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OVERVIEW OF TH EVALUATION REPORT CN
 

TnfE INTERNATIONAL FERTILITY RESEAROH PROJECT
 

Michael S. Burnhill, N1. D., M.Sc. 

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

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

countries, and attendance at an international meeting held in Palm 

Springs, California. This report is my personal account which will 

later be integrated with the reports of the three other evaluators. 

The luternotional vertility Research Project currently is 

supervising investigations at 91 centers locatod in 21 countries. 

Details of the tyves of investigations and cen.ers are outlined in 

the Status Report, April 1975. Page one of th..s report includes 

the objectives of the IFR.P. These are to: 

- Scientifically field test promisinz deve1'opments in fertility 
regulation. 

- Shorten the time bet;:.een the (eve1o:nt of new methods of 
fertility regulation and their imple.::entation into general 
clinical practice, by providin- a capability for the rapid 
analysis and reporting of data from clinical field trials. 

- Dissemina.te information on research f.ndings at national and 
international r:eetincs and conferences, Lnd in national and 

internLt-onal journals and research r.ports. 

It is agairnt the framework of these objectives that the evalua

tion will be carried out.
 

A. Overall Attainm~ent of Stated Obiectivas 

1. Scientific Field Testing: The IFUP appears to be 

perfoirming an excellent job in tezting promising developments. 

2. Shortening the Introductor Time ol Innovations: The IFRP 

appears to be doing an excellent job in assisting the
 

introduction of innovations. 

http:Dissemina.te
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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, and
 

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
 

because 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 

comueent may be made about participation in meetings. It is
 

perhaps even more expensive to u;e a number of IFRP staff 

to present these papers. Greate) efforts should be made to 

continue the work of presenting concurrent workshops, or
 

having contributor presentations at regional meetings where
 

thei work can be discussed and disseminated in the area.
 

Contributors workshops and meetings appear to be popular and
 

valutable to the cooperating cent:rs and should be encouraged. 

It would be desirable (fortuitou; and economical) if more of 

these could be appended to regional and international meetings. 

B. General Administrative Procedures
 

1. A number of problems appeared during the site visits. These 

are, in part, related to the separation of IFRP from the 

Uti'ersity 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, sluggish, and indifferent pro

cessing of commnunications from the contributors.. 

These communications may be through direct correspond..nce or 

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

the IFRP staff. 

2. 	 Amongst the procedures which need clarification with the 

contributors are:
 

a. 	 Contractual Confusions and Problems: Individualization 

of contract costs, and form reinbursement. 

b. 	 Provision for inflatnon, espe(ially as it relates to 

airinailing of forms. 

c. 	 (larification that agreement ':etween contributor and IFRP does. 

not constitute authorization to begin a project un.il a 

signed contract by AID has been returned to the contributo

d. 	 Development of-a mechanism to suspend or te-minate Lin

authorized studies. 

e. Development of some alternate payment arrangements to 

allow for start-up costs on l'trger 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 meai:s of recording and retaining 

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

incomplete payments were made. Efforts should be 

made to speed up bookkeeping procedures and to 

handle contributor complaints about reimbursement. 

3. 	Data Processing - Forms: A number of investigators noted 

that the forms were either too long (especially menstrual 

regulation) or not locally selective (did not selectively 

code 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 wa.- the difficulty and cosg

required to uze bilingual codgers and interviewers. It 

would be very helpful to have all forms translated into 

the local language and usc th. identical coding process
 

to simplify local problems. Tt also appeared quite
 

possible in a number of centers to have cards key punched
 

locally and a type prepared or z,local computer. This
 

|olds promise of markedly redicing key punching costs,
 

nitiling costs and processing time. Delays in shipping 

forms have produced problems.
 

4. 	 Equipment Problems: Many contributors are having problems 

repairing equipment and obtaining supplies. In some cases 

In some cases the IFRP could assist by providing supplies 

and equipment rather than casi to the contributors. In 

other cases, it might be advantageous to locate repair 

sources or develop a re-ional repair facility to help 

these programs.
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5. Evaluat-ory Feedback: 
 Several contributors complained
 

that they had not received printouts in a long time,
 

or 
that they received printouts without any accompany

ing consultant report, or that they did not know that 

they could request printouts or additional types of 

tabular material from the data already in the computor. 

There did not seem to be clarity on the part of all 
ti

contributors as to 
the nature or extent of information:
 

which they could ask for or which they could receive 

fiom IFRP regarding their cont':ibutions. In particular, 

some statements regarding comparative performance appeared 

t,- be very important to them. The' ability of IFMP to 
supply this data, to evaluate the qulity of the matexiai 

and to outline when and how much feedback would be pro

vided should be clarified. 

6. Role of the Area Coordinators: Several contributors
 

seemed pUzzled by the 
area c.o:dinators. Comunications 

gi'en them relating to the stat2 of a contract, fee pay
ments, problems with equipment, seem to have been poorly 

handled. 
In some 
instances, the area coordinator visited
 

thc area without visiting the contributor, on other 

occasions the contact was 
made over the telephone or in
 

the hotel. 
The role of the coordinator in transmsitting
 

conmunications, assisting the contributor with his studies, 

reviewing his inuork progress and supplying the cotributor 

with progress reports should be more rigorously defined and 

complied with. 
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C. 	 Publications and Presentations 

1. Several investigators com-lained of some pressure for
 

joint authorship of papers having been applied. 

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

contributor's paper was turned down while it was approved 

for an area coordinator ".ho had little personal experience 

with the technique and "4ho would have been inappropriate to 

present the paper. It would appea: to be generally more
 

beneficial if presentations were given by the contributor,
 

except for pooled investig-.tions.
 

D. 	 Medical )Ucstijns 

1. 	 One investigator questioned the carrying out of an 

investiaion r.Aftcr -t had bccn 5hown to have infzr.ior 

results. It would appear prudent to terminate poor result 

studies even if the target numbe. of cases has not been
 

reached. 



CIMLPEL HILL, NORTH CAROLINA - 9/5/75
 

S'pent all day revicwing policy program iand objectives with Dr. Kessel,
 

Michael Tho:mas and other members of the staff. Numerous prograris were reviewed. 

Some question; were raised about late payments. These were supposedly resolved.
 

The mechanism:is for key punching, and error detection on IFRP forms were dis

cussed; These related o 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 

0 of pregnancies with IUDs or complications with menstrual regulation. 

A considerable amuont of material was given to LIS for revi6'w before 

our evaluation and for us: during the trip. These included IFRP status reports, 

Annual Report 1974, Financial Statemrnt June 1975. Sonw, proposed .study oItlU.ies* 

a code list for all studiis, 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 field trips by 11- staff. Internal memos rc'ting o 

validity checks on 11RP data, a statemnent of c::olianc,: witL A. I. D. requiremenrs 

for human subjects' rights and welfare. 

The subject of apportionment of funds for writing and developing new
 

proposals was discussed. The question arose over time spent' writing up a K.A.P.
 

proposal. It was pointed out to them that proposal development funding should
 

be derived from their geiral administraLive overhe:d funds.
 

The possibilities of cooperation with FIGO were discussed as well as
S 

the developmrents in India towards an independent regional data collecting and 

processing center. 



I/rN - OVER1TI1 9/15/75 

J Visited Richard Beard and Brian Lieber--an at St. Mary's Hospital and 

reviewed maR? They no payment problems in the la3t few months.r.tters. had 

The method of recording informed consent was discussed. They use oral consent 

after a discussion by the resident. They felt ade-quately visited by IFRP. They 

had'had problers with one batch of clips that were defective. Following the 

discussion a clip procedure was observed at San aritan H6spital (performed by 
18. 
Dr. Lieberman). le used a two punch technique using a new Rocket applicator that 

appeared well-designd. 

In the afternoon we had a discussion with Ian Craft and his resident. He 

had some complaints about the Band Equipment and one bcnd that shredded on loading. 

He felt that the IF?, form was too long. After his ho-pital ethics comittee 

lproved a project the patients hzid only to sign a routine strilization form. 

PROBLEMS:
 

1. Some treatment problems with quality control of clipj, bands, orginal clip 

Stplicators, fogging of the laproscope lens.
 

2. IFFP for-m too cotzplicated for widaspread use. 

RECOH:1M1DATIO.S:
 

. Feedback and correction mechanism for new equipment.
 

2. Review of necessity for all the-iter.son iP forms. 



TJUUWZ 'A .. - OVE(VT J.. - 9/18/75 

"This report is based on a site visit conducted 9/18 and 9/19. The fertility 

Institute facilities were examined and the abortion service at the maternity 

hospital. History taking, two vacuum aspiration procedures under paracervical 

bloc.k, the recovery rooms were observed. The state of the projects and the re

lationships to the IFLVP were discussed at len~th with Dr. Andolsek and some of 

her staff. 

PROBLEaiS: & 

1. Investigation does not receive evaluatory feedback as to the comparative re

sults obtained. No d2'scussion as to significance o '; results in print-outs. 

2. Mechanism for terminating studies with obviously inferior or morbid results 

not clear. 

3. IFRP requests remova7 of some IUDs at end of study whether or not patient 

is content with IUD. Seems to lack sensitivity to piti ent's needs and Wishes 

in study. 

4. Postage for airailiLg of forms not included in -rocessing cost. 

5. Processing costs do not have a provision for inflationary changes. 

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

material, are burdensom,! to staff, both financially and in terms of interruptin;
 

their ongoing work load.
 

RECO,1-NFDATIONS:
 

1. A. Progress reports to investigation after 3-6 months or as needed,
 

interpreting data trend:: and givin- clinical evaluation as to quality of work.
 

B. Investigators mee-ings to discuss details of studies.
 

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

without completing contractual number of cases.
 

3. Patient given continuation option for IUD studies. 

4. Include (lump sum pre) payent for postage.
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5. Include provision for advance payment/form. 

6. Decrease 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. lie kept most old IIRP for-ns in a difficult to reach closet. His 

IFRP records were in cubby holes all over the office. Additional IUD construc

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. Ile also 

indicated that he paid the doctors, nurses, social workers, and air mail 

postage personally with daily cash payments. 

Dr. Rhagab stated that he had received no payments in 1975. IFRP status 

sumurtary supplied to AT) just before evaluation indicated four to five pay-ments 

were made, and that st-idies already comu!eted in 1S74 were not completely 

paid for. He showed us a completed menstrual regulation study (Study 443) 

for which no AID approral or signed I?.P contract ..as available. He apparently 

began the study based on a letter passed on to him by K. Omran, noting that 

IFRP had requested contract approval fro-m AID. 

Dr. iiagab seemed confused regarding questions and needing to show us 

IFR.P related materials. His planning for the visit was poor though he claimed 

he had not gotten E. Kessel's detailed letter of instructions. No other con

tributor meetings were arranged or scheduled. Letter from Kessel to Rha ab 

which Rhagab denied rcceiving had requested Cairo contributors be convened. 

Rhagab made no attempt to contact any, even after our arrival.
 

ADDITION: K. Omran has visited Rhagab project three times in the past year.
 

