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SUMMARY

The first pertion of this trip was to confer with consultants regarding
development of the dietary fat portion of the questionnaire for the
Cancer and Steroid Hormone (CASH) Study. Our consultants held differing
viewpoints regarding the number of food items which must be asked about
to differentiate women into light, medium, and heavy consumers of dietary
fat. We are attempting to limit our questions to only a few foods, and
discussions made it apparent that our attempt to develop this new
methodology for assessing fat intake requires validation by reference to
populations with well documented dietary histories.
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The remainder of the trip was to assist the government of Bangladesh in
setting up a prospective study of surgical sterilization in order to
define rates and causes of morbidity and mortality. Details of the

study and questionnaire were modified from drafts developed on a previous
visit, and a team of supervisors and field workers was hired and trained.
The questionnaire and proposed travel routes for each team were field
tested. Information on each sterilization pecformed will be collected in
two phases. Tnformation on the patient's coudition and the operation
will be zecorded by a person working at the center where the sterilization
is performed, and a proportion of those patients will be visited by six
field teams throughout Bangladesh and administered a questionnaire
designed to reflect any medical problems which may have arisen in the 14
to 28 days since the operation. We worked out a schedule for each team
so that a l4-day circuit of centers is repeated. A mixture of 41 high
and low volume centers will be sampled.

During the expected four month duration of the study, we expect to

gather interhospital information on approximately 1300 vascctomies and

8600 tubectomies and to administer followup questionnaires to approximately
950 vasectomy patients and 4100 tubectomy patients. Each report of a

death will be investigated by a physician,

cnroute to Bangladesh, a meeting was held in Bangkok with members of a
Thai team who had conducted a similar type of field study in order to
help identify potential problems.

Discussions regarding my work in Bangladesh were held in London with the
Director ~f International Planned Parenthood Federation. In London I
also met with Peter Layde, M.D., of the CDC, to discusa progress of the
CASH study and several manuscripts in progress.

I. .ATES AND PLACES

Menlo Park, California - January 8-9, 1980
Honerlulu, Hawaii - January 11, 1980

Bangkok, Thailand - January 17, 1980

Dacca, Bangladesh - January 18 - February 22, 1980
London, England - February 25-27, 1980

II. PURPOSES

Menlo Park and Honolulu: To consult with Robert Morgan, M.D., of
Stanford Research Ins-itute, and with Jean Henkin, Ph.D, of the
University of Hawaii, regarding the dietary questionnaire for CDG's
study.

Bangkok: To consult with Anthony Bennett and Tongplaew Narkavounakit,
both of the Thal National Family Planning Program, regarding their
study of abortion practitioners in rural Thailand and problems they
encountered which could help with the planning of our study in

rural Bangladesh.
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Dacca: To assist the Bangladeshi government in implementiag a
national prospective study of sterilization complications.

London: To confer with Peter Layde, M.D., of the (CDC regarding the
CASH study and manuscripts in progress, and to confur with

Pramilla Senanayake, M.D., Medical Director of International Planned
Parenthood Federation, regarding my work in Bangladesh.

IIT CHIEF CONTACTS

Stanford Research Institute
Robert lorgan

University of Hawaiil School of Public Health
Jean Henkin

Research and Evaluation Unit, National Family Planning
Program, Ministry of Health, Thailand

Anthony Bennett

Tongplaew Narkovonnakit

Sir Salimullah Medical College
Suriya Jabeen
M. Abdullah

University of Dacca Medical College
Firoza Begum

Program for The Initiation and Adaptation of Contraceptive
Technology (PTACT)

Yousuf Choudhury

Margot Zimmerman

Bangladesh Fertility Research Programme (BFRP)
Atiqur Rahman Khan

Hasina Banu

Farida Akhtar Jahan

Pryabash Sarkar

Pathfinder Fund
Howard Gray

Ford Foundation
William Fuller
Tony Measham

Jalauddin Akbar

International Center for Diarrheal Disease Research, Bangladesh (ICDDR/B)

Bucky Greenough
Roger Glass
Lincoln Chen
Barbara Stoll
David Sack
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IV ACCOMPLISHMENTS

A, CASH Questionnaire

As indicated in a prior report!, a portion of the CASH study
will evaluate dietary fat intake as a risk factor in the
development of breast, endometrial, and ovarian cancer. We
seek to reliably differentiate women into high, inteimediate,
and low consumers of dietary fat.

My (M.R.) discussions centered around how many food items need
to be inquired about and whether it 1s necessary to determine
the size of food portions in addition to how often that food
is eaten. Each of the consultants had basiczlly different
approaches. Dr. Morgan feels that only a few foods--most
notably, meat--form the most significant component of fat
intake and that women who tend to eat a given food more
frequently also tend to eat larger portions of that food
obviating the need to ask about portion size. Dr. Henkin, on
the other hand, feels that a minimal ligt of foods should
include approximately ten items from each major food group and
that portion size should be asked.

