani, M. D. U.5.A,
3. "A New Look at An (]d Technique: Sterilization by Infundibu-

lectomy" '

Speaken: Anjalli S, M. D. U.5.A,

No pre-prints were received., Approximatelr 49 registrants were

in the audience for th:» session which lasted approximately 1 hour and 15
minutes. Dr..Ragab, the investigator, road his paper which clearly ex-
élained the theoretical basis for decreasing bleed’ng, using AMCA carried
in ;ilastic tubing *j_.hin. a spring coil IGD. In 200 women sgydied for six
months there were no p.segnancies; 1.1 expulsions, 1.1 hwy. removals for
bleeding and pain. 7This was compared to the spring coil vith 700 mm., of
copper. The latter device also had no pregnancies; 0.5,hwy. expulsions
but this had a bleedin;; pain removal rate of 9.9/hL:y. The paper took eight
minutes to deliver aud there was no discussion.
PROBLEMS:

1. Question relative cost effectiveaess of this number of speakers traveling
to a small neeting.

2. Question IFRP staff reading papers dealing with surgical procedures or
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3.
investigations that they are .not intimately involved with
\.w"
RECOMMENDATIONS:
1. Assess more carefully selection of meetings for prosentln papers with
some emphasis on area presentations.

2. Select member of staff traveling to meetings more carefully in relation
to impact of wmeetings



HMEMORANDUM

TO: lowazd E. Houvh; Project Coordinator, Division of International
¥ |_~leaXth Programs, fmerican Public iealth Association
FROM: ’hilip L. Darney, M.D., Consultant in Population Planning Progrem

FEvalu:.tion
SUBJECT IT“’ fvaluation of Sept. 16 - Oct. 5, 1975

DATE: Nov. 17, 1975

Attached you will find a report of ny evaluations of ten IFRP study sites
and a summary of cbservations and recommendations. '

The contents of tle report are as follows:

A. St. Yary's Hospital, Lendon, Sept 17

B. Chelsea Hespital, londen, Sept 17

C. Family Planning Institute, Ljubliana, Yugoslavia, Sept 19-20
D. Ain-5hams University, Cairo, Sept 21

E. Assult University, Assuit, Epgypt, Sept 22-23

F, Siririaj Hospital, Zangkok, Sept 25-26

, 3

G. Ramathibodi llospital, Zangkok, Srpt 25-20

. Xandang Kerbae Hospital, Siagepore, Sept 23-29

I. University of Incenesia, Jakarta, Oct 1-2

J. DPrivite Clinics, D2rpasar, Indonesia, Cct 3-4
o!

K. Sumnnary of general servations and rLcomnendatlons

The individual eviluations have the following format:

1. Cont:i.cts
2. Observations
a. backpground
L. record keeping
c. fiscal management
d., relationship with 1FRP headquarters
e, clinicel aspects
3. Recomendations

Thank you for giving me an opportunity to participate in the evaluation.
I hope you will find my observations useful and my recommendations practical.
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DARNETY,

A. St.
1.
2.
3-

LERY LVALUALLUN, DE¥L. L0 =~ ULL. D, 1975, page 1

Mary's Hospital, London
Contacts

a. Prof. Beard, Chairman of the Dept. of Obstetrics
and Gynecology '

b. Mr. Brian Lieberman, Obstatrician gynecologist

c. Mr. J. Paynton, Obstetrician gynecologist

d. Ms. A, Hughas, secretary to Mr. Lleocrn&n for IFRP
project

Observations

a. background - St. Mary's is a large and prestigious
London hoswital and mesdiccel school. Its ob gyn
service is among London's :most active. Prof. Beards
4 studies (1 MR, 3 steriliza:tion) obligate $9800 of
which $2970 huve pbeen paid. The MR study is completad,
a clip sterilization stui is 1n progress, another
sterilization study awaits ALD approval and one other
such study has baen withdrawn,

b. Record keueping - coders abnstract information fron
hospital caarts., Earlveon more than half of the
IFR? forms were roturnzd, oifcen for clerical rather
than significant clinical crrors., YNow less than 1%
are scent back from Chzpaol Hill and time from mailing
to return of incompleca2 IZorms 1s much shorter than
previously.

c. fiscal management - vavment for comopleted forms is
slow in coming, making hiviner of coders difficult
since theres was no nrevisio: for start-up costs.
Promptness nof payment has iroroved over the past
year. Funds are held in a departmental res=zarch
account,

d. Consent procadures - naticnts sign only the routine
hospital censont 2 ~zy recelve verbal informa-
tion about the DLrimant rature of the clip tubal
ligation. All sarch Zrojeces, including IFRP z*:sdies
are scrutinized by the h:S?ludl Ethiczl Committce.

e. Clinlle aspects - Laparasconlc sterilization procedires
by the Hulka clip were cbserved. Th2 procedures were
done by Mr. Licherman und:r local anzsthesia in an

Recommendations - St. Mary's will be the
center in a 5 ceonter IPRP

coordinator will bhe cxpedited by advance
start-up costs and by promnt ~oavnent of £

re 1oll-tolcraged by patiecnts .

cadures are thorough: 199 of 200
were contzcted at 3 weexs and 167 of 200 at 6 months.
Mr. Lieberman reported 7 Zailuroe (onlv 5 of these were
clearly mi:hod failurcs).

offizient nmanner and wa
Patient follow-up pro

C)ordlnatlnq
st_ﬂ”. Hiring of a traveling

pavments for

2es for provi-

<

ouixly dInitistod studics, Adoguacy of consent proceducoes

should Lo i vestigated,
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DARNEY, IFRP EVALUATION, SEPT. 16 - OCT. 5, 1975, page 2

B. Chelsea lospital, Loadon

1. Contacts »
a. Mr. Ian Craft, Consultant in Obstetrics and gynecoloqy,
b. Mr. Bill Tingy, Sr. Registrar in Obstetrics and gyne-
cology

2. Observations
a. background - Chelsea Hospital has a moderate ob
gyn case load which limits their single IFRP z:tudy
to about 10 tubal band ligations weekly. $3000 have
been allocated for this study. Data collection began
only recently and no payments have yet been received.

b. Record keeping - Mr. Tingy, the registrar whose

research project the IFRP study 1s, completes all the
forms himself. In addition, he keeps case sunmarics
for his own use in evaluating his data (partly because
he finds many of the 1IFP? questions "irrelevant.").

He is also personally responsible for all follow-up.

c. Fiscal management - no funds have been received; ‘the

plan is to maintain a specia. research account.
d. Cons:nt proceduraes - Patlent: receive a verbal ex-
planation of the tubal hand, but no note of this is
entered in the chart. YNo other special consant 1is
required in the cpoinion of tne hospital research
comuittee which reviewed the IFRP study.

e. Clinical aspects - all the procedures are done by
Mz. Tingy; none werc observed.

3., Recommend:tions - Adeguacy of concent procedurcs should
be established. Mr. Craft regards the IFRP study at
Chelseca as a vehicle by which the senior registrar may
publish c¢linical rescarch. The svudy will have the full
attention ¢f a single individual +ho will, no doubt; do
excellcnt work. If, however, ITR? is constrained to reduce
the numbe.” of centers and studies it can fund and monitcr,
the smallayr centers conducting <tudies with few subjects

probably ought to bz #-e first “¢ be eliminated in the

interest of efficiancy.



C.

)

“Family Planning Institute, Ljubljana

1.

2.

Contacts

a.
b.