Discussions with her as to how these matters were ,:onsidered appears warranted.
 

Informed consent is clearly not obtained (Rhagab st.ates he was told he did not
 

need to retain and fil - consents obtained. He sta'.ed only information given
 

to patient is "This is the only up to date abortion you can get." lie says 

he wouldn't get patients if he explained risks. 



Egypt - cont'd. 2. 

EVALUATION PRO3LEM: 

1. Details of notifying contributor regarding 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. Airm-ail requests for forms not compensated for. 

4. No outline of bool-keeping requirements seemed available at onset of 

studies. 

5. Clinical facilitiezs and staff not seen or reviewed. 

RECOMi'MEDATIO:S: 

1. Clearly advise contributors of contract signing and project start-up times. 

2. 1-rnediately stop all unapproved projects.
 

3. Allow for costs of airmailing forms. 

4. Outline fiscal requirements and procedures for participants. 

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

and his projects.
 

6. Evaluate adequacy of cowmunications of IFRP atea coordinator with 

contributor. 



ASSIUT - 9/22/75
 

Dr. Fathalla and Dr. Morad gave us a tour of the maternity hospital and
 

endoscopy unit. We were permitted to observe the application of a yoon band
 

on a woman who 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 plea.sed 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 requirements. They hid recently sent 10 

completed menstrual regulation forms, along with 27 other forms for initial 

processing. They wcr, awaiting more M. R. forms to continue with the study. 

PROBLEIMS: 

1. Fiscal methods not completely outlined by IFRP. 

2. Informed consent not completely outlined by IFRP. 

RECOYY1DATI0NS: 

1. Outline requiremen-s re disposition of funds.
 

2. Outline requiremen:s re informed consent.
 



BANGKOK - OVERVIEW -

Visited Dr, Sunnrn Koetsawant at the Sirirat 11osoital. 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 prepared to key punch their own data cards if they could obtain a 

key punch machine. A Thai key puhcher gets approximately $100 a month.
 

FINDINGS:
 

1. They appreciate FRP 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 cr comparative interpre

tation of their material. 

RECOIMENDATIONS: 

1. Prompter payments.
 

2. Regular contributors regional meetings.
 

3. Review by IFRP of their material by statisticiatt or area coordinator, etc.,
 

for trend analysis, and comparative statements.
 

Dr. Ka.bean7 Chaturraphinda at the Ra-athibodi lios-ital arrived 

unexpectedly as he had not gotten IFRP letter. Reviewed techniques and 

instruments for mini .:aproscopy with Dr. Viton;. 

PROBLEMS: 

1. Received only one payment check for 1975 without response to inquiry.
 

2. Could not peLform comparative study because forms arrived late (used
 

Xeroxed copies for a while) 

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

conmunicated from hotel. 
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4. Ilave not received print-out of -mterial sent to IFRE since 1973.
 

RECC i.1DTIO::
 

1. Speed payments, improve financial handling. 

2. Better, prompter form shipments. 

3. Visit to site at least once a year. 

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



SfnlU'ORZ -OVZRVIr; - 9/29 and 9/30/75 

Kandang Kerbau Hospital - Visited with Dr. Lean and his staff. 

End azn extensive discussion each day. Watched menstrual regulation 

Clinic Monday -- Dr. Vengadasalam performed three sterilizations on 9/30. 

Checked out Xeroxed IFRP records against their records. One IFRP form 

missing.. Five hospital records could not be located.
 

PROBTM4YS A CO,2M:-:?TS: 

1. Late payment; too low with inflation. 

2. A long delay between promise and delivery of rew equipment.
 

3. Gets comparative data. 

4. Reed regular feedback on inconsistencies.
 

RECOEDATI0S:
 

l-Spee-d -payments; inprove financial handling.
 

2. ExpediLe delivery or make more realistic.
 

GMEILLL C012-I_ NS BY D t. L AI: 

1. Questions about using local key.punching and local data processing.
 

2. Possibilities of regional centers for teaching, data assembly, technical
 

development.
 

3. Question about usiag IFRP as clearing house fo: private sector dru2 

testing. 

4. Quality of middle management, i. e., area coordinators -- means of 

reciuiting and employing senior management in areas such as advertising, 

board review, etc. 

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

local area printing. 



JAKARTA\ - OVERVIEW 10/1/75 

Visited the Raden Saleh C, inic which is the old maternity clitlic 

of the Geaeral Hiospital now designated as the Human Reproduction Center. 

It is being rebuilt with funds generated from It. 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 ob3erved. Minor difficulties
 

were encountered due to breakdown of the retractor light. It was stated 

that one of theic laproscopes was out of repair. No local repair facilities 

are available.
 

We then visited the Suka Mulya Clinic, . private facility. We 

were taken on a tour and then we watched a menstrual extraction performed 

with atopet premedication, using a Chinese vacuum pump. 

After this, a visit to the National Family Planning Coordination 

Board where the demographic 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 categories.
 

3. Not all local Family Planning methods coded. 

4. Study 433 completed while contract was pen ling; not stopped by IFRP. 

5. No consent note on charts for M. E. 

6. Problems getting equipment repaired and obtaining additional
 

equipment. 



2.
JAKARTA - cont'd. 


RECOENDATIONS:
 

1. Translate form to local language.
 

2. Add local religion , 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 oE the General Hospital and ccnference with Dr. Hanifa 

Wiknjosastro and his staff. Dr. Hanifa and Di . 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 

actual cperation. The laproscopy unit was being directed by a lopkins
 

trained gynecologist. The unit production of sterilization was low due
 

to high volume of complicated gyn and ob. work at the hospital, and the
 

presence of only one laproscope. The menstrual regulation unit at the
 

hospital is in tze same space as the Family Planning Clinic and is quite
 

cramped. For political reasons M. R. is being kept as a low profile
 

and being done as a "study'. The Family Planniing Clinic had fewer
 

Oatients in 1974 than in 1973, with the great-st drop in IUD insertions.
 

Apparently the CU 7 and CU T are reviving interest in IUDs. 

At the discussion both Dr. Hanifa and Di. Sudraji felt that data
 

collaboration was impoitant in establishing credibility for M. R. and
 

also was somewhat politically protective. The la=nr was also of great
 

interest to the BKKPN. 



JA1KARTA - cont'd. 	 3. 

Dr. Sudraji requested all possible assistance in the administrative
 

aspects of a Human Reproduction Center.
 

Dr. 	 Burnhill discussed possibility of using an administrator 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 obta:.n and pay for 14. R. appears to be quite high. 

The need to enphasize the negative and hariful effects of illegal 

abortion, and to present data on the economic, :;ocial, and medical costs 

of 	 the problem were suggested as a possible political strategem. 

Mr. 	 Suryochondro, Managing Editor of the 'icdonesian Journal of 

obstetrics and GvnLolo ,!v and an attorrey interested in population 

problerms was present at the meetings and mainta'ns an office adjacent 

to the Ob/Gyn Library. 

PROBLEMS: 

1. 	 Data collection on the IFRP model, especially! for M. R., is a 

politicized iie. 

2. 	 Administrative and technical guidance is needed to assure success 

of Raden Saleh Clinic. 

3. Insufficient data currently available on abort'ion problems in Indonesia. 

RECOHENDATIONS: 

1. 	 Retain Raden Sa*'eh in IFRP data collection system. 

2. 	 Try to provide technical assistance to Raden Saleh. 

3. 	 Develop general technical back.round material on harmful effects 

of induced abortion. 



JAKARTA - cont'd. 	 4. 

4. 	Try to provide Raden Saleh with sufficient equipment to expand
 

the volume of sterilizations and serve as a training center for
 

Indonesian gynecologists.
 

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

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



DEN PENSAR - OVERVIEW 10/3/75
 

Visited Dr. Astawa and Dr. Tjitarsa at the BKBBN office. 

Dr. Astawa has a chart locating F. P. clinics on Bali as well as a
 

breakdown on new acceptors by method and location. He indicated ex

tensive correspondence and problems with IFRP relating to fund.ing. A
 

letter from E. Kessel dated February 1974 indicated a commitment 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 received a signed contract for a 197-76 study to begin in 

October 1975 at a slightly higher contractual iate. In the meantime 

they apparently owa money on the histopatholog-. 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 oppo.ed to M. R. but in favor 

of sterilization. The other is for both procedures. 

They have read a printout for their first 412 cases and a letter 

indicating they (IMP) would help them write a paper with Judith Fortney 

as co-author. Shc- is expected to visit in the near future. 

They would ptefer a closer source of information and training
 

such as Dr. iHanifa'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. performed. Facilities are rudimentary though 

the patients were uncomplaining. They paid 1,000 Rupiahs ($2.50) for. 

the procedure.
 

PROBLEMS:
 

1. Contractual and fiscal difficulties.
 

2. Back-up equipment not available.
 

3. Purchase source for cannulas not kno,-a. 

4. Money owed for histopathology from previous contract. 

5. Problems using IFRP form in English. 

RECOI2ENDATIONS: 

1. Clarify continedtal assignments. 

2. Supply Battelle Hand Pump. 

3. Supply IPAS Information. 

4. Pay back monies.
 

5. Translate form. 



SEOUL, KORE.N - OVEFVIEW 10/7/75
 

We met with Tom Harriman from the AID mission and were briefed 

on the progress of the Korea Sterilization Program. Of particular interest 

was the effectiveness of the JILPIEGO Program and the problems of distributing 

laproscopic equipment. We then proceeded to 
the Korean Institute 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
 

lengthy discussion as to the possibilities of using the IFRP forms and/or
 

consultation ensued. It was recommended that KI'P develop their own briefer 

form that would be as IFRP form so that. would becoded the they compatible. 

A sample of their form was reviewed but was too rudimentary for real
 

consideration.
 

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

le had just returned from Japan where he presented a paper on his experience
 

with the Fallop Ring. lie had his on tabulations for thisstudy as an IFRP 

print-out was not available. He didn't seem realize tha-t he couldto have 

requested one prior to the paper. 
 He also expressed the usual problems 

with filling out forms in English, airmailing prccessed forms. le reported 

spending an afternoou with Dr. Saha at last visit toher Seoul. He was 

very pleased with the Fallop Ring technique -- so far having both fewer 

complications and a lower complication rate than with the cauterization, lie 

showed us a progran. Lndicating tY.tt both Saha and Pachauri were listed as co

authors of a paper aL the Associ;u ion of Gynecologic Laproscopists. He 

indicated some discu~sion "regarI. LFRP processing data for him with 

Saha but no relevant response to date..
 



SEOUL, KOE% - cont'd. 10/7/75 2.
 

In the evening he invited us to dinner with Jae-Mo Yang, Dean of
 

Yonsei University, President of'PPF of Korea and Director of the Yonsei
 

Center for .Population and Family Planning, along with members of his staff.
 

Some of the demographic problems of Korea were discussed. 

The role of Yonsei in training Korean M.D.s was explored during
 

both the afternoon and evening discussions. Dr. Kwak indicated that he 

felt mini-lap, was better for rural areas and that surgeons of all types
 

could be trained in the procedure.
 