These differences in opinion reflect the difficulty in formu-
lating a new methodology to qualitatively diffcrentiate fat

intake. Validation of the methods advocated by cach of consultants
1s impossible without comparing the results of each approach

with a population in which fat intake had been carefully

measured. I have arranged to receive detailed lists of fat

intake in a population measured by Miller? so that each approach
can be evaluated.

The same data base will be used to examine the relationship
between size of portion and frequency of intake for individual
food items. After this information is available, we will be
able to determine the degree of accuracy possible for a given
degree of simplification and tradeoffs between the two. At
this point, T feel that the approach advocated by Dr. Morgan
will provide information adequate to met our needs.

B, Discussions With Thai National Family Planning Program

We met with Tongplaew Narkavaonnakit, Chilef of the Research
and Evaluation Unit of the Thai National Family Planning
Program, and Anthony Bennett, an advigor to the Program from
Johns Hopkins University, regarding their study of abortion

1Rosenberg MJ: Memorandum to William H. Foege, M.D., December 31, 1979
2Miller AB; Kelly A; Choil NW: et al: A Study of Diet and Breast Cancer.
Am J Epidemiol 107:499-509, 1978
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practitioners in rural Thailand®. Their study consisted of
interviews with rural abortion practitioners, and I expected
that problems they encountered may have helpued anticipate
difficulties in our sterilization study in Bangladesh. They
reported that only one practitioner of 81 approached refused

to participate, and there was no independent means of verifyirg
the information obtained from those who did respond.  They
encountered minimal problems with local dialccts, and these
were overcome by hiring a local inhabitant. Travel was done
entirely by car and posed no problems. We discussed plans for
our study, and they were not able to identify any major potential
problems, although our project is considerably larger in
geographical area coverea and number of centers as well as

more difficult access to many centers.

Sterilization Complication Study, Bangladesh

Our visit to Bangladesh was chiefly to assist with finializing
details and implementation of a national prospective study of
sterilizing operations. This study has been funded initially
for $19,026 by the Program for the Initiation and Adaptation
of Contraceptive Technology (PIACT) with a grant awarded to
the Bangladesh Fertility Research Project (BFRP), the family
planning research arm of the Bangladesh governmert:., Initial
design considerations and protocol are included in an earlier
trip report!.

Supervisory personnel involved with the study are:

1. Traioning

BFRP: Hasina Banu, Project Manager
Farida Jahan, Data Manager
Yousuf Choudhury, PIACT Program Manager
Pryabash Sarkar, Field Supervisor
Atiqur Rahman Khan, BFRP Director
Six Field Teams

Ford Foundation:
Jalauddin Akbar, Data Consultant
Anthony Measham, M.,D., Medical Consultant

Sir Salimullah Medical College:
M. Abdullah, M.D., Medical Consultant
Suriya Jabeen, M.D., Principal Investigator

Center for Disease Control:
Patrick Gould, Data Consultant
Michael Rosenberg, M.D., Project Consultant
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Twenty-three college graduates, most with previous field
interviewing experience, veceived six days of training in

basic sampling and statistics, medical aspects of sterili-

zation, and training in filling out the study's questionnaires.
They spent an additional day at the Model Clinic of Sir Salimullah
Medical College watching tubectomies and speaking wir.. patients.

2, Field Testing

The first portion of the field work consisted of an
interview with sterilization patients in the Dacca area.
This permitted pilot teating of the questionnaire and
allowed the interviewers practice with the form. As a
result of the 78 interviews (14 vasectomy and 64 tubectomy
patients), the questionnaire was modified, and the final
version 1s presented in Appendix A. Weakneases in certain
interviewers were also identified.

Since the initial planning of routes was hampered by
incomplete and often conflicting reports of the number of
procedures being performed, the second portion of field
testing involved traveling the selected routes for each
team and collection of reliable data the number of pro-
cedures were performed over the previous three months at
each center. The interviewers visited each center,
noting the travel arrangements and costs, overnight
accommodationa, number of procedures, and visited with
the physician at each center and the District Family
Planning Office (who is responsible for all the centers
in that district) to explain the project and ask their
cooperation. During this phage, the female interviewers
remained in Dacca to receive additional training and
experience wi‘h practice interviews.