Prof. Lidija Andolsek, Director
Majda Oven, Statistician

Observations

a.

[a)

background - The F:mily Planning Institute is a modern

out paticnt facility where contraception and ‘infertility
evaluation are provided. The Instituiis closely
affiliated with the Ljubljana Gynecologic Clinic,

a 470 bed hospital and clinic where Family Planning
Institute physicianc< perform abortions. The Institute
uses the computer and clinical laboratory facilities

of the local university. IFRP has collaborated with

the Institute in 17 studies costing a total of $50750.

9 of these have been withdrawn before data warze <uiiniitizd
TO IFRP so that only $11,163 have been vaid for 3 com-
plete aad 4 active studies. An additional study is
pending AID approval. The Institate is presently con-
ducting 1UD and first trimester abortion cvaluaticns.
record heepiny -~ social workers complete most of the itecms
on the [FRP forms. The forms arc later cditedby coders.
The ins:itute does not kezed sepiratce summary shoets but
depends conpletely on IFEP for data handling. They do

use the universiiy computcr for statistical analysis of
the data IFRP provides. R, Antols=k and Ms. Oven find
IFRP response to their requests for data to be very

prompt - usually about 4-6 weeks., IFRP forms do not
always contain the information needed for particular
studics. In such cases Pr. Andolsek condazts chart
revievs,

fiscal nanagenent ~ The Institute has conducted studies
with Wilo, Population Council and the Pathfinder Fund and
is therafore familiar with managing funds from several
sources. Thevy find IFRP payments prompt, but, because cf
inflation, don't believe the paviiznts are adeguate to
cover the cost of completing anl, especially, mailing tle
forms by air .

relationship with IFRP - about I IFRP staff membersvisit
each year, IrRP 1s sometimes very slow to ressond to
letters. Dr. Andolsek has not, for example, received

a response to her written complaints about incrcased costs
of completing and mailing fnrms.

clinical aspects - The institutys facilities are outstanding
Patients arce assured privacy, wiiting times are short,
instruction sessions are well planned and conducted, and
equipment is excellent. The Gyaecological Clinic, where
abortions are performed, is less modern and appealing, but
the procedures observed were done competently and very
efficicently under local anestnesia in the company of the
social worker who had previously explainzd the procedure and
completed the 1FPP [orm with the paticnt,

collaboratoris cormonts - Dr. Andol=uok wentioned that che
had little contact with athor TFRP collahorators in
Yugoslavia and had not secon pooled data. Such data had
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Family Planning Institute, Ljubljana, continued

proved useful when Ponulation Council and WHO

provided it in the past, She wondered if additional
studies of already thoroughly-evaluated IUDs like

the Lippes D and Cu 7 wzre nzeded.  She asked if

other collaborators shared her concern that IFRP might
not be responsive enough to carly indications that a
particular IUD did not warrant further evaluation.
IFRP studies had introduced acw technology, she said,
but after the study endzad thzre might ‘be no way of
continuing to employ the new zad better methods either
because the equipment would not bz available or bEcause
medical committees would not approve the new methods.

Recommindations - IFRP should discuss with Dr. Andolsek the
problem of rising overhead costs and the possibility of
revising payment rates. The valu2 of retrospective IUD
studies, further studics of proven dovices, and discontinu-
ation of cvaluations of 1UDs Found ¢ixrly on to bz unsatis-
factory arc issucs that IFRP ought t) address. The importanc:
of encouraging cowmunication amsng eorllaborators by distri-
bution of posled data and other mothoids should be assessed.



D. Ain-Shams University, Department of Obstetrics and Gynecology
1. Contacts - Prof. Ismail Ragab

2. Observations

a. background -~ At Ain-Shams University Dr. Ragab has colla-
borated with IFRP in 18 different studies which have a
total obligation of $68,600. 8 of these are active studies,
8 of them are completed, 2 are inactive, and 2 are pending
AID approval. They include investigations of pregnancy
termination, menstrual regulation, and of various IUDs.
Dr. Ragab has long becen interested in IUD and ecquipment
design and several of the studies are concerned with his
own abortion cannula, prostaglandin infusion pump, and
IUDs. No information regarding the clinical facilicies
was provided and the party did not have an opportunity to
visit them. Discussions were held in Dr. Ragab's private
office. ' .

b. record Xeeping - IFRP forms are retainad in the hospital
until follow-up is complete. Wwe did not, therefore,
have an opportinity to okserve iz forms in use. When
follow-up is concluded the forms are stored by type of
study in Dr. Ragab's officce loft. The Iorms are com-
pleted at the hospital by the physician who performs
the procecdure. The complexity 3 the IFRP forms
necessitates use of a physician to comzlate them.
In addition to copies of theo TFRP forms, Dr. Ragao
had retained treatment cumm 35 with the time at

i . ;s g 3 PO -y P I
which cpecified cdozzz of pr glandin, for cuamnale
a

zglandin :ample,
as not re-uested or
a he has subnitted.
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were edministerced. Dr. Raga
"l

received tabulations of tho dat
c. fiscal management - Dr. PRagab's comments focused on

fundine., He complained that h:z had reczived no pay-
ments since Soptember, 1974, desoite renzated appeals

to Chapel Hill. Because IFR? funds are exhausted he

no loncer maintains a separate account for IFRP money.

He pays the sccretary, who s2arves as an administrator,
three physicians, one full-iime and 3 part-time social
workers, and scveral part-tiime nurses from his personal
funds, usually on a piece-wes'r basis. e admits that

his practice of out-of-pockei rayments makes cost accoua-
ting difficult, but asserts that he sent a cost break-
down to IFRP. Although promised payment if a cost break-
down was provided, he still has not recscived money for
studies completed months ago. He cited studies 3, 302 wnd
309" as examples. He said that he was never advised by
IFRP that cost accounting would be necessary and was ncver
given instructions as to how it should be carried out.

d. relationship with IFRP - II'RP cgreements are directly
with Dr. Ragab, not with Ain-Shams University. e
appcared not to understand that studies coulg not be
initiated without AID approval,- The zvvaiuators cited 443
and 444 as cxamples of studics still pending AID appro-
val but fov-ohlic Do, Ragab had subnittod forms., He re-
plicd that IFRP had told nim to begin csllecting data for
these studies. He cited long-standing difficulty in



D.. Ain-Shams University, Dr. Ragab, continued

mail communications with IFRP, objecting particularly
to slow replies and the cost of air mailing great numbers
of forms and letters.
e. clinical aspects - The evalua’ors had no opportunity to
observe the hospital or clinic. Procedures are not
done in Dr. Ragabs private office. although he showed
equipment he uses to fabricate IUDs. He said that he
uses university hospital operating rooms and pays the
staff and maintenance costs himself. In addition, he
must hire physicians, usually his own assistants and
students , to rcmain with midtrimester abortion patients
because the regular hospital staff would not have time
to attend to the patiznts or to complete the IFRP forms.
f. collaborators comments - As men+ioncd above, Dr. Ragab
stated that he did not understaand the delays in making
payments for forms already subrnitted. He commented
'severa. times about a planned trip to'the Palm Springs
meetinc”’that had been withzl: btacause of misunderstandi.ags
with JTI'RP.

3. Recommendations - Dr. Ragab requires instruction in the
naed for anc in the techniguoes of cest accounting, if his
relationchin with IFRP is not to degenerate completely.
Although thi cvaluators <i& not have an opprortunity to
observe patientls or procedures, Or. Ragab's remarks led us
to believe that consent procedures are casual and that some
patients mav, in effect, bz bribed to participate. These
impressions need thorough investigation. The initiation of
studies prior to AID approval also deserves scrutiny
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E. Assuit University Medical School, Departnient of Obstetrics
and Gynecology

1. Contacts

a.
b.
c.
d.