10/8/75
 

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

first completed a personal series of 1000 tubal cauterizations and pre

sented his results at a Japanese Gyn Society Meeting. Ile also was going 

to be training Korean physicians for laproscopic sterilization. So far 

he had not been paid by IFRP, or gotten any print-3uts from them. 

Dr. Saha had rot visited him on her last Korean visit. He too has 

had difficulties with the forms being in English. He needed additional
 

equipment to do train.ng for the J1[PIEGO P'rogram. He would have liked 

some training films aoi laproscopy.
 

We discussed some problems with Keun-di L Rhoa, Chairman of the 

Department, who had just presented their results 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 print-outs for paper presentation. 

4. Inclusion of IFRP staff mer.,bers as authors of paper. 

http:train.ng


5. Failure to further explore data processing capabilities of KIFP.
 

RECOM4ENDATIONS: 

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 -apaper.
 

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



qctober 13-15, 1975 PALM SPRINGS, CALIFORNIA
 

Members of the staff of IFRP and Investigators presented papers
 

at 	the 1975 International Family Planning Research Association Meeting
 

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 15 minutes. 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 were present. There were
 

156 professionals registered at the meeting. The names and authors
 

sponsored by IFRP ar2 listed below:
 

1. 	 "A Comarison of Metal and Plastic Cannulae for Performning
 
Vacuum Aspiration During the First Trimester ( f Pregnancy"
 
Speaker: Sheitarth Soroudi Moghaddam, M. 1)., MPII
 
Co-authors: Javad Vakilzadeh, DVMI, TIPH and Ea Miller, MA

2. "Sterilization by Ninilaparatomy"
 
.)pea-e1 r 1ja11 SZiILa D.
, II. 
Co-authors: Ashley G. S. 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-Cheng
 
Co-authors: Eva liller, B%, Judith Fortney, Ph.D.,
 
Roger P. Bernard. N. D. Taiwan
 

4. '!Medical and Sr.lo-Demographic Implications o- Abortion 

at Felix Buln:." 'ospital in Santiago, Chile" 
Speaker: Rafael ,Tiada, M. D.
 
Co-authors: H. Eyzaguirre, H. D., Francisco Frenter, H),
 

Alfred Goldsmith, 1), and Eva Miller, MA Chile
 

5. "Laparoscopic Sterilization Immediately After Term 
Delivery: An Analysis of 200 Cases" 
Speaker: Cecelio Aranda, M. D. Costa Rica 

6. 	 "A New Technique for Outpatient Female Sterilization" 
Speaker: Alfredo Goldsmith, M. D., MPH USA 

Two papers (Dr. Viada's and Dr. Aranda's) were read by the 

investigator. The other four were read by IFRV staff members. From 

a statistical standpoint, the study on metal and pla,;tic cannulae was 
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somewhat confusing, as numerically the plastic cannulae appeared to have 

more complicatioas than the metal ones. However, according to the authors 

there was no statistical difference (though the test for significance 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: 14. I. Ragab, M.D. Egypt
 

2. 	 "The Use of Trained Midw,ives in a Copper-T 1D Insertion Program"
 
Speaker: J. Vakilzadeh, 1. D.
 
Authors: 11. Mitra, M. D., 1. Logh-ani, 1M. D. U.S.A.
 

3. 	 "A New Look at An Old Technique: Sterilization by Infundibu
lectomy"
 
Speakel: Aljali S Ila, 11. 1). U.S.A.
 

No pre-prints were received. Approximatel," 49 registrants were 

in the audience for th! session which lasted approximately 1 hour and 15 

minutes. Dr. Ragab, tie investigator, read his paper which clearly ex

plained the theoretical basis for decreasing bleedCing, using AMCA carried 

in silastic tubing , i.hin. a spring coil ILTD. In 2)O women studied for six 

months there were no p.:egnancies; 1.1 expulsions, 1.1 hwy. removals for 

bleeding and pain. This was compared to the spring, coil with 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/h :y. The paper took eight 

minutes to deliver a:e there was no discussion. 

PROBLEMS: 

1. 	 Question relative cost effectiveaess of this number of speakers traveling 
to a small m1eeting. 

2. 	 Questiou IFTP staff reading papers :al ing tjith surgical procedures or 



PALAM SPRINGS 3. 

investigations that they are not intimately involved with.
 

RECO%,2ENDATIONS: 

1. Assess more carefully selection of meetings for presenting papers with
 
some emphasis on area presentations.
 

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



I EMORAND ' 

TO: a E. Hough, Project Coordinator, Division of International 
S4ei.th Progr-.is, 1merican Public Health Association 

FROM: \1 A hilip D. Darney, X.D., Consultant in Population Planning Program 
Evalu; tion 

SUBJECT: IFRP Eva.luation of Sept. 16 - Oct. 5, 1975 

DATE: Nov. 17, 1975
 

Attached you will find a report of uy evaluations of ten IFRP study sites
 
and a surmary of cbservations and recoamendations.
 

The contents of tie report are as follows: 

A. St. M;ary's Hospital, London, Scot 17 
B. Chel. ;ea Hospital, London, Sept 17 
C. FamiLy Planning institute, Ljublbana, Yugoslavia, Sept 19-20 
D. Ain-Shams Univ,-sity, Cairo, Sept 2]. 
E. Assuit University, Assuit, Egypt, Sept 22-23 
F. Siririaj liospi,al, B.z. n-,ok, Sept 25-26 
C. Ramat.hibodi Bangkok, 25-26Eospital, Srept 

IIanc~ng; Kcrbac ]wospital, r- . o::,, Sept 28-29 
I. University of Indonesia, Jakarta, Oct 1-2 
J. Private Clinics, Denpasar, Indoncsia, Oct 3-4 

.K. Sur=n:iry of general observations and reco mendations 

The individual evluations have the following format: 

1. Contc.cts 
2. Observations 

a. background 
L. record keeping 
c. fiscal management
 
d. relationship with lFRP headquarters 
e. clinical aspects
 

3. Recomiendations
 

Thank you for giving me an opportunity to par:icipate in the evaluation.
 
I hope you will find my observations useful a.,d my reco..endations practical.
 

http:Progr-.is


DAtN by, ItKr LVALUW.J1 	 J..0.- ,197.5,
.M', J. U.L. page 1
 

A. 	 St. Mary's Hospital, London
 

1. 	 Contacts
 
a. 	 Prof. Beard, Chairman of the Dept. of Obstetrics
 

and Gynecology
 
b. 	 Mr. Brian Lieberman, Obstetrician gynecologist
 
c. 	 Mr. J. Paynton, Obstetrician gynecologist
 
d. 	 Ms. A. Hughes, secretary to Mr. Lieberman for IFRP
 

project
 

2. 	 Observations
 
a. 	 background - St. Mary's is a large and prestigious 

London hospital and medic l school. Its ob gyn 
service is amongq London's r7ost active. Prof. Beards 
4 studies (1 MR, 3 sterilization) obligate $9800 of 
which $2970 have been a2. The MR study is completud,
a clip sterilizatin 	 I-v in progr.s another 

sterilization study t: A.D approval and one other 
such study has been " 

b. 	 Record kecoing - oe .- act information from 
hospital c:,"rts. -l- r i. e than half of the 
IF.1R? forms %.'erertur+.=a, occen for clerical rather 
than significant c.inical ercors. No;w less than 1% 
are sent . ro:- Chn. "ill and time from mailing 
to return of; incomplae =ores is much shorter than 
previously. 

c. 	fiscal manacement - -a'.ent for completeJ forms is 
slow in coming, maih: hi nv of coders difficult 
since there .as no erov;sio: for start-up costs. 
Promptness of payen: has .:,roroved over the past 
year. Funds are held in a d..-:tmental research 
account. 

d. 	Consent oroceduros - t -:sign only the routine 
hospLtal consr, o 7. r "civ,- in.ormaverbal 
tior. about t.. ature of the clip tubal 
ligation. ll rsesc'1 !oji:c s, including IFRP s.:ies 
are :'crutinized by tital Ethic+:l Committee. 

e. 	Clinical asoects - L -:r aco oic sterilization procedres 
by the .ulka clip wer_ observed. The procedures were 
done by Mr. Lic,_',erman und.r local anesthesia in an 
effi ient manner and were '.;ell-tolerated by patients 
Patient follow-up procedures are thorough: 199 of 200 
were conta:cted at 3 weeks and 167 of 200 at 6 months. 
Mr. Liebcrman reported 7 =failurc- (only 5 of these were 
clearly mnrr_.od failures) 

3. 	Recommon6:tions - St. Mary's "ill be the coordinating 
center in a 5 center I'RP study. Hiring of a traveling 
coordinator will be oedi ted by adva nce payments for 
start-up coAt.; and ,!nrox:}t "c-,ant of f:e-,s for previ

oiy 	 i ni tit a;tu~l i'.a. ,I...-, ay of prOCC1uCLS.. consent 

should Lc iii .at .
 

http:mnrr_.od
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B. 	 Chelsea Hospital, London 

1. 	Contacts
 
a. 	Mr. Ian Craft, Consultant in Obstetrics and gynecology,
 
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 study
 
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 is, completes all the 
forms himself. In addition, he keeps case summaries 
for 1is own use in evaluatini his data (partly becau-se 
he f..nds many of the lFR qucstions "irrelevant."). 
He i:; also personally rcspon<-ible for all follow-up. 

c. 	Fiscal management - no funds have been received; "he
 
plan is to maintain a specia.. research account. 

-d. 	 Cons nt procedures - Patient receive a verbal ex
planation of the tubal band, but no note of this is 
entered in the chart. No otlier special. consent is 
required in the coinion of the hospital research 
comittee which reviewed the IFRP study. 

e. 	 Clinical aspects - all the FLucedues are done by 
Mr. Tingy; none %..ereobserved. 