Prof. A.A. Hammouda, Chairman of the Department

Prof. M.F. Fathalla, Director of the Endoscopy Unit
Dr. M. Morad, Director of the Cytogenetics Laboratory
Dr. M. Shaaban, Assistart Professor )

2. Observations

a.

background - The department usa2s Mabarrah Hospital in
the City of Assuit as its training institution. Dr.
Fathalla has established a laparoscopic unit in the
outpaticent department of the hospital. It is used
mostly for sterilization DTOC“CU es but also for
diagnostic laparoscopy by both ne gynecologists and
interni~=ts. “he department has 1greﬁ‘ to participate

in 2 IFRP sterilization studies and 1 menstrual regu-
lation study. The agreements are signed and approved

by AlD and a few forms have l :‘ay been submitted.

In addition to the IFRP 5Lu41:s, the Department parti-
cipates in WHO and Ford Founcat:.on projects. The latte:
provides equivpment and travel Finds. IFRP obligation is $53¢

"J

H

record xeeping - IFRP forms are completed by the reside :t
physician who intcrviews patlancs on their arrival in t-e
endosacpy unit. The vesidents rave cencountered no prob-

lems in using the forms and feel adoquatcly instructed iIn
their use. Dr. Fathalla sees tac orincinal advantaqge of
the IFXP fovm as providing casily retricveable data
storagec. He plans Lo also =22 reccrds of his own

823ign. He has used these reco:ds to store data

in previously published repor:z about siterilization
proceduses in Assuit. He is interested in using the

IFRP ferms for the WHO "Joint study of female steriliza-
tion. There have been contacts between WHO and IFRP ro-
garding such use of IFRP forms but no agreem=nt as yek.
fiscal managcmaent - Beczuse IF22, unlile Ford and WHC,
provides funds on a per form razther than a proiect basi.,
Dr. Folhalla has dorised differaat methods of handling
money trom these different sources. He received no advice
about handllng funds from IFRP, but plans to keep IFRP
money in a separate departmental account. He was interestzd
in receiveing payment in equipnent rather than cash.

the rate at which the departmar:z will be pald per form

(..U‘

rr’\

. submitted to IFRP was decided ky IFRP. There was no

attempt to assess the cost of completing and mailing the
forms. The investigators auoe:red to understand the
systcn 2f editing and returning forms for proper com-
pletior although they had nct yet received forms for
correction.

relationship with IIRP - Dr. Tatlalla has met with IIRP
representatives once in Assuit and again in Alexandria .
Because his department has only recently boegun to submit
forms, he had no comnents about promphness of payment,
cesponsiveness to problems, or accuracy ol eitim.tus of
the cost of compleiing the IFRP forms.,
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E.

Assuit University Medical School, continued

@. clinical aspects - The endoscopy unit is well-equippad

and includes a Yoon Band laparoscope provided by IFRP.
Laparoscopy is carried out under satisfactory conditions
and in standard fashion except that intravenous eqiipment
was not obviously available. Dr. Fathalla assured me that
it could bo easily obtained if neaded. The procedures were
carried out under local anesthesia and after a 2 to 3
hour recovery period patients were sent home. Because the
populace regard surgery with fear, the laparoscopic unit
avoids any associction with an operating room aoproach
This avoidance meaens that patients do not receive the in-
formation the cvaluators rcgarded as desireable for truly
informed consent. About 3 to 5 sterilizations are done
each day. Dr. Hamman's survoeys suggest that among rural
families 10% regard sterilization as an acceptable way
of controlling family size. Dr. Fathalla has no difficulty
recruiting paticnts, howcver.

Recommendations - Payments fvom IFRP should be made in
equipment 11 the collaborator so decsires., Here, as in
several of the other sites evaluated, the problem of
cultural, as well as legal, differences in what constituzes
medical consont was apparent. It mey not be practical to

1

-

obtain in Assuit and clsewha2re the informed consent required
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collaborators obviously n2ed nore information about it.
Here, as clsewhere, the investigatos appearcd to be poorly
informed about cost accounting procsdures and about the sort
of data output and analysis he could expect from IFRP.



F. Siriraj Hospital, Mahidol University Medical School, Bangkok

1. Contacts
a. Suporn Koctsowang, M.D., Director, Family Planning Unit
b. Thavatchai Pinpuvidol, Wycth Co. representative, Bangkok

2, Observations ‘ '

a. 2ackground - Siriraj Hospital and Mahidol University
Medical School are among the most respected medical
institutions in Thailand. The Family Planning Unit
is well-known and extremaly ‘active. During the month
of August, 1575, for example, the unit saw 190 new
contraception patients, recorded 3,025 revisits, and
performned 406 sterilizations, 314 of then Ddostpartum.
IFRP studies in collaboration with Dr. Suporn were
initiated in Sept., 1972, and had an initial obligation
of $32,550. $8,996 had baen paid as of Sept., 1975,
Two IUD studies arc comolete, 2 sterilization studies
are active, 3 IUD studizs were cancelled, 1 steriliza-
study is inactive and another rew one has just been
initiated. An additional D&C vs. vacuum curcttage
aborticn study was cancelled. Dr. Suporn praviously
workeX with Pathfinder Fund when Drs. Kessel and Barnari
were ttere. He now works with 0 as well as IFRP

b. Record keceping = IFRP forms are completed by intervies
and nurses. -The investigator': copy is stored separa

from tre patient record. Forms are rarely recturned

because of errors or incompleteness. An additional fornu,
which is kept with the patients clinic record, colleats
information not required hy IFRP. Dr. Suporn has this
data punched on cards and uses it to amplify the data

he rececives from IFRP. e would like to have a key

punch machine to encode both his own and IFRP forms.

He could then send =zither cards or tape to IFRP.

The several projects in Bangxok might, he believes,

be ablc to share the s2te punching facilities.

Fiscal management - Funds receivsed from IFRP are kept

in a special account. Pavments arrive abksut 6 months

after forms are submitted.

d. Relatioaship with IFRP - Even though Dr. Suporn collects
data for clinical studie; usirg his own forms and per-
forms independent data analrses and would carry out his
investigations without IFRP support, he had several
positive comments regarding IFRP. He has received
summarics of the activities of other centers (few of
the sites visited had done so), he uses IFRP data for
the first draft of papers, hc believes that IFRP facili-
tates communication among inves*igators oy organizing
meetings and encouraging publications. Dr. Suporn had
np comnlaints about the responziveness of IFRP to his

requests.

e. Clinical aspects - The cvaluators observed the family
planning clinics, which were pleasant and efficient and
adequately staffed with woll-trained p2rsonnel, and tho
operating rooms where mini-laparotouiny and laparoscopic
sterilications wore poerformed under local anesthosia.
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F. Siriraj Hospital, Bangkok, Dr. Suporn, continucd

Dr. Suporn and his residont werce considerate of
paticnts and conductzd the sterilization procedures
in standard fashion with sp=zed and skill. Their
equipment was modern and well-maintained. Para-
medical support was excellent.

3. Recommendations = Dr. Suporn and his staff arce obviously
capable of collecting, storing, and analyzing large amounts
of data in an cfficient fashion. With or without the
participation of IFRP the unit would contributce useful
information. Mailing of IFRP forms to Chapel Hill is
probably, as Dr. Suporn suggests, not sensible, because
the data is less accessible than it would be if processed
in Bangkok, where facilitics are adequate, and because
mailing is cxpeonsive and time-consuming. Savings in
mailing costs alone woulé cguickly piy for key-punching
services fo: all the IFR2 contributcrs in Thailand. Data
tapes might then be mailad to IFRP cr IFRP tabulating
programs scnit to Bangkok znd summary data returned to IFRP.
Such data processing servicaes need not be located at
Siriraj Hosr:ital nor mus D necessarily purchase the
processing quipnant, b anJxok seems like a promising
place to bzoin decentralization of Chapel Hill's data pro-
cessing chozes.

=
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¢. Ramathibodi Hospital School of Medicine, Mahidol University, Bangkox

l. Contacts
a., Vitoon Osathanondh, :.D., Ph.D., Chief, Population/Family
Planning Unit, Dept. of Obstetrics and Gvnecology
b. Kamheang Chaturachinda, M.B., Ch.B. M.R.C.0.G., Consultant
Obstctrician Gynecologist, Dept. of Obstetiics ard
Gynecology

2. Observations

a. Background - Ramathibodi Hospital, a medical establishment
of considerable reputation , 1as heen an IFRP colla-
borator only since Jan., 1975. One active and 2 new steri-
lization studies obligate $9,000, of which $1,002 have
been paid. These studies compare various laparozconic
techniques and @7alzate methods of tubal occlusion in
minilaparotomy. Dr. Vitoon is one of the principal
developers of the latter method of sterilization and has
a world-wide reputation.

b. Record keeping - IFRP forms, wrich Dr. XKamheang considcrs

' more tlan adeguate, are completed by 2 nurse assistants
who arc paid from IFRP funds. Clinical items arce com-
pleted by physicians who perform the vrocedures, A small
proportiion of the 500 forms suinitted to IFRP have been
returncd, usually becausa2 of clerical rather than substan-
tive c.crors. r. Kannhzang fints malling rcosts burdenscaz
and belicves that 1t would be rore cificient and checaper to
process data in Bangkol. He mantioned that the first
IFRP forms arrived morce than 5 months aiter agrecmeint
to begin study 621.

c. Fiscal management - Dr. Kamhearg received an advance of
$1,000 for start-up costs. This monzy nhas bcen used to
pay the¢ two nurse assistants who are responsible @orx
compleiing forms and patient follow up. Although he hes
sent 500 forms for study 621, he has not received addi--
tional payments. tMoney is necessary, he says, to retaio
the scrvices of the nurse assistants, and he urgently
needs the additional $4,000 owed che dzpartment. In
addition to the $1,000, Dr. Kanlcang's department has
received a single Yoon Band lavarascope. IPFRP funds are
retained in a separate rescarch account. Dr. Kamhcang
received no instruction or advice regarding funds manage-
ment or the neced for cost accounting. He could perform

. a cost znalysis 1f such wrre requirod, however.

d. Relationship with IFRP - Dr. K:mheang has found commnuni-
cation with IFRP to be difficult. He did not, for example,
know thkat the present evaluators ware 7isiting him until
they had arrived at his office. kEven though the arca co-
ordinacor often passad through Bangkoi, there had not been
a singuie site visit at Ramathivodi until the wvrsesent
unannouncaed one. He had ¥ze. nalled to meet with the
arca coordinator in a hotel on one occasion and had done
so. He had ompected that I[FRP would provide summary
reports that would ascict him In preparing papars and
keep him informoed aLout the work ¢f othory investigators
but, he said, had rceceived only the annual report. He


http:provi.de
http:proporti.on

G. Ramathibodi Hospital, Dr.

] 7 K
amhcang, continued

has nol roeguested roports, He has used his own record
Keeping systom for preliminary data analysis.

e. Clinical agspoects - The cevaluators unannounced visit did
not allow thce Ramathibodil staff time to prepare for
observation of sterilization procedures. The cases had
been comploted carlicr in the day. Drs. Kamheang and
Vitoon (Aux, }‘xo*.»':;*voz.‘, show photographs of thelr procoedures

able information about tecliniques

and complication rates., They believe that mini-laparo-

tomy is much more satisfactory for use in rural arcas

than is laparoscony. Thoy organize rural training centers

in the procedure and train cach medical student in its

execution. Laparoscopy, thw contend, because the equip-
ment is complicatad and thoe complications are occasionally
life threatening, chould not be used in medically unsopl is-

ticated regions. They acrcee thet minilaparotomy is bes:
perform:d for H]“ﬁﬂuf nationts, Dr. VlLOOJ has, howeve -,
performaed the pr SAt Ior put.ents wojﬂhiﬂg up to 200

Ibs. 70% of paLL 1L< roceive oaly IV analgesia.  The
remaindor are equally divided anong no medication zt all,
local ancesthetics, and genoral nesthetics. Operative
injurics occur in atout 0.6% of minilaparotomy paticnts,
wihille wound infcections or hemnatnas complicate abzut 0,439
of sucl cases. anvibilotics are not usad.
Drs., Vitoon and conad very concernaed about

the donoyraphic lizaticon preoccedurces might
have 1in fhalland.
Recommzndations - The 1FRD collabor“ :ors at Ramathibodi

Hospital doesoerve wore attention thoar IFRY has given them.
Although Uthov have only recently eanrolled in ITRP, Drs.
hathJJg and Viltoon have substzniiial reputations in fertility
control investigations and, no doubt, will continue to make
important (o:Lr'ouvlor with or without IFRP's attention.

IFRY cun, however, protit fren Ranachibodl's enthusiastic
collaboration and ought, therelore, o inform Dr. Xanh2ang

of payment policices, routine and special data summary repoy-s
available to him, and of the =zctivities of other IFRP
investigators of minilaparotomy and laparoscopic sterilization.
In oddition, Lho arca coordinator night benedit from a visit

to Ramathibodil ot the next opportunity. As at Siriraj Hospital
the graccologists at Ramathibodl are capable of managing the
processing of thelr own data.  Perhaps the tro institutions and
Dr. Charanp t's group micht arrange to share data processiag
facilitics and thereby acnieve cconsnizs in postage and
processing, wnd cf ficiency in analysis,



H. Kandang Kerbau Hospital, Unit of the Senior Obstatrician and
Gynecelogist (A), Singapore

1. Contacts

a. Prof. T. H. Lean, lcad and Senior Consultant Obstctrician
Gynccologist _

b. Dr. D. Vangadasalam, Consultant Obstetrician Gynecologist

c. Dr. S. H. Kee, Scnior Registrar

d. Dr. T. B. Lim, Senior Registirar

e. Dr. W. K. Tan, Scnior Registrar _

f. Dr. C. B. Parandare, Visiting Assistant Professor of
Obstetrics and Gynccology

2. Observations ,

a. Kandang Kerbau Hospital (KK) is the principal obsetric
and gynecologic hospital in Singapore and one of the
largest such hospitals in the world. Its services are
divided among units A, B, and U - the latter is
Singapore University Medical School's Department of
Obstetrics and Gynocologvy. Unit A, thoe only IFRP colla-
borator at KK, is thus resgonsinle for one-third of ned: -
cal scrvices rondered at KX and, in 197¢, accounted for
11,101 deliveries, 726 major ¢yiecologlic operativa pro-
cedures, 1,348, theraneutic abo-tions, and 1,695 female
sterilizations. Although Units A, B, and U shzarw equal
clinical responsibilitios at KK, they are fically and
administratively autonomous and differ considerably
in ihe wvay in wihiich their responsibilitics are dis-
charged. For i 1
formea primari supra pubic laparciomvy 1n A,
laparoiony in 2, and culdoscopy in U. There is little
exchange of clinical informatioa among the 3 units.
Prof. l.can has collaborated with IFRP zince 1971.