3. Recommendations - Adecuacy of con!-ent procedures should 
be established. Mr. Craft regards the :IFRP study at 
Chelsea a.- a vehicle by which the senior reqistrar may 
publish clnical research. The s-:udy will have the fu].l 
attention of a single individual .,ho will, no doubti do 
excellcnt work. If, how,-ever, IFR? is constrained to redur:e 
the nua:be." of centers and studies it can fund and monitor, 
the small,r centers conducting ,ofLidies with few subjects 
probably ought to b2 t:-e first Lc, be eliminated in the 
interest of efticiency.
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C. 	Family Planning Institute, Ljubljana
 

1. 	Contacts
 
a. 	 Prof. Lidija Andolsek, Director 
b. 	Majda Oven, Statistician
 

2. 	Observations
 
a. background - The Fnmily Planning Institute is a modern
 

out patient facility where contraception and infertility
 
evaluation are provided. The Institute'is closely
 
affiliated with the Ljubl.jana Gynecologic Clinic,
 
a 470 bed hospital and clinic where Family Planning 
Institute physician- 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 $50'750. 
9 of these have been withdrawn before data were rri K: 
TO IFRP so that only $11,163 have been paid for 3 com
plete a.id 4 active studies. An additional study is 
pending AID apprcval. The Institite is presently con
ducting lUD and first trimester abortion evaluations. 

b. 	 record ":eeping - social workers complete most of the itcens 
on the [FRP forms. The forms are later editedbv coders. 
The ins:itute does not keen seo,..rate Eummary sheets but 
depends completely on IFF-RP for )ata handling.: They do 
use the university computer for statisticavl analysis of 
the data IF o-rovides. DR. An.olsE-k and .s. Oven find 
IFRP response to their requests for data to be very 
promrt - usually about 4-6 week.;. IFRP forms do not 
always contain the infor.lation needed for particular 
studies. In such cases Dr. Andolsek cen-2-ts chart 
rev_..ews. 

c. 	 fiscal nianagercient - The Institute has conducted studies 
with Wiiu, Population Council and the Pathfinder Fund and 
is ther,-fore familiar with managing funds from several 
sources. They find IFRP payments prompt, but, because cf 
inflation, don't believe the pa-'.;nts are adeauate to 
cover the cost of completing ani, especially, mailing tl'e 
forms by air . 

d. 	relati.nship with IFRP - about ' IFRP staff membersvicit 
each yeir. IFRP is sometimes very slow to respond to 
letters. Dr. Andolsek has not, for example, received
 
a response to her written complaints about increased costs
 
of completing and mailing forms. 

e. 	 clinical aspects - The institutuS facilities are outstanding 
Patients are assured privacy, wiiting times are short, 
instruction sessions are well planned and conducted, and 
equipment is excellent. The Gynecological Clinic, where 
abortiois are performed, is less modern and appealing, but 
the pro--edurcs observed were done compe-_ently and very 
efficiently under local anest.hesia in the company of the 
social worker who had previously explained the procedure and 
completLd the 11PE form with the patient. 

f 	. co]] abor-tLo.:2 co02'72'. .' t:; - Dr. Ando: *;ek ici~fn tlonfle shtht 
had ] itt2 cot,-ct with ot:hr TFPr collaborators in 
Yugjos lavia and had not seen pooled data. Such da ta had 



• Family Planning Institute, Ljubljana, continued 

proved useOM when PoPulation Council and WHO 
provided it: in the past. She wondered if additional 
studies of already thorouhly-evaluated IUDs like 
the Lippes I) and Cu 7 o're noeded. She asked i 
ot:her collaborat:ors shared her concern that IFRP might 
not be responsive enough to earlv indications that a 
particular IUD did not '.arrant further evaluation. 
IFRP studies had introduced new technology, she said,
hut after the study ended th-re might'be no way of 
continuing to employ the new -nd better methods either 
because the equipment would not be available or bEcause 
medical committees would not approve the new methods. 

3. Recoiu!nondations - IFRP should discuss with Dr. Andolsek the 
problem of rising overhead costs and the possibility of 
revising payment rates. The value of retrospective IUD 

further studies of proven d?vices, and discontinu
ation of evaluations of IUDs found a irly on to b unsatis
factory are issuus that IY'iR ought t) address, The importance:
of encouraging co;.MuL.nication ao.ng c:)!laborators by distri
bution of pooled data and other meth)Ss 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 13 different studies which have a
 
total obligation of $68,600. 8 of these are active studies,
 
5 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 been interested in IUD and equipment
 
design and several of the studies are concerned with his
 
own abortion cannula, prostaglandin infusion pump, and 
IUDs. No information regarding the clinical facili'ies 
was provided and the party did not have an opportunity to 
visit them. Discussions were held in Dr. Ragab's private
 
office.
 

b. 	 record keeping - IFRP forms are retained in the hospital 
until ifollow-up is complete. We did not, therefore, 
have an opport-:nity to observe t forms in use. When 
follow-up is concluded the forms are stored by type of 
study in Dr. Ragab's office loft. The forms are com
pleted at the hospital by the p.hvsician who performs 
the procedure. The complexity )f the ":'RP forms 
necessitates use of a physici;n to cor,,:]ete them. 
In addition to copi.es of t TFRP Dr. Ragaj.h forms, 
had retained treatment summaries w~ith the time at 
which s".c. i.d dozes of prostn in, for e::ample
 
were ,dmiJ.nisterec1. Dr. Raigab .inlas nol r-:uested or 
received tabulations of th,.e data he has submitted. 

c. 	fiscal managjement - Dr. Ragab's comments focused on 
fundinc. He complained that h- had received no pay
ments since Sep-tember, 1974, desoite re-n.ated appeals 
to Chapel Hill. Because IFRP funds are exhausted he 
no longer maintains a separate account for IFRP money. 
He pay . the secretary, who serl;es as an administrator, 
three physicians, one full.-timi and 3 part-time social 
workers, and several part-tiMe nurses from his persona] 
funds, usually on a pbece-..o-i: basis. Ee admits that 
his practice of out-of-pocke't payments m1.kes cost accoun
ting difficult, but asserts that he sent a cost break
down to IFRP. Although promised payment if a cost break
down was provided, h. still has not re,.eived money for 
studies completed months ago. He cited studies 3, 302 .nd 
309' as examples. He said that he was never advised by 
IFRP that cost accounting would be necessary and was n ver 
given instructions as to how it should be carried out. 

d. 	relationship with IFRP - IFIP F.greements are directly 
with Dr. Ragab, not with Ain-S:!ams University. lie 
appeared not to understand that studies coulk1 not be 
initiated viithout AID approval. - T.(-a2uators cted 443 
and 444 as e:.:amples of studies still pending 'AID appro
val buL :o '.Ich b, . F.:¢ab had subnit t._ forms. llW re
plied tha L IFr'RP had told him to begin collec tingq dca for 
these studies. iHe cited long-standinj difficulty in 
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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 remain with 7idtrimester abortion patients 

because the regular hospital staff would not have time 
to attend to the patients or to complete the IFRP forms.
 

f. 	collaborators comaents - As mentioned above, Dr. Ragab 

stated that: he did not understand the delays in making 
payments for forms alre ady subitted. He coFrmented 
severa times about a planned tLip toIhe Palm Springs 
meetin("that had been "ithel because of misunderstandi.igs 
with lI'RP. 

3. 	Recommendat:.ons - Dr. Rag;ab recquires; instruction in the 
need for anK in the technia-es of cost accounting, if his
relationshi!, with IrR- is not to decenerate completely. 

Although thi2 evaluators c ic. not have an oppportunity to 
observe ~tpLen or 	 -1. rmarks ledL poceiues, Iagab's us 
to believe that consent procedures are casual and that some 
patients ma', in effect, be bribed Lo participate. These 
impressions need thorough investigation. The initiation of
 
studies prior to AID approval also ,Aeserves scrutiny
 



E. 	 Assuit University Medical School, Department of Obstetrics
 
and Gynecology
 

1. 	Contacts
 
a. Prof. A.A. Ilarmmouda, Chairman of the Department
 
b. 	 Prof. M.F. Fathalla, Director of the Endoscopy Unit
 
c. 	 Dr. M. Morad, Director of the Cytogenetics Laboratory
 
d. 	 Dr. M. Shaaban, Assistan.t Professor
 

2. 	Observations
 
a. 	 background - The department uses Mabarrah Hospital in
 

the City of Assuit as its training institution. Dr.
 
Fathalla has established a laparoscopic unit in the
 
outpatient department of the hospital. It is used 
mostly for sterilization procedures but also for 
diagnostic laparoscopy by both the gynecologists and 
interni'its. The department has agreed to participate
 
in 2 IFZP sterilization studies and 1 men3trual regu
lation study. The agreements are signed and approved 
by AID and a few forms have a,!radv, been submitted. 
In addition to the IFRP studies, the Department parti
cipates in WH{O and Ford Founca-t.on projects. The latte:: 
providcs equipment and travel f inds. IFR? oblination is $r 

b. 	record keeping - IFRP forms are completed by the reside ,t 
physician who interviews patients on their arrival in t ,e 
endoscopy unit. The residents iave encountered no prob
lems inL using the forms and feel adequately instructed in 
their use. Dr. Fath-alla sees the oraincieal advantaqe of 
the IFIRP form as providing easily retrieveable data 
storage,. He ulans to also kee. records of his own 
8-_iqn. Hle has used these records to store data 
in previously published reports about sterilization 
procedu.es in Assuit. le is interested in using the 
IFRP forms for the WHO "Joint study of female steriliza
tion. There have been contacts between WHO and IFRP r(!
garding such use of IFRP forms but no agreement as yet. 

c. 	fiscal manage~mzent - Because IF"?, unli.e Ford and WHO, 
providcs funds on a per form rather than a project basi;, 
Dr. FYLhalla has 9_,ised different methods of handling 
money from these different sources. Ile received no advi.ce 
about handling funds from IFRP, but plans to keep IFRP 
money in a separate departmental account. He was interested
 
in receiveing payment in equip.)ent rather than cash. 
the 	rate at which the departm.-2 will be paid per form 
submitted to IFRP was decided by IFRP. There was no 
attempt to assess the cost of completing and mailing the
 
forms. The investigators appeared to understand the
 
system of editing and returnin 9 forms for proper com
pletiDr although they had not et received forms for 
correct Lon. 

d. 	relationship with IFRP - Dr. Fathalla has met with TFP 
representatives once in Assuit and again in Alexandria 
Becau his ccprtmn t has only recently begun su.;ubmit-IS to 
forms, hlic hid no cop:uerInt about uromptness of payi1i,1V1
£(:sjoniveiLt..ss to jxroulc(.l, o ,accur-acy of ,r-Li!,_..tu, 1 

the 	cost of comtlhlinq thu I(h? f or s. 

http:procedu.es
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E. Assuit University Medical School, continued
 

e. clinical aspects - The endoscopy unit is well-equipped 
and 	includes a Yoon Band laparoscope provided by IFRP.
 

Laparoscopy is carried out under satisfactory conditions 
and in standard fashion except that intravenous equipment 
was not obviously available. Dr. Fathalla assured me that 
it could be easily obtained. if needed. 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 associ.ation with an operating room approach. 
This avoidance means that patients do not receive the in
formation the evaluators regarded as desireable for truly 
informed consent. About 3 to 5 sterilizations are done 
each day. Dr. liarmman 's surveys suggest that among rural 
families. 101o regard sterilization as an acceptable way 
of controlling family size. Dr. Fathalla has no difficulty 
recruiting patients, however. 

3. 	 Recornmendat'os - Payments from IFRP should be made in 
equipment i.f the collaborator so dceires. Here, as in 
several of the other sites evaluated, the problem of 
cultural, as w-iell as legal, difrences in what constitutes 
mudical con,ent was apparent. It ma/ not be practical to 
obtain in Assuit and elsewhere the informed consent required 
in the%- U,. If, however, suc h is , th,n s.c. ncc..ss.ry -h 

co llaboratocs obvious:' need riore information about it. 
fere, as el.s'ewhere, the investigato: appeared to be poorly 
informed about cost accountincg proc4_dures 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, Wy th Co. representative, Bangkok 

2. 	Observations
 
a. ?ackground - Siriraj Hospital and Mahidol University

Medical School are among the most respected medical
 
institutions in Thailand. 
 The 	Family Planning Unit
 
is well-known and extremely active. During the month 
of August, 1975, for example, the unit saw 190 new 
contraception patients, recorded 3,025 revisits, and 
performed 406 sterilizations, 314 of them postpartum.