As of Sept., 1975, IFRP had pald his group $36,557 of
$75,600 oriuginally obligated. ™n 1974 Unit A recorded
2,061 procedures on IFRP forms, making it the single
largest. LFPRIP contributor for that year. Of 20 different.
studice initiated, Prof. Lean's group has completc:id 6,

7 arc carrently active (1 of 'i"ich remains unsigned by
AID as of Sopt. 1975), 1 is in.ctive, 5 are new studies
for which IIRP has not vet rece'ved foras, and 1 other
is pending AID approval.

b. Record keeping - Unit A uses IPRP funds to pay 3 coders
who revie hospital clinical raecords in order to complete
the IFRP forms. The forms are completzd from the recori
alone - no special interview or procedures are required.
The collaborator copy of the I¥RP form is not used unless
the unit rcceives querics from Chapel i#ill. Prof. Lean
feels the IFRP form is adequa:e for hils purposes. He
collects additional information for special studies and
has data processed by the Family Planning Board. 1In
order to cvaluate the recording procnss at Unit A, the
evaluators brouvgat 30 copices of IFRP forms originally
complebtoed abt Unit AL In the Unit A [ilos 29 copics of
the 30 wore found.  TIn the hespital rocord room,?25 of
30 charts of paticents previously reportnd to Chapel Hill

'ir\i-nw-w'r':'l cbat
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H. Kandang;Rerbau Hospital, Prof. T. H. Lean, continued -/

were quickly found on routine search. The ready
availability of thoese records lad the cvaluators
to conciude that data nrocedures at Unit A are
efficient.

c. Fiscal management - Unit A maintains a cantral research
funding pool in which IPRD payvments are retained.
Therefore, although 1F2P payments arrive late, in the
opinion of br. Vengadasalam, the unit is able to draw
on other resources to vay the IFR? form codzrs. The
unit receives the majority of its research support from the
Singapore Medical Research Council. Prof. Lean was told what
IFRP could pay for completed forms. The decision on their cost
was not bascd on estimates of the actual costs of completing
the forms, lHe.was not made aware that cost accounting might be
necessary, but he belicves that he could casily itemize his use
of TFRP funds, ‘

+d. Relatioaship with IFRP - Urit A of KK has had a long standing
and, apparently, mutually profitable relationship with IFRP.
Prof. Lcan is a member of the IFRP Melical Advisory Committee.
Perhaps oecuuse of these relationshins, Dr. Vensadasalam and Prof.
Lean had more comments and criticisms of the IFRP central organi-
zation than did colluborators at any other site visited. Prof.
Lean gersrally anvroves of the ides toy rezionalize processsing
of TFRP forms. He sayvs, for example, that all data processing
could casily be done in Siu-anore. be presently collects data
for special studies in a-ddition to +FRP studies. This data is
processed by the Singapore Pamily Plasning Board data processing

unit,  Praf, Tean has specinl dnterest in and knowledse of ronion.

alization of IFRP activites because he has been very active on the
Inter-Gorsernmental Co-ordinating Comrittes - South-East Asian
Regional co-operation in Femily and Population Planning (1GCC).

He sces the IFRP role as that of data processing conultant and
project designer, but is concern=d thit the central (Chapel HI11)
staff has emphasized data collection ind has not given enough
considerition to project nlannina ana data analysis. He is not
certain that IFRP has cnoush personne! who are comoetent to plan
studics nd suvgest innovative analytic anproaches. He suspgested
that inccased staff competence mi~h’ be nchieved if higher level
personnel, avea coordinators, for (xemple, were screened by the
Medical Advisory Committee or a Bouard of Directors, so that the
IFRP Director night pick from a panel of qualificed annlicants.
Prof. Lean approves of the publication and conference nrogram as
.the best approach to disseminating information amons collaborators
and to others, but he has reservations about the IFRP plans to
usc¢ the Journal of the International Federation of Obstetrics and
Gynecology as a princival organ for crmmunication. e believes
the Journal is of questionable qualitv and reputation. 1In additien,
Prof. Lean suzgested that, in its effort to rapidly expend the
number of collaborators, centers of undetermined quality had been
enrolled in IFRP. lie believes that collaborator quiality rather
than quantity should be emvhasized.

e. Consent procedures - The unit has recently adonted a research
consent form provided by IFRP in addition to the routine KX
consent ferm which does not specifly rescaich nrocedures.  Such
procedures are explained to the patient prior to surpery.



H.

Kandang Kerbau Hospital, Prof. T. H., Lean, continuad

f. Clinical aspects - The cvaluators observed laparoscopic and mini-
laparotomy <terilizatien procedures and a session of the menstrual
regulation c¢linic. Sterilization -procedures were conducted under
local anesthesia and included use of both the Hulka clip and the
Yoon band. Prof. Lean perforned all the procedures obshrved with
speed and skiil. He explained that the vrecedures he perfomed
would be evaluated in paticnt follow up intervieww bv Dr. Vengada-

salam, and rhat it would evaluate the precedures “hat Dr. Venea-
dnn1lam perforned.,  The menstrual rejulation (gencrally abortion

under 6 weeks of gestation) were dona in an erfficient manner with-

out anesthasia in an out-patient clinic. Two urine HCG tests were
performed fovr cach patient (Presnosticon Dri dot and the Lau capillary
tube urine LUG) and the uterine aspirate was sent to the patholonist
for cxamination. w.dLU"tluna were done without dilatation using the

Korman cannula and hand-held syrinze. Patients reccived no premedication

Like sterili:ation operations, these abortion procedures are perforned
by one member of the staff and evaluated by another. Unit A provides
contraception te its patients, but broi. .can believes that K¥ is not
a good place to evaluate preceoncentive methods hecause the Family
rlanning Boacd provides the great bulk of centraception to the weomen
of Singapore.

Recommendations - Prof. Lean is a long-standinz and nroductive IFRP
collaborator. In addition he is a menmber of the IFAP Medical Advisory
Committee and ¢ leader in the IGCC. Prof. L2an is, the arefore, a

collaborantor whose comuents and criticisns should be of )bgcn.l ccn-
cern to IFRP,  :lis ideas nbout the reorganization of IURD on a reylonal
ons for upsrading versonn:! recruitment processes,

basis, his suggvstl ; t 1
and his reservations resardine wdltlgulnl FAP ostaft members doerserve
attention., Pycl. Lean is the calv non-Anerican meaher of the

Medical Advisor s Committee, but he has not vet had an ooportunity to
attend a meeting, His cbsovvation that IFPP s=177 menbers travnl vith
frequency threnth Asiz while the onlv Asian nemher of the Medica

Advisory Coumit:ce has vet to attend a mectine is a significant one
because 1t was madz by other Asian investicators who noted freauent

but not always productive visits by IFRP stzff, Perhaps IFRP should
consider spenlineg mere on travel by cnrcfu;lv selected collaborators

and less on s +i{ travel. Several collabor:ors echoed Dr. Venpadasalan's
and Prof. Lean': oyiwions that contact amOﬁ, investigators took place
most cifectively at moctings and that these

H

25c wera hest held in Asia
for Asian C7L11n01.~o ather than in the USA. As did - other

collaborators,Prof, [Clﬂ creatly anpreciated pro"*,1ou of cquipnent

by IFRP. Since cash pay:ents are made slowly, and since rany colla-
borators necd cquinment more than they need zash, IFRP might do well
to consider the surmestion, ra’c by several collaberators, that pay-
ments be made in the fora of couipment unti! centsrs werc considered
adequately suaplicd with laparo Lop1c and ola2r equipment,
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I. Department of Obstelrics and Gynecology, Universjty of Indonesia
Medical

1.

2.

School, Trof. Hanifa Wiknjosastro, Head

Contacts

a.

b.

C.
a.

q.

Prof. Hanifa Wiknjosastro, ioad of the Department and Head

of Staff, Dr. Tjinto Mangunkusumo General Hospital

Dr. Sudraji Sumapradja, Chief, Divisioan ol ilunan Reproduction

and Director, Radan Saleh Clinic

Dr. Harru Harahup, Chief, Eaﬂll{ Plannirs <linics

Dr. Rahadi Santo, Lectursr and Director, (uka Mulia Clinic

and Hospital

Dy. Arie Doodoh, Coordinator of IFRP Studies at Mangunkusumo
General Hospital and Radzn Saleh Clinic

Prof. Suwardiono, Chairman, lational Family Planning Coordinating
Committee (BRI

H. Harjono, Ph.D, Chicf, Division of Reporting and Analysis, BKKBN

Observations

a.

Background - The University of Indonesia Madical School is the
country's lxrgest and 1mos% influential medical school and the
Dr. Tjipto Mangunrkusumo Zonrral Hospitil is Jakuarta's largest
institutio n for the care of the indigeart. In addition, the
Raden Sal:n Clinic is the only institution engaged in out-
patient sterilization and atortion and oricnted to training
practitiorers in these skills.  The Suxa Mulia Clinic, unlike
Raden Sal:h, sorves only pizieats wlio are relatively
well-to-d3, but it also \“DWJCJVU approaczh and provides
a source of training for in::rgsrnd practitioners.  These 3
:

S - PP . - - -
wof. Hanifa's dopartmantal

{'l'

instltutions are involved in
collaboration with IFir. Yo where else in Indonasia are

studies likely to b2 as compztently conducted as in this

department. The cight gzuiiss origina.ly planned obligated

$11,450, of which 51400 nave bhoon pald. A retrospective Lippoes
Loop study (433) and a goraral (Q01) stud, are completed, although
the department has not raczzivad pa;::nt for the latter. A Dalkon
retrospective (41%) and & clip sterilization stucdy (621) are
inactive. An carly trimsstaor aborzior study (205) is proposed and
awaits 70D apnrovael and z sztond ghoriion study (302) was cancellcd.
A nminilaparotomy study | scon bo started.  Most of the
patients will be secen at the Raden 5alih clinic. The proposal To
this c¢linic, whose objocuivz is to cn'ourdg innovative approaches
to family planning and to evaluate "non-conventional" methods

in a country where ahortioa and sterilization are illegal, is
well-conceived and carefnlly and convincingly presented in  a
docunent entitled, "Raden $2lzh Cliniec Project," dated May 11, 1974.
Much prouracs has 1. miace that time and the clinic ray
actually serve as to encouraye the acceptance of
steriliz :tion and :ion as fanmily planning methods, both by
practitioners and politicians. It should certainly provide a

model for othor m~dical schonls' efforts in family planning.

Record keeping - IFRP fornms processing was examined at Raden

saleh and Suba Mulia Cliniczz. st both places it appeared that

forms wore cfficicntly corpleted for cach piatient at the time

of her visit (rather tian Jeom chart review).,  The ctiniles have

no plana to heop records in aisition to those of IFRP.  The
collaborators will depend cn IVPRP for all data processing and

Az
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I. University of Indonesia Moedical School, Brof. Hanifa, continued

analysis. Booause the forms are in English, physicians,
commonly the only English-gpeaking rersonnal at the clinics,
must complete all items on the forms. In order to facilitate
completion by paramedical personnel, Dr. Sudraji has translated
the IFRP Menstrual Regulation from into Indonesian and has
included items that are ampropriate to the Indonesian culture.
He wondered why IfRP could not provide translated forms that
included appropriate ¢nestions for such items as race, religion
education, sclf-induccd abortion, and tradicional methods of
family planning. The department has rot encountered serious
problems in completing the forms to IPXP satisfaction.

c.. Fiscal management - IFRP funds are kept in an account in Prof,
Hanifa's name and used to pay param:dical personnel and such
incidental items as postage - as at wmonst sites, a considerable
expense. The department was not inforied of the possible
need for cost-accounting. The payment por form was determined
by IFRP. Payment for study 432 {corunl-ted Lofore receiving
AID approsal) has not boen reczived nos do records show payment
for 001, the only othor completed stud,. , '

d. Relationsaip with IFRP - The departosnt nombers did not have
particuler comnants or criticisms rogarsding IFRP2.  They were
not distressed by late payments for subnitted forms because,
they said, they were pleased to recoive the data and analyses
for their reports. They did wonder oo tho long dolay in printing
Indoncsian translations of IFRP forms. Wnen asxed Lo commant on

the asscrtion that the Yoon band migh™ be a revarsible mathod

(cuggested in IFRP Acia Area Conrdinatnr, dated Feh 21, 1075.)

3
Pl LIS AN

Dr. Sudraji said he was aware that ro ersibility had not been
demonstra=ed and did not promise oxr svggest roversibility to
patients. fic had not quuestion»d IFRP segarding the reversibility
of tubal band sterilizations.

e. Consent jrocedurns - Consent for menztrual regulation is verbal
only. A w«ritten consant is obtained for sterilization procedures.

£. Clinical aspzcts - Boch Raden Saleh asd Suka rulia elinies have
operating and treatmont rooms where th2 evaluators observed

cuidoscopic sterilization and carly ~oortion procedures, respectiv. ly.
Because there are only 2 laparoscop s for the department, and 1 is
broken, only culdosconic sterilizations are parformed at the clinics.
The one such procedure witnessad was competently done by a resident
although the culdoscope " ighting svstem mal-rfunctioned.  Mini lap-
arotomices are done in the hospital only as post partum psteriliza-
tions. Only ecarly lst trimester abhortions are performed and are
considered to bie nmenstrual regulation., Karman cannulae and cither
Berkeley or the much chieaper Chinesa (51,220 v 5400) vacuum pumps
arec used. The procedure is free for rndigent woman and costs onlv

$7 for those who can puy at the Radon Saleh Clinic.  The cest for
private patients at Suka Mulia is $50. Costc are similar for
sterilization. All procodures are performed under local ancsthesia
without intravenous fluids, although there are provisions for

"y

jpitiating cuch therapy when wequirel. The standard propedication

is 10 mg of diavcenam and 100 @y of neperidol V. Proper datteantion
to sterile technigue was observed and the phyoicians deniod
encountoving fresquant infections following enldoscopy.



sity of Indonesia Medical School, Prof. Hanifa, continued

In terms of likely demographic impact, the efforts of these
2 clinics are wvery cimaddl, but the increase in the numbers of
procodures ic imnrescivs and the conters have already served
to train pra:l:,i,t'Lr)rw*" who would not otherwise have been
cxpoced to podern technizuen of abartion and sterilization.
The number of ulprlon; voriormad ab Raden Saleh increasad
from 13 in Dcz. 1974 to 418 in July, 1975, At Suxa iulia
Clinic, 1081 abortions wore dona in the last 5 months ot
19743, while 1,477 were cdonz in the first 5 months of. 1975,
There are only 3 sterilization procedures daily at Raden Saleh,
and even fewer at Suka Mulpa.