IFRP studies in co].laboration with Dr. Suporn were
 
initiated in Sept., 1972, and had an 
initial obligation
 
of $32,550. $8,996 had been paid as of Sept., 1975. 
Two IUD studies are comolete, 2 sterilization studies 
are active, 3 IUD studies were :ancelled, 1 steriliza
study is inactive and another rew one has just been 
initiated. An additional D&C vs. vacuum curettage
aborticn study was cancelled. Dr. Suporn previously
worke-: with-PthfLnder Fund when Drs. Kessel and Barnard 
were there. He now works with WHO as well as IFRP 

b. 	 Record keeping - IFRP forms are completed by interviewers 
and nurses. .The investigator's copy is stored separ:t-e>
from tl-.e patient record. Forms are rarely returned 
because of errors or incompletc-iess. An additional forii,
which i s kept with the patients clinic record, col ech
information not required by IFPP. Dr. Suporn has 	 this 
data punched on cards and uses it to amplify the data 
he receives from IFRP. He would like to have keya 
punch machine to encode both his own and IFRP forms.
 
He cou'Id then send either cards or tape to IFRP.
 
The sexeral projects in Pangkok might, he believes,

be able to share the s,.! 1e punching facilities.
 

c. 	Fiscal management - Funds receiied from IFRP are kept
in a special account. Payments arrive about 6 months 
after forms are submitted. 

d. 	 Relatio-ship with IFRP - Even t.hough Dr. Suporn collect3 
data for clinical studie; usir:i his own forms and per
forms independent data analy.ses and would carry out his 
investigations without IFRP support, he had several 
positive comments regarding IFRP. He has received 
summaries of the activities of other centers (few of 
the sites visited had done so), he uses IFRP data for
 
the first draft of papers, he believes that IFRP facili
tates communication among investigators by organizing
meetings and encouraging publications. Dr. Suporn had 
6o complaints about the responsiveness of IFRP to his 
requests.
 

e. Clinical aspects - The evaluators observed the family
planning clinics, which were pleasant and efficient and 
adequately staffed with :..11-trained personnel, and the 
OperaLincg rooins whiu lini-]aarotoy arid laparosLcopic 
s tori 1li. 'a Lions were pr-fore::,d undur local WIOstiici;,. 



F. Siriraj Hospital, Bangkok, Dr. Suporn, continued
 

Dr. 	 Suporn and his resident were considerate of 
patients and conducted the sterilization procedures 
in standard fashion with speed and skill. Their 
equipment was modern and well-maintained. Para
medical support was excellent. 

3. 	 RecoTLmendations - Dr. Suporn and his staff arc obviously 
capable of collecting, storing, and analyzing large amotnts 
of data in an efficient fashion. With or without the 
participation of IFRP the unit would contribute useful
 
information. Mailing of IFPP 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 facilities are adequate, and because 
mailinq is expensive and time-consuJmilnq. Savings in 
mailing costs alone would cuickly p:.y for key-punching 
services fo- all the IFRP contributcrs in Thaila-nd. Data 
tapes might theri be mailed to IIRi? Cr IFtP tabulating 
programs seat to Ba -and summar returned to IFRP.P:kok 	 data 
Such data processing services need iLot be located at 
Siriraj }los;ital nor must IFR? necessarily purchase the 
processing :c.uiient, but ?.inkok sc.ems like a -promisi._g 
place to bee;in dL&cnralization of Chape.l Hill's data pro
cessing chores. 



G- Ramathibodi HospitEal School of Medicine, Mahidol University, Bangkok 

1. 	Contacts
 
a. Vitoon Osathanondh, M.D., Ph.D., Chief, Population/FaXinly
 

Planning Unit, Dept. of Obstetrics and Gyne'cology
 
b. 1Kamheang Chaturachinda, M.B., Ch.B. M.R.C.O.G., Consultant 

Obstetrician Gynecologist, Dept. of Obstetiics and
 
Gynecology
 

2. 	Observations
 
a. 	Background - Ramathibodi Hospital, a medical establishment
 

of considerable reputation , h.s been 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 laparos=:oic
 
techniques and evaluate 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, wiich Dr. Kamheang considers 
more t] an acdquate, are comolet ed by 2 nurse assistants 
who arc paid from IFRP funds. Clinical items are com
pleted by physicians who perfoin the orocedures. A small 
proporti.on of the 500 forT.-ns submitted to IFRP have been 
returnr.d, usually because of clerical rather than substan
tive e.nrors. Dr. 1a anq fin s mailing costs burdensoe 
and belioves that it would bc -.ore efficient and chcapc- tc 
proces.; data in Bangkok. He m:ntioned that the first 
IFRP foirms arrived more than 5 months after agreement 
to begin study 621. 

c. 	Fiscal management - Dr. Kamhearg received an advance o' 
$1,000 for start-up costs. This money has been used to 
pay the two nurse assistants who are responsible -or 
compleiing forms and patient follow up. Although he has 
sent 500 forms for study 621, he has not received addi.
tional payments. Money is necessary, he says, to rct,,
the sCvices of the. u.Se assiftants, and h, urgently 
needs the additional $4,000 ow.cd The department. In 
addi ian to the $1, C00, Dr. Kaieang' s department h<J 
rec i-,ed a single Yoon Band launrascope. IFRP funds are 
retainL.d in a separate research account. Dr. Kamheang

received no instruction or advice regarding funds manage

ment or the need for cost accounting. lie sould perform 
a cost ana]lysis if such ;;<re required, how.,ever. 

d. 	Relationship with IFRP - Dr. it.mheang has found communi
cation with IFRP to be diffic-aLt. He did not, for example, 
know thal the present evaluato-s w isiting hi until 
they h-.d arrived at his office. Even though the area co
ordiracor often passed through B-..ngkok, there had noL- boen 
a singi.e site visit at RamaLhibodi until the ,).esent 
unannounced one. He had 'r -e.- ca1led to meet with the 
area coordinator in a hotel on one occasion and had done 
so. He had :xected th:it FR, would provi.de summary 
ruporLs thlit _,Cud ,.s is hi:i nil u':trir i r; a.d 
keep him inlfor::,..i a Lot thL w.rk ef .h . vs ti tor: 
but, he said, had recuived only the annual r-eport. lie 
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G. PiRmathibodi Ilospita., Dr. Kamheang, cont:inued 

has noL rtqna.sted re:orts. le has used his own record 
keeping systemtfo r preliminary data analysis 

e. 	 Clinical p.c..s -Th evaluators unannounced visit did 
not allow the Ram:,hibodi staff time to prepare for 
observa Lion of sterilization rrocadurcs. The cases had 
been completed earlI.ier in the day. Drs. Kamheang and 
Vitoon did, ho.ov.r, show photogrvaphs of their procedures 
and provided co"e. ....le in fiorma t ion about tecLniques 
and complication rates. They believe that mini-laparo
tomy is much more .atisfactory for use in rural areas 
than is l.aparDscop,. They orgjanize rural training centers 
in the )rocedure and train each mediccl%, sudant in its 
execution. Laparoscopy, th, contend, because the equip
ment is complicatcd and the complications are occasionally 
life threatening, should not ho used in medically unsopl is
ticated regions. They agree th.t minilaparotozny is bes: 

,
perform ad for .pn:-atints . Dr. Vitoon has, howevo7 
parfore,-2d thr: procf(.ure ror rat - .its ,onohighing up to 200 
lbs. 7M of paLiant; receive o ly IV analgesia. The 
remainderi are ou',r -n y, ldivi:!:d anong no medlica i.on at all., 
local- no,.Liaet ic , and general Anesth,.Lics. Operative 
injurics occur in a out o.61 of minilaparoLomy patients, 
while Y)und infections o' -h*rmn:t mas complicate about 0..:% 
of sucl c,.ss. Prophyl.actic an-ibatics are not used.
 
Drs. Vitoon and Ka'.'-aae sond very concerned about 
the d:.roptir 1mpacoriation proc-dursis might 
have in Thailand. 

Recommendaions The 
Iospi a. deserve more at._ntion than IFIU? has given them. 

Although the, h .ave only raeatly enrol led in IRP, Drs. 
Kamhea n and Vi Loon have substn:tnial reputa Lions in fertilitN 
control investigaions . , no doubt, will continue to make 
impnortant con tribtios with or witLout IFRP's attention. 
IFIP can, however, rofit from Amachiboi 's enthusiastic 
collabor_-at "n and oughat, 'e,-raore, :.o .informDr. Kamh.an,:r. 
of payent policies, o ad ocial data summary repor 

.	 - 1.LP collabora:ors at Ramathibodi 

.... -s 

availabl] to him, and of thu :: Jli.uies of other IFRP 
investigators of minilaparotomy and laparoscopic sterilization. 
In addition, tho rco.rdinzor migh.t benefit from a visitarea ' 
to Ram.a thibLdi at the na:.:t opportuni ty. As at Siriraj Iospital
tho 	gy.ecologiaLs at R, .tahibvd i are capable of managing the
thoessijn: at. -	 hft-.agw
1 


proc.essing f their own data. Perhaps the t-'o institutions and 
Dr. Chara np ta group migh._ ang to share data processing 
faci]lities and thereby achieve econoumis in postage and 
processing.,nd efficiency in analysis. 



J. 	 andang Kerhau Iospit:al, Unit of the Senior Obstetrician and 
Gy'neeclogisL (A), Singapore 

1. 	 Contacts 
a. 	 Prof. T. I. Lean, 1head and Senior Consultant Obstetrician 

Gynecologist 
b. 	Dr. D. V_ngadasalarn, Consultant Obstetrician Gynecologist
 
c. 	Dr. S. II. Kee, Seni-or Registrar
 
d. 	Dr. T. B. Lim, Senior Regist::ar
 
e. 	Dr. W. K. Tan, Senior Registrar
 
f. 	Dr. C. 13. ParandLare, Visiting Assistant Professor of
 

Obstetrics and Gynecology
 

2. 	Observations
 
a. 	Kandang Kerbau Hospital (RK) is the principal obsetric 

and gynecolocjic hospital in Singapore and one of the 
largest such hospitals in the world. Its services are 
divided among units A, B, and U - the litter is 
Singapore Universi L Medical School's Department of 
ObsterLi:ics a rid Gynecology. Uni A, the only IFRP colla
borator aLt KK, is thus resMDosS]ale for o: e-third of med:
cal services rendered at KK an:!, in 1974, accounted for 
.i,101 :]elivri s, 726 major '-iecolg operative pro

cedures, 1,348, theraneuhic ab 'tions, and 1,695 fena].e 
sterilizations. Although Unit-s A, B, ind U : equal. 
clirnica I resnons 1bilities at X<1, the>, are' fizally and 
administratively autonomous anc.differ considerably 
in iie ". 

a. 
:,- ci 
. ..... 

their rEir. 
.. 

ibilit
1.... *. . 

a 
i 

dis-
C -

formeci byv suora l...oaro ..nv Ln A, 
laparotomv in B, and culdoscopy in U. There is little 
exchange of clinical in-formtiori acong the 3 units.
 