Recommendations - IFRP ou~vh% to provide Indonesian translations of
records. It would 2lso be in the intorest of IFRP's objectives to
provide additionul lavaroscopoz and culdoscopes (perhaps in licu of
cash pavinents) to the depoertment.  Rescarch and training capacities
are scverely linmited by difficulties in obtaining and repairing
equipnent.  There should bz pore emphasis o mini lararotony as

an interval steorilization t.ooral Hore, as well as elsewnere,
IFRP? reproser i us Ghoat promobting sterilicatio
techniques as revorsible., % itia“ion {(wnd, hero, completion) of
studics prior to A1D arproval serves cxarination, as does the long
delay in makirz voevnents.  although data procensing focilities exist
in Jakarta (ivd, Poano nr

servicos in BoaghoXx, Sirga
continue to procass and ana

arives should

l as cophisticated as
rooand olswwENV:. erU should prooably
ver data [rom Indonesia.

satoms) thoevoare noc
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J. Private clinic of Dr. I. B. Tjitarsa, Denpasar, Bali, Indonesia
1. Contacts
a. Dr. I.B. Tjitarsa
b. Dr. Astawa, Director, Hali Provincial BIK3BN
c. Mr. I.B. Permana, Secrotary to the Director, Bali Provincial BXKBN

2. Observations

a. Background - Dr. Tjitarsa is responsible for 3 menstrual reqgulation
studics at 3 different clinic sites. Two are now inactive and one
is complete. IFRP's initial obligation was $4,075 of which $250
have been paid. Both Dr. Tjitarsa and Dr. Astawa have principal

sponsibilities in public health, both have MPH degrees from the

University of Hawaii, and both, as do nzarly all government phy-
sicians in Indonesia, work in their own private clinics during the
the cvenings. Thes2 clinics are the IFRP study sites. Neither the
Medical School or Health Department ¢l nics pe=rform abortion or
sterilizecvior bocause the procedures are illegal and, in the opinion
of the 1lo:al gyneocolezist, immoral. Illegal alortion is common:
there wera acout 1500 nospitalizations for suspected illegal
abortion nomzlicaticons at the general aospital and about 9000
births in 1974. Fourtesn other clinics had performed "menstrual
regulaticn” in the past, but a shortag: of cannulae has forced
them to ston.

b. Record lkeoping - IFES
patients who meoet otuly
mepstyuai period.  Most akortion proce-durcs arce done for women
furthar along in gestation but Lh: oatients are not recorded.
About 107 ©f the foyrms uent to Chapel :ill are roturred for
corrcctinis. Dr. Tjitarsa zgreed that forms printed in Indon2sian
would save physician time. He received for the first time in
Februarv a computer reoport of his IFRP forms. Thare was no explanation
or reviow of the results but he found the report understandable.
In Februiry, the Area Coordinator had oromised, at the time of her

isit, @ draft of a paper describing the akortion experience in

the c¢lin.<s. Dr. Tjitarsa nas not recaived one but is still in
interestel in doing so.

ns are conpleted by the physician for thosa
M I

4
iteria - lecos than 2 weoks pos

¢c. Fiscol maiiagoment - Dr. Tjitarsa an. Jr. Astawa were considerably
distressed hy late payments fron Irow. Altnougn th2 IFRD Scudy
Status list records no payments to Dr. Tjitarsa, he . received

a $250 advance paymont in February, 1974, He has not been paid
since, althougn he has subnitted a total of 520 fo*w". Since the

reguires a pathologic diagnosis, he

menstrual rogulation study
has contracted [or cvtopatholoay for which he now owes $11060.

He has now ceasad contribu-ing forms to IFPP because he cannot
afford a groater debs for patholoyy scorvices. e claims that he
explained this problem Lo the area cocrdinator at her last

visit and was promised partial paywia . in tarch, 1975. Whon paymect
did not avrive, he wrote, but raceilved a contfugsing reply. IFRP
funds will Le kept in Lr. Tjitarsa's account. IFRP established the
wial cesting procedurc..

payment rato,  He is not aware of g
d. Relationshin with IFFP - Althousgh LFRD has only cnall projects in
Bali, there are frogquent 990 visits to Denpsar. Collatoration

was initiated in July, 1974, and there bove Leen 3 ovisits by T8I0
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J. Private clinics of Dr. I. B. Tjitarsa, Denpasar, Bali, Indonesia

staff. Another is scheduled for Oct 10, 1975. Dr. Tjitarsa wasg
unaware of jits purpose, but hoped that it would resolve his
problem of the cytopatholoyy debt since the previous visit of
February had not. Dr. Pjitarsa also finds btaining menstrual
reqgulation kits from IrPP to ke a vroblem.  When asked why a
study (761) had heen started without AID approval, Dr..Tjitarsa
repliced that T¥RP had ashked him to bogin the study.

e. Consont procedures - consent is verbal without a chart record.

£. Clinical aspuects - Abortion procodures ware observed at Dr.
Tjitarsa's private clinic which is sparsely cquipped compared
to the hospital sites proviously visited, but well adapted to
very carly pregnancy torominstion,  If the uterus is too large on
polvic examination, Dr. Pjitarsa does not procezd, no matter
what the menstrual history. e uses Farman cannulae up to 10
times aflltoer which they tend to break at the tip. Cannulae and
other cauipment (Tenaculas and specula2) are kept in separate
antisepilic soaliing tro TV gsolutions arc not available, but
various injectable druts are, Abortion is free to contraceptive
failures nd abous 52,50 %o othors. . Tjitarsa says that other
phvsicians have a sinilar pelicy.  Ia 974 Dr. Tjitarsa performed
811 carly chortions wnd ionstrual regulations.  In the first 9
months of 1975 ho did 2122 Many novre could be done, he says,
if more cannulae wors availakle.  In order to perform a SLons

astrual pa2riod, he would like to have

beyond € recks  Srom oot menst
a vacuun oump - cithoer an clcctric or cand model.

Recormendatio - Dr. Tjitarsa's problem of the debt for pathology
services au a ruuult of Wis porcicipation in IFRP studizs nust be
resolved by promot payment ol Tunde owed hin Pronisas to assist

hin in preparing a royort Clould also be fu . filled. Whother a
continusd relationship with suzh such small private clinics is worth-
while from cithor the staninoint of ressarch or disseminating infor
mation is proviomatic. Tt ewms unlikely tnat such clinics can con-
tribute knowlodge abaut woll establivhel procedures and unwise to
' ot yot won general accoptance (like

L rtor suggestoed to Dr.

introducze procduroes
pro:".t_{zrjl-'u‘.'iJn A.ortiond, afoan avrad Codro
Tjitn:sz) in oo place swhore o Lryimester uuoring ovacuiation is not

available. fShore is obviously & great demnad for early aboartion
procedures, and a{least part i the denand nust result from the
interest provoxed amcag vrrctitioners by IFRP's tecaching session and
studics in Eali. Howover, o disproportinately large investment was

necessary to achieve this small success and further collaborations
with private «linics in Uali scem unwarranted.



K. GCeneral summary of observations and recommendations
[ ]

1. Observations - Althouzh ecach of the ten IFR? study sites visited was
unique with regard to some aspacts of background, tecord keeping,
fiscal manawvcment, relationship witih IFR?, and clinical procedure,
several obszrvations ware common to all sites and, therefore, lead
‘to some gencral recomaendations. The general observations are
as follows:

a. Record keeping .

1) Yorms are printed in English only and include items culturally
inappropriate to some of the countries visited. Because forms
are in English, they can be completed only by physicians in
countries where only highly educated people rcad English.

2) A swmall proportion of forms are returned to study sites for
trivlal clerical errors. Such return delays processing by
months and doubles alreadv high postage costs.

3) Forms are all processed at IFR? in Chapel Hill even if a
particular contiy or city has several collaborators and
sophisticatad data nrocessinn capacity. )

4) Costn of mailine foras are hich ard rapidly rising. They con-
pr15u a largoe proportion ol IFRP i:ollaborator expenses.

b. Fiscal nanapement

1) Payments for submitted forms are often slow in coming. Tliis
delas works a considerable hardship for some collaborators,
esper.ially those whio do nut have other researcnh fuading sources,
who "ind 1t difficult to retain staff and pay debts resulting
from their TFRP work.

2) Ther~ are no uniform cost accounting procedures. It would be
very difficult for some collaborators to pass a routine audlt
becanse they have received no ins<ructions regardinzg handling
of 1rRP funds.

3) Lack of a provision for start-up costs has delayed initiation
of work at some siteos.

4) Because IFR? sets the paymeat rate, some collaborators have
failed to estimate vrior to beginaing data collection the

‘ cost of o*nlntx ~, mailinz, corrz2cting, and remailing forms.
¢. Relationsalps with IF

1) 1IFtP is general ¢w to respond to letters from collaborators.

2) Stud.es are iqitiatcd vithout waiving for AID approval,

3) Data (collaborator-specific and pouoled) are not regularly or
widely distributed.

4) Site visits by araea coordinators or other IFRP central staff
are “raquent but not alwavs productive.

5) Somc of the more expericnced collaboratocs have reservations
about the research and clinical competence of sonme IFRP staff
menbars and believe, therelore, that recruitnent procedures
are .ot rigorous. )

d. Clinical aspects

1) The procedures obsarved at the various sltes were expertly
perforned in standacd fashion,

2) Consent procedures varied widely among collaborators - from
providing no informatio. »r all to paticnts to use of forms
that would meet USHHY standards for inlormed coasent.

.
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3) Some collaborators badly neecded more equipment.in order to meet
IFRP objectives of field testing, data accunulation, and infor-
mation diszemination.

4) Some sites were pursuing invaestigations of already thoroughly
evaluated nodalicies, e.g., Lippes loon.

5) The largaer centers visited were conducting fertility control
reseavch vrior to IFiP colluboration. It 1s therefore difficult
to assess just how rwch IFE? has contributed to thelr wock, except

~to provide a standard basis {or comparing results. The smaller
centers mipht not have conducted research without IFRP encourage-
nent.

2. Recomnendations - Suggestions for each of the sites visited are made above. (A=J)
The following recommendations are based on observations common to the sites
and concern the work of the [FRP? central staff: :

a. record keeping

1) VWhen therr are several collaborators w:rking In a country where
English iu not widely spokza, IFRP shoirld provide translations
of forms. The fornms should take 1into account cultural, racial and
reliclous characterictics eof the particular population so that the
data gath-red will h2 natinally vseful to the local investipators.,

2) Trivial ccrors should be corrected by competent editors at IFRY
so that t'me and roney will not be wasted trancmittling otherwise
complete | orms.

3) IFRC should accalerate its consideration of decentralized data
precessine in thoen rocione vhore adequate facilivice ara avnilable,
Indigenous resources could be used to vrocess forms, tab ulate date
using IF? proprams, and disseminate information more rapidly and
much nmore econonically than IFRY can., LOcal or regional funding
night eventually be avallable to suppoot these projects.

4) Mailiuy costs could be reduced by perfomning data entry procedures
locally and mailionn tapes or microfilu to ITRP until local data
processing capacity exists,

b. Flscal manages2nt

1) IFRP shoeuld make payments rore promptly and resolve disputes
repgarding pavients expeditiously, especially when collaborators
have incurred dabts in conducting IZRP research,

2) Collaborators should be instructed in a uniform approach to
cost accounting and funda nanasenent.

3) It i¢ appiopriate for IFR? to make rmoderate "dvance payments to
cover collaborator's start-up costs.

4) Payment rites for forms subnitted should be based on the collabouraters'
costs as ;ell as LFRP's resources.

¢. IFRP relatious.:ips with ccllaboratoers

1) IFRP central staff should raospond promptly to inquiries from colla-
boraters and make special efforts to resolve finonclal problems
expeditiously.

2) Collaborators should be instructed not to initiatc data collection
until IFRP notifies them of ALD aporoval of studies. They should be
told that data will not be nrocessed nor paynents nade f{or
forms completed prior to AID approval,
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3)

4)

5)

Collaborators should repularly receive interin data summaries of

all studies In progress. The frequency of such reports should
depend on rapidity of data accumulation. I¥RP should also provide
on a regular basls suumaries of pooled data from collaborators
conducting similar studies in the same region. The content of these
reports should be standardized unless collaborators have special
needs and interests. Collaborators should be nade more awvare of

the processing, reportins, and analvtic services IFRP can provide.
IFRP area coordinators und other staff, prior to site visits, should
make collaborators aware of the visit plan, including specific
objectives agreed upon by IFRP and the collaborateor. Site visits
should then specifically address these objectivas and visit reports
should summarize progress toward them., There should be a standar-
dized, business-like approach to site visits by area-coordinators.
Personnel recruitment processes, especially those for area-coordi-
nators,should be standardized. High level positions should be filled
by applicaats who have been screened by the Board of Directors or
the Medicinl Advisory Committee.

d. Clinical aspects

1)

2)

3

4)

5)

Although the clinicians who were obsered were expert at the
sterilization and abortion techaiques they employad in IFRP
studies, they vare often unawvare of different techniques cmployed
by other 1FRP collaborators in their ccuntry or region. IFRP
should improve coznunication amonw cnllaborators oy dx:t*‘ﬁutin5
analyses ¢f pooled data and by sponsoring resiconal neetincs of
collabora:ors. Compared to travel bv J7FRP staff and collaborators
to and frea the 1SA, suceh vestines vondd bae economical ) and o
of the clinicians I{nterviewed agraed,moere productive,
Consent procedures snould be clearly sonzcified to collaborators
after appropriate standards are dotermiaad.

Collaborators should be asked and area coordinators required to
deternine :quivment needs. Pavments should be nade in nzaded
equipnent ~hen possible and if desired by the collaborator.
Studies, cspecially retrospective onzs, of already thoroushly
evaluated nsodalicties should terninated. Procedures for
quickly terminating studi modalitizs found to be unsatis-
factory by other investir should la develaped.

Prioritie: should be sat FAP gpoacorship so that highly
competcat centers can bu=come independan: as soon as possible
and smaly :enters of questionable competence can be eliminated
if they are seen not to advance the IF2? objectives of field
testing, data accumulation, and information dissenination. A
systen for establishing prioricties by giving appropriate weights
to the dngrce to which a given center tas met these objectives
ought to be estadblished. For exampla, Prof. Hanifa's proicct
has donc little field testing or data cccumulation but is a
successful disseminator of information at the local level.
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