Prof ].ean has collabor ted .ita IFRP since 1971. 
As of Sept., 1975, IFRP had paii his group $36,557 of 
$75,6C orlyina lly obligatod. 11n 1974, Unit A recorded 
2,061 p:ocedurces on 1F}R forms, manking it the single 
larges tMP. contributor for that year. Of 20 differen. 
studieL initiatlec, Prof. Lean' rs qroup has completed] 6, 
7 are c wrrntly active (i of -1ich remains unsigned by 
AID as of Sept. 1975) , 1 is ir, ctive, 5 are new studies 
for which IYRP has not yet rece.ved form:s, and 1 other 
is pending AID approval. 

b. 	 Record kecpincg - Unit A uses IERP funds to pay 3 coders 
who revieu hospital clinical records in order to co:tiple:e 
the IFRP for-is. The forms are completed from the recorl 
alone - no special interview or procedures are required. 
The collaborator copy of the IFr')P form is not used unle;s 
the unit receives ¢:ueries from Chapel ill. Prof. Lean 
feels the IFRP form is adequate:: for his purposes. He 
collects additional information for so2-C al studies and 
has data processed by the Family Planning Board. In 
order to evaluate t:he recordin- process at Unit A, the 
evalultors brought 30 copi(es o II'RP frs- 1l 
comp 1(tlLe at UIit .. In the Unit A files 29 cup,, of 

r
the 30 were foiii,.]. In the ho.spi.t,-a] re, r room,.25 of
30 charts or paitie!nts previous ly -eport:d to Chalpel Hii.il 

http:room,.25


. Kandang X'erbau Hospital, Prof. T. H. Lean, continued I/ 

were quickly found on routine search. The ready
 
availabili ty of tLhes;e records led the evaluators
 
to conclud that dt-a procedures at Unit A are
 
efficient.
 

c. 	 Fiscal iaiaent - Unit A maintains a ca;;tral research 
funding pool in which IFRP payr.oents arc retained. 
Therefore, al Lhough : in the.P payments arrive late, 


r .
opinion of. ) Venqadasalam, the unit is able to draw 
on other rcsourco; to way the IFRP form coders. The 
unit receives the aijority o! 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 based on estimates of the actual costs of completing 
the forms. le.was not :;ade aware that cost accounting might be 
necessary, but he believes that he could easily itemize his use
 
of IFRP fund:;.
 

,d. 	Relationship with IFRP - Unit A of KK has had a long standing 
and, apparently, mutually profitable relationship with IFRP. 
Prof. Icun is a member of the IFRP Melical Advisory'Committee. 
Perhaps jccause of these relationshi),, Dr. Vengadasalam and Prof. 
Lean had maore ccmments and criticims of the IFRIP' central organi
zation than did coilThorators at any other site visited. Prof. 
Lean geeral l aporoves of the ides t) reionalizc processsing 
of IFRP forms. le says, for example, that all data processing 
could easily be done in Siejanore. he presently collects data 
for special studies in "-ddition to IRP studies. This data is 
processed by the Singanore Family Plnnin?. Board" data processing 

hsp1ecial ina.. 

alizatiom of lFRP activites because he has been very active on the; 
Inter--Gabernmenta1 Co-ordinnting'Coa'.ittee - South-East Asian 
Regional co-operation in Fa:ilv and PaDiulation Planning (IGCC). 
lie sees the IFRP role as that of data processing conultant and 
project designer, but is concerned thit the central (Chapel HIll ) 
staff has emphasized data collection ind has not given enough 
considerition to project nlanninq and data analysis. He is not 
certain that IFRP has enounh personneI who are competent to plan 
studies W.d sucst innovative analytic apnroaches. lie sugested 
that inc easad staff comnetence :'K be achieved if higher level 
personnel, area coordi,,..tors, for oxole, were screened by the 

unit. nyn" lr, hnl ntr .nd nowedge of region. 

Medical Advisory Committee or a Board of Directors, so that the
 
IFRP Director night pick from a panel of qualified anlicants. 
Prof. Lean anproves of the publication ar conference program as 
the best approach to disseminating information amon,- collaborator. 
and 	to others, hut he has reservations about the IFRP plans to
 
use the Journal of the International Federation of Obstetrics and
 
Gynecology as a principal organ for communication. le believes
 
the Journal is of questionable qualit" and reputation. In addition,
 
Prof. [can sungested that, in its efort to rapidly expand the
 
number of collaborators, centers of undetermined quality had been 
enrolled in IFRP. He believes that collaborator qu,1lity rather 
than quantity should be enmha.ized. 

e. 	Consent procedures - The unit )as recent lv ad,!ut'-1 a research 
consent fona provided iy IF.,P in addition to the routine KK 
consent form which duos not ;rccify '.scaich nrocedures. Such 
procedures arr explained to the patient prior to surgery.
 



p. Kandang Kerbau lospital, Prof. T. H!. Lean, continued 

f. 	 Clinical a;pects - The evaluators observed lanaroscopic and mini
laparotomy q;teril.:atien procedures and a session of the mnstrual
 
regulation clinic. St1rilization nrccedures were conducted under
 
local anesthesia and inclued u;e of both the Ilulka clip and the 
Yoon band. Prof. Lean peroformed all the procedures ohbrved with 
speed and skill. lHo eNlainud that the ,rcedurcs he perforned 
would be evaluated in paticnt fol low up intcrvieww bv Dr' Ven'a.a
salam, and thiat i 2,'ond evaluate the prcceidurci that Dr. Vunga
dasalam p.o' rorm:'ed rnstrual lation (generally abortion'.Thy rt 
under 6 weeks of gestat ion) were donn in an efficient manner with
out anesthiY; ia in an out-patient clinic. Two urine HCG tests were 
performed for cach ptient (Progo.osticon Dri dot and the Lau capillary
tube urine W) and the uterine asmirate was Fent to the pathologist
for examinati.on. Evacuations were done withou dilatation using the 
Karman cannula and hind-held syrin e. Patients received no i',emedicntion. 
Like steri l;:ation opcrations, the e abortion Procedures are performed
by one memb.r of the staFf and evaliiitocO by another. Unit A provides 
contracentiio to its nptient,, but Prof7. wan believes that KK is not 
a good plac- to evaluAtu nreconcenti e :W because the Family 
Plinning Bon'd provides the great bulk of contraception to the women 
of Singapore. 

3. 	 Reco mendations - Prof. Lean is a long-standing and productive lFP 
collaborator. In addition he is a member o- the AFP Medical Advisory 
Committee and v lender in the ICC. Prof. Loan is, therefore, a 
collaborator wh,se cnvmunts and critici.ns s )ul: be of snecial ccncern' to lO'D . His, Bonna: O:ct t ho r.='.;~,nK2,a" .'n oK rR n, a_..in 

basis, his su :':st ions For u r..din personnl recruitment processes, 
and his reserva tions re.ar . "arti.clar IFN staff members derserve 
attention. POc. Loan is the cnl v non-American member of the 
Medical Adviso:-" Co:mitCtee, but he has not vet had an oonortunity to 
attend a neetin,. His oLsrvai:on that iF.P staff members travel with 
frequency thrcnh Asia while the only Asian member of the ,edical 
Advisory Co:,i t.cee has vet to attend a me.tiW7 is a significant one 
because it was ade by other Asian investia:"nrs who noted freaent 
but not always product ive visits bv TF RP t.. . Perhaps I FRI' should 
consider snernlan ,, more on tr3vel b' carefu'lv selected collaborators 
and less on q.s!f travel. Several collabornsors echoed Dr.Vengadasalam's 
and Prof Lean', that amon placeop inions . contact -. vestizators took 
most effectively at mcetings a.d that these were best held in Asia
 
for Asian cOllaborators, rather than in the USA. As did other
 
collaborators,Prof. Lean greatly anpreciated provision of equipment 
by IFRP. Since cash paypents are made slowl y, and since man)y colla
bora.ors need e.uiment more than theye.' -ash, iFRP might do well 
to consider the su77"stih: , made by several ,ollaborators, that pay
ments be made in the form of eauipm:aent until centors were considered 
adequately su:pJied with laparoscopic and otnor eqiuipment. 
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I. 	 Department of Obstetrics and Gynecology, University of Indonesia 

Medical School, TLof. l-bnifa Wiknjoasnro, Head 

1. 	Contacts
 
a. 	Prof. Hanifa wiknjonastro, .ead of the De'partment and H1ead 

of Staff, Dr. Tjinto ,:argunkusuno Gerter:il Hospital 

b. 	 Dr. Sudraji Sumapradja, Chief, Division :, :iuman Reproduction 

and Director, ,aden Sale Clinic 

c. 	Dr. Iarru larahup, Chief, Family Planniri Iinics 

d. 	 Dr. Rahadi Santo, Lecture-r and Director, :-aka Mulia Clinic 

and Flospital 

Dr. Arie Doodoh, Coordinator of IFRP Studies at Mangunkusumoe. 

General Hospital .nd Radlen Saleh Clinic
 

f. 	 Prof. Suwardjono, Chairman, ::ational Family Planning Coordinating 

Cormlittee (B-:'%u1) 

g. 	If.Harjono, Ph.D, Chief, Division of Reporting and Analysis, BKKBN 

2. 	Observations
 
a. 	Background - The University of Indones. a Medical School is the 

country's largest and inost influential mpdJical school and the 

Dr. Tjipti) :'.gunkusul.2o Cenc-ai lospiAi.l is Jakairta's largest 

instituti. n for the care of zh: indiqei.t. In addition, the 

Raden Sal .h Clinic is the only institution engaged in out

patient s -erilization and ahoatiori and orientc:d to training 

prdctitio.e inillls.ts 	 The Sura Ylulia Clinic, unlike 

Raden Sal h, s<.rves only priv_'.t um;.- ts wlio are rela tively 

well-to-d), but it 1 0ISO an insovative api)roazh and provides 

a source af training for n:arestd prctitioners. Thes ! 3 

institi.oW ~artj !ivove, in Prof. Hanifa' s d-z-rtmenta! 
Indonesia arecollaboration with II2o. where se in 

studies likely to b as co m.-itently conducted as in this 

T'e ifht :s-uis or icina .ly pIanned obligateddeparten. 
n aid. A retrospective Lippes$11,450, of ,.hich ]403 h: -v 

Loop study (433) and a ge.1--t (001) stud, are completed, although 
A Dalkonthe 	department has not re; ;:.a'r'nt for the latter. 

retrospective (41E) and a clip sterilization study (621) ure 

inactive. An ear],,, trimr-ster abor-_ior study (305) is proposed and 

awaits 1,l1 ) and asco'ndi study. (302) was cancellcd.annro,, arhsr.ion 
A :tudi -:iniliilarotom,'s-Oon be Most the(3K "ill started. of 

patients ;,ill. be seen at the Pa.den 3alh clinic. The proposal fo 

this clinic, -,hose objcczi', is to encourage innovative approachz 

to family planning and to evaluate "non-conventional" methods 

in a country where aorilon and sterilization are illegal, is 

well-conceived and car,2':ll. and convincingly presented in a 

document entitled, "Radon Sa!eh Clinic Project," dated 11;' 1974.11, 

Much proro-2e:; has been :--d. since that time and the clinic waay 

actually serve as a cat2ivs- to encoura),g the acceptance of 

steriliz tion and aLortion as fa~mily planning methods, both by 

practitiJn,.ne and po].jicien . It ,;hould certainly provide a 

model for othe-r nedical ::>ols' efforts in family planninJ. 

b. 	 Record kteping - IFkil forms procrssing was examined at Raden 

Saleh and .uk'-a Mulia Cli:. ics . .t both places it appeared that 

forms -re If.f!'iciontly c':7Lt-d for each patient at the time 

of 	 h r vis;it (1at2V: ti.,;. ::', c ar t ,v i,''.,) . Th, c1 injics have 

no 	 plan; t'o .f, r ,,or,*:; ] :. t on to :h¢o;t- of IFRI.P. Tlhe 
I:.'i'P all data prrcessJnrjco]lll.crat.or:; ai.11 d..p,,:.:I on for 	 and 
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I. 	University of Iridon,-sia Medical School, Prof. uaniia, continued
 

analysis. B enauae the form.; are in English, physiciann, 

coimmonly the only Engli-sh-speaking eersonnel at the clinics, 
must comolete all items on the forms. In order to facilitate 

completion by p .ramedicalpersonnl, Dr. Sudraji has translated 

the IFRP Menstrual Regulation from into Ir donesian and has 

included item; that are a!,mropr late, to the Indonesian Culture. 

He wondered why IfRP could not :roviv tranFsilatcd forms that 

included a.oropriate cl_.tions for such items as race, religion
 

education, self-induced abortion, and traditional methods of 

family planning. The department has rat encountered serious 

problems in conpleting the forms to IVRP satisffaction

c.-	 Fiscal management - 1i'RP funds are 'tke.t in an account in Prof. 

Ilanifa's name and used to pay param-!di.c!A .ersoiinel and such 

incidental items as rpsta-7e - as at moet sites, a considerable 

expense. The department was not inffor-i'ed of thie possible 

need for cost-accounting. The pavm:nt me:r form was determined 

by IFRP. Payment for studv ,,3_ (co:-. .'-ted b:efore receiving 

AID appro.,al) has not been reczeivei i - da records show payment 
for 	 001, the only other co 7<pleted stud/. 

d. 	Re.ations timi- th TFRP - The demartm:.tne'.ibcrs did not have 

particular comm.ents criticisms I11h?. They wereor rc.c--:ding_ 

not distressed by late p.-i:,ents for s.h.mitted forms because 
.. they said, thy were .!lea:;-d to rec..iva the datn and analyses 

for their reort. They did wde a th. long delay in printing 

Indonesian tran-slations of iRP forms. U.-hen asked to comment on 

the asscrt-ion that the Yoon band mighu be a reversible method 

Dr. 	 Sudra i said he was aware that re,ersibility had not been 

demonstra-:ed and did nm' promise or ztc:jeat reversibility to 

patients. lie had not qu:tion:ed IFRP :egarding the reversibility 

of tubal band st...riz-t:on 
e. 	 Consent i roceduros - Consent for menstrual regulation is verbal 

only. A ..ritten cornsent is obtained for s*,terilization procedures. 

f. 	 Clinic:Il a.;ests - Bn':h h.d.:i ..]_ ,Suka aulia cl inic-s have 

operating and treatment: roomri.- ere ".. evaluators observed 

euldosco:[c st.rilization and earl ,D:ortion procedulres, respecti v,ly. 

Because onl,/ !aOarosco andthere are 2 -, for the department, 1 is 

broken, on.y culdoscomic sterilization. are performed at the clinics. 

The one such proce' Le i.t nes.ei was conmn tently done by a resident 

although the culdoscope igjht.nic; system ma.-functioned. Mini lap

arotomies are done in tl.e hospital ontly as post partum fiterili-a

tions. Only early 1t trimester abortions are .erformed and are 

considered to be m' nstru-!n regulatio:i. Karman cannulae and e.ither 

Berkeley or the much chreipcr Chinese ('.,O7,00 vs $400) vacuum pumps 

are used. The .rocedure is free for .ndigent women and costs onlu 

$7 for those who can pay at the Rnd, Saluh Clinic. The cost for 

private patients a uk Muli- is $50. Cost- are similar for 

sterilization. All procedures are perfurnmed under local anesthesia 

without intravenous fluid-, althouih therc are provisions for 

jinitiating ;uc' ti'.r-;py whb,, .:I!m ..... . Th, .;t:and.ird prem,d L:i t0ri 

is 10 IwV ofi li,1.:,.,, ,il i L O '. U" -i .. irul. i'). Iwrop. Lcit.Lon 

to sterile tcbhniquu- was u ,. V:,t 1,,:d, t ' isi a ds ni-,21 

encoun(trin'j fr,. LWrttr. i fectioi:; f,,1low ini ciIdoscop,'. 



University of Indonesia Medical School, Prof. llanifa, continued 

In terms of likely d.,Poqrnphic impact, the efforts of these 
2 clinics ar. v :y sa.ll1], out the increase in Lhe numbers of 
procodures is i:<mpros "',v: and the o>nt ers hava a]lrcady served 

to train practit,on'2rs v'::) wO.I'uld not utIh rwi.- have een 

exposed to ,.,urn tecni'qu- of aL tion and sterilization. 
The ntu.ner of alb, rons .,farme a t Radn SaIehi increased 

from 13 in Dcc. 1974 to 413 in July, 3975. At Suka Mulia 
Clinic, 10] ahortions ware done in tho last 5 months ot 

197,, while 1,,/7 were d=2w in tho firs:t 5 months of. 1975. 

There are only 3 steriljztion proc,dures daily at Paden Salch, 
and even fewer at Suka u!ia. 

3. Recormmendations - I!VRP ouTht to provide Indonesian translations of 
records. It would ciso be in the interest o ]FRP'.£ objectives to 
provide additional laparoscopcs and culd.scopes (perhaps in lieu of 
cash pa:mo:nts) to the d-part..nt. Research and training capacities 
are severely limited by difficulties in "StLaining and repcairing 
equipment. There ould be rore emphasis o-f mini laparoLomy as 

an interval -;tariliation t"Oniq.:-ue. Hea,, as well as elsewhere 

IFP repronont should1. . -tiou:; n>:.it promoting sterilindtic 
techniques a; reves.le. The initiation lind, here, completion) of 
studies pr'ior to AID opro.ni d cey s: ::nation, as does the long 

delay in r Al.thouqh data r)ce:;sing existm:akQ4 t.'ia:nts. facilities 

in Jakarta (IT'1, lYrisy:;t<ams;) :h. are nt ,._nri', as sDphisticated as 

services in ;',.... : ,"aand tl:';.. 2. IjF.RP should probably 
continue to p:oces3 and an,,yz. data from Indonesia. 
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j. 	Private clinic of Dr. I..13.Tjitarsa, Denpasar, Bali, Indonesia
 

1. 	Contacts
 
a. 	Dr. I.B. Tjitarsa 

b. 	 Dr. Astawa, Director, Bali Provincial B3KIN 

c. 	 Mtr. I.B. Permana, Secretary to the Director, Bali Provincial BKKBN 

2. 	Observations
 
a. 	Background - Dr. Tjitarsa is responsible for 3 menstrual regulation 

studies at 3 different clinic sites. 'o 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 

responsibilities in public health, both have MPH degrees from the 

University of Nlcwaii, and Loth, as do rearly all government phy

sicians in Indonesia, work in their own private clinics during the 
stud'y sites. NWither thethe 	evenings. These clinics are the I'RP 

Medical School or Health Department cl nics perform abortion or 

steriliauior because the procedures are illegal and, in the opinion 

of the lo:al .j,..colc:isr, ii-cmnral. illegal aLi.,rtion is co: mon: 

there wera about 1500 nospitaliza tions for suspected illegal 

abortion ::omplications at the g:neral .ospital and about 9000 

Fourteon other clinics had *rformod "menstrualbirths in 1974. 

regulaticn" in the past, but a shortag of cannulac has forced
 

them to stop. 
b. 	 Record kc.sping - IY? forms; are completed by the physician for thos? 

patients 	who meet tuy criteria - less than 2 weeks post last 
are for womenmenct'rnai r,, iod. Most; aortion procelures done 

further along in gestat ion but these .atient are not recorld. 

About I0 of th: for:;r ent to Chapel Hll are returned for 

correctio is. Dr. Tjitarsa agreed that forms printed in Indonesian 

would s.v" physician time. He receivcd for the first time in 

February a cnriutcr r;,port of his IFRP forms. There was no explanation 

or review of the rcsult but he found the report understandablc. 

In February, the Area Coordinator had oromised, at the time of her 

visit, a draft of a paper describing the abortion exoerience in 

the cli n.n. Dr. Tjitarsa his not re::_aived one hut is still in 

interestl in doinq so. 

c. 	 Fiscal ma -ac *-:nr2nt - Dr. Tjitarsa a jr. Astawa were considerabl 

distressed hy late _aonntsIi<'.. the IFRP Sou j yfromn Although 

Status list records no payments to Dr. Tjitarsa, he . received 

a $250 advance payment in F'ebruary, 1974. lie has not been paid 

s.nce,although ho has nubmitted a total of 526 forms. Since the 

menstrual rjaulation study reqtuires a pathologic diagnosis, he 

has contractul for c'topatholouy for which he now owes $1100. 

le has no-..; ceased contributing forms to TFRP because he cannot 

afford a r..ater ebt for pA thalojv sc rvices. ie claims tha t he 

explained this prnbl:n to the area coc'rdinator at her last 

visit and .as promised part i.a! payiiIa. in March, 1975. When paymeirt 

did not arrive, he wrot,, but receivud a confusing reply. IFI'[i' 

fund; will bo kept in r. Tjitarsa' s accuunt. IF'P ,.stabl.ihed the 

not 	 aa:re of spacial costing procedurn-.payment rate. He is 

d. P .latioishin with FiPP - .lthna;h LFPP has: only n;nll projocts in 

nali, tle :.re ,_ tar 'e.:;t L{i<' vi,; it.: toLI),.:tiiuar. CtoLiL-jrjt.i0, 

was init iatud ii JuLy, 101'4i, anA.i ti .. ru L' . 3 vi-;it by It= 
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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 was 

unaware of its; purponoo, hut hop-d that it would resolve his 

problem of the cytopA±tholug;' debt since MY,previous vis it of 

February had not. Dr. Tjitarsa also finds obtaining menstrual 

regulation kits from iP.' to Lto a problem. When askedl why a 

had Men staed wi.thout AID approval, Dr..Tjitarsastudy (76) 
.;d him to hgin the study.replied that IFRP had as' 


ae. Consnrt procedures - con'e": is 	 verbal without chart record. 

f. 	 Clinical aspects - Abortion procdurs were observed at Dr. 

;hich is sparsely equipped comparedTjitarsa's private 	clinic 


to the hoipital sites proviously visited, but well adapted to 

very early prcgnancy t,::ination. If the uterus is too large on 

pelvic e:a¢mination, Dr. ':'jit.rsa docs not proceed, no matter 

what the mens!:rual histor.'. He uses Karm.an cannulae up to 10 

after which they to.. to break at the tip. Canrnulae andtimes 
other equipmet (Tonaculae and spcculan) are kept: in separate 

soahing Lray'. IV solution. are not available, butantiseptic 
various ij,,ctbla drug:s arc. Abortioi is free to contraceptive 

failures 'rin about 02.35 to others. .. Tjitarsa says that other 

physician; have a si!ar policy. In 974 Dr. Tjitarsa performed 

E11 early a...o a n-trual reu Lations. In the first 9 

months of 197 5 ho did 2122. Many more could be done, he says, 

if more c innula w.'ere: avlable. In or.r to perform abortions 

beyond G 'necks fr-m :::e. nstrual p:aiod, he would like to have 

a vacuum )ump - either an electric or ;;and mode]. 

for pathologjy3. 	 Reco:-iendatio~ - Dr. Tjitarsa s problem of the debt 
... studi_3 must beservices as a r.:ulL of iiation in PisPa)i 

to assistresolved 1q ;,r)mt a'en- of 	funIs o-wed him-. Promises 

him in preparig, a 	 r, t :K"ul&d aiso he fu filled. Whether a 

hJp =h such private clinics is worthcontinued rolat onn with 2 small 

while from; oiLher M st, .: ': of research or disseminating infor
::nat such clinics can conmation is ;.bemAt'-. It w:s unlikely 

tribute knowi ,de abot ..all establi .l procedures and unwise to 

;encraI1 accepo tance (likein trroicu o. :::-c lu' t 3 n' .. ; .' 	 ,. t '.won 
coori ; tor suggested to Dr.pron<;taglun:lin n .. rti , v a :. :C:na, 

uz ,ine ,,vacuAton is notTjitarsa) i:n, I.ce %.: n :4i4 rjntatr 

available. 4ihre is obvio'l:5lv a great d.m,. id for early abortion 

procedure;, and aiast a ofz the 	 deand must result from the 

interest provoked ampaqg :r-:itioners by i' P's teaching session and 

stud ie:s in Pali. Ha->.:'..v&r, a 	 di-,propor inately largo invstment was 

further collaborationsnecessary to a:hieve this small success and 


with private (linics in Bali seem unwarranted.
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K. 	 Odneral summary of observations and recommendations 

1. 	 Observations - Althou!h each of the ten IFR? study sites visited was 
unique with regard to some aspects of background, record keeping, 
fiscal mana'.2tment, rolationshi-. with IFRP, and clinical procedure, 
several obstzrvations were common to all sites and, therefore, lead 

to some general recommendations. The general observations are 

as follows: 

a. 	Record keeping
 
1) 	Forms are printed in English only and include items cultu'rally
 

inappropriate to some of the countries visited. Because forms
 

are in English, they can be completed only by physicians in
 

countries wl-ere only highly educated people read English. 
2) A small proportion of forms are returned to study sites for 

trivial clerical errors. Such return delays processing by 

months and doubles already high postage costs. 

3) Forms are all processed at IFR? in Chapel Hill even if a 

particular contty or city has sevfral collaborators and 
soph,'sticated data nrocessing, capicity. 

4) Cost.; of mailing, for'.:s are hih ar d rapidly rising. They com

pris4: a large proportion of IFR? ollaborator expenses. 

b. 	Fiscal man:aent 
1) Paym,.nts for sub7fLtted forms are (,ften slow in coming. This 

Oelay works a considerable hardship for some collaborators, 
espe,.ially those who do n ;t have ,uther research fundin, soUrces, 

who *ind it difficult to retain staff and pay debts resulting 

from their TFTR .:ork. 

2) 	There are no uniform cost accounting; procedures. It 'ould be 

very difficult for som-e collabotators to pass a routine audit 
becaise they have received no instructions regarding handling 
of l'RP funis. 

3) 	Lack of a provision for start-up :osts has delayed initiation
 

of work at somest-s. 
4) 	 Because IFRP sets the payment rate, some collaborators have 

failed to estimate prior to bein.lin, data collection the 

cost of co:-inleting, -mnilin.,, corrcting, and remailing forms. 
c. 	Relationsiips witii IF-t? 

1) lI' is generally slea to respond to letters from collaboratoi s. 

2) Stud-es are initiated without waicing for AID approval. 

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

4) 	Site v!.sit.i by area coordinators or other IFRP central staff
 

are 'requent but not always productive.
 
5) 	Some of the more e:.'perienced collaboratbrs have reservations 

about the research and clinical comnutence of some IFRP staff 

memb:.rs and believe, therefore, that recruitment procedures 

are aot rigorous. 

d. 	Clinical aspects
 
1) The procedures observed at the various sites were expertly 

performed in standard fashion. 

2) Consent procedure,; varied widely amonfg collaborators - from 
providing no informat io,, -r all to patients to use of forms 

i.at o.d t .. , f ,r informed consent. 
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3) 	Some collaborators badly needed more equipment.in order to meet 
IFRP objectives of field testing, data accumulation, and infor
mation dissemination. 

4) 	Some sites were purs;uing investigations of already thoroughly 
evaluated todalitios, e.g., Lippes loop. 

5) 	The larger centers visited wore conducting fertility control
 
research prior to IFP collaboration. It is therefore difficult
 
to assess just how much IF?? has contributed to their work, except
 
to provide a standard basis for comparing results. The smaller
 
centers might not have conducted research without IFRP encourage
ment. 

2. 	Recommendations - Suggestions for each of the sites visited are made above. (A-J)
 
The following recommendations arc based on observations co.,mmon to the sites
 
and 	 concern the work of the 1FRP central staff: 
a. 	record keeping
 

1) 	When therr are sev:,ral collaborators w-rking in a country where 
English i" not widely spoken, IFRP sho, ld provide translations 
of forms. The for::s should take into account cultural, racial and 
religious char.c:n:ristics of the particular population so that the 

data gate red Will he maimally useful to the local investigators. 
2) 	Trivial ar'rors should be corrected by competent editors at IFRP 

so tht t *me and rPon,.' will not be wasv:ed transmitting otherwise 
complete orms. 

3) 	 IF'R shou.d accolrate its consideration of decentralized data 
' 
...-	 are a 


Indigenous resources could bu used to process forms, tab ulate date 
using IFI f prog;rams, and disseminate iformation more rapidly and 
much more econo'ically than IFRi can. LOcal or regional funding 
might eventually be ava!able to suppowt these projects.
 

4) 	Mailing costs could be reduced by perfonning data entry procedures 
locally and mailinj tapes or microfil; to IFP until local data 
processing capacity exists. 

prcceus:: i n in tho,2 regi:n ere ndq fac-ilities i,, . 

b. 	Fiscal mana t 
1) 	IF.:P shcuLd make ray:mets i.ore promptil and resolve disputes 

regarding,; payn-ents e:peditiously, eWPOLially when collaborators 

have incurred debts in conducting IFRP research. 
2) 	Collaborators should be instructed in a uniform Approach to 

cost accounting and funds management. 
3) It is app;opriate for IFR? to make moderate advance payments to 

cover colLaborator's start-up costs. 
4) Playmenit r tcs for forms subaitted should be based on the collaborators' 

costs as :ell a_ IFFI 's resources. 
c. 	 IFRP relatioas :ips w,ith coLlaborators 

1) 	 IFRP centc'al staff should resoond promptly to inquiries from colla
borators atnd ia'e special efforts to resolve financial problems 
expedit iously.
 

2) 	Collaborators should be instructed not to initiate data collection 
until IF'? notifie s them of AID approval of studies. They should be 

told th:it dat a vi]i not be proce;;ed nor payments made for 
forms co.plted prior to AID approval. 
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3) 	 Collaborators should regularly receive interim data summaries of 
all studies In pro;;ress. The frequency of such reports should 
depend on rapidity of dta accumulazion. IFRP should ilso provide 
on a regular ba3is su: oaries of pooled data from collaborators 
conducting similar studies in the sa::.e region. The contunt of these 
reports should be standardized unle-;.; collaborators have special 
needs and interests. Collaborators should be made more aware of 
the processing, reportin,, and ana!v'tic services IF1Pd can provide. 

4) 	 IFRP area coordinators and other staIf, prior to site visits, should 
make collaborators aware of the visit plan, including specific 
objectives agreed upon by IFP and the collaborator. Site visits 
should then specifically address these objectives and vi:..it reports 
should su:ariza prore(ss toward thc.-e. There should ha a standar
dized, business-like approach to site visits by area-coordinators. 

5) Personnel recruitment processes, especially those for area-coordi
nators,should be standardized. High level positions should be filled 
by appliciats who have breen screened by the Board of Directors or 
the Iedic;,l Advisory Comittee. 

d. 	 Clinical aspects 
1) Although the clinicians who were obser, ed were expert at the 

sterilization and abortion techniques they employed in I,.P2 
studies, lhey were often u.naware of different techniques e-ipl.oyed 
by other I FRP collaborators in their ccuntry or region. IFRP 
should liprove o:-.unication anort,- collaborators by distributing 
analyses c f pooled data and by suonsri . reonal :,ee-tines Of 
collaborn .ors. Compared to travel by ]-FRI staff and collaborators 
to and frc-l the i;S,\," :' , n .,,,1, , e n ic, l, -.., .o. t 
of the clinici-ns interviewed agree,::cre productive. 

2) 	 Consent procedures should be clearly s. :.cified to collaborators 
after appropriate standards are dctermined. 

3) Collaborators should be asked and coordinators required toarea 
determine .quip-.uent needs. Paymrents should be made in needed 
equipment when 	possible and if desired by the collaborator. 

4) 	 Studies, c-;pecially retrosntective ones, of already thorotu hly 
evaluated sodalities should be terminotcd. Procedures for 
quickly tcr:in. studies of nodali.ti2s, found to be unsatis
factory by other investi-ators s!oul: . developed. 

5) 	 Prioritie. should be set for IFRP s-o.n.orship so that highly 
competeaf centers can become indeop...n_ as soon as nossible 
and small -enters of questionable co7pperence can be eliminated 
if they are seen not to advance the IF~? objectives of field 
testing, data accumulation, and infornation diss-inaion. 
A
 
system for establishin, priorities -; .'ivingappropriate ::eights 
to the duogree to which a given center Ias met these: objectives 
ought to be establisheL-d. For example, Prof. 1kznifa's project 
has 	 donc little field testing or data czcumulation but is a 
successful. disseminator of information at 
the 	local level.
 