3. Sampling Frame

1. Teams: Data collection will occur in two phases.
Background information on the patient and intra- and
postoperative progress and medication will be
recorded on Form 1 (Appendix A) by an employce of
the sterilizing center who will be paid taka 0.75 (5¢)
per form. A questionnaire designed to elicit information
goout possible medical complications (Form 2, Appendix A)
will be auministered by a member of one of six field
teams. during the first visit to each center and again
at the end of the study a survey of emergency equipment
on hand will be done. Five of the six teams will initially
consist of one male and two females, while the sixth will
frve two males and two females because of the higher
number of vagectomies performed in that team's area.
Males will follow~up vasectomy patients, while the female
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interviewers will interview tubectomy patients. Since

there will be more procedures pevformed than the study
personnel can interview, the workers will begin interviewing
patients operated on 14 days previously. They will next
interview patlents operated on 15 days before their

visit, then 16 days, and so forth, until they run out of
putients (no patient operated on more than 28 days previously
will be interviewed) or until their travel schedule

demands that they proceed to the next center.

We have assumed that on the average, each interviewer
will conduct three interviews pexr day; this includes
travel time and assumes a seven day work week. Thus the
capacity of each team member with three persons wlll be
21 interviews per week. Since there are tern to twenty
times as many tubectomies as vasectomies presently being
performed in Bangladesh and a male must accompany female
field workers during team travel for cultural reasons,
the male interviewers will not be working to capacity and
will assume the additional responsibility of arranging
accommodations, dispensing payment for Form 1's filled
out by the center, monitoring the quality of collected
data, performing liaison with sterilization center personnel,
arranging chaperones for the female interviewers as
necessary, and handling problems that arise. The study's
field supervisor will contact each team at least one per
month to collect forms and help deal with problems.

Atfter field testing and collection of accurate data on
numbers of procedures performed at ench center over the
past few months, we were able to decide which centers to
include and the number of male and female interviewers “o
be assigned to each team at the start of the project and
as new workers are recruited and trained, travel routes
and time to be spent in each center, and to estimate the
number of procedures anticipated fc: the projected four
month life of the study. Appendix B presents this Information,
and a map showing the routes of each team is included as
Appendix C.

Additional workers will be hired as soon ag possible and
trained so that they begin work four weeks after the
initiation of the study., Two females will be added to

the Dacca team and one female to the Khulna team, in
addition to other workers who will be available to replace
any dropouts from the original teams. Assuming that the
number of procedures at our centers remains the same for

the life of the study, we estimate that information up

to the time of hospital discharge (Form 1) will be available
on 1304 vasectomy and 8604 tubectomy patients, and of
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these, 967 vasectomy and 4104 tubectomy patients will

have follow-up questionnaires (Form 2) administered.
However, the variability in numbers of procedures and the
manifold complexities involved with prospective collection
of data in Bangladesh underscore the uncertainity of

these estimates. One of us (M.R.,) will visit Bangladesh
aiter the study has been operating approximately two
months to examine the number of procedures and follow-

up interviews being conducted and to determine the possible
need of extending the study period or terminating the
study before its projected four month life.

If these estimates of procedures are correct, we anticipate
approximately eight deaths (8604 x 0.1% with a 95% confidence
interval of 6 to 22 deaths assuming a Poisson approximation)
and 240 complications (4788 x 5%) in the tubectomy group and
no deaths (1304 x 0.01%) and 145 complications (967 x 15%)

in the vasectomy group.

4, Data Processing

The diagram on the following page summarizes handling of
the information collected. The processing has been
designed with an interdependent supervisory structure so
that there is always at least one person to back up and
agsigst each person and so that each pergon is involved at
more than one step. The collected data will be brought
to BFRP in Dacca for processing when the team returns
from the field for its monthly vacation, or when visited
in the field by the field supervisor, or on other field
visits by supervisory personnel. Reports of deatlis will
be copied and sent to BFRP by registered mail and will be
immediately forwarded to the medical consultant, who will
make a field investigation of each case and ascertain the
cause of death and its relationship to the sterilization.

Data received by BFRP will be reviewed by the proj:zct
coordinator, who will monitor the performance of each
team and team member. The data will be edited, coded
according to a manual we wrote (available for examination
at the Epidzninlogic Studies Branch), Family Planning
Evaluation Division, CDC), ar.d punched onto cards by a
statistical subcontractor. Medical ambiguities will be
resolved by a medical consultant, and punched cards will
be checked for range errors using a minitab edit program
we wrote. After resolution of errors, biweekly tabulations
to monitor the progress of the project will be run and
distributed to project supervisory personnel and sent to
the CDC for review. At the time of our first return
visit a tape of data collected to that time will be
brought to the CDC for analysis by interviewer and by



ORGANIZATION OF STERILIZATION STUDY

| BOGRA | [MYMENSINGH)| JRANGPUR|  [CHITTAGONG|  [DACCA] TKHULNA|
[N.Kahn | A.Rahman |11.Khan |5.ALi K. Bari |K.Reza |
INTERVIEWS l
DEATH REPORTS
M. Sarkar |
(H.Banu) FIELD J
! DACCA |
STUDY TOTALS BY WEEK RECRUITMENT I
AND TOTAL STUDY REVIEW + e -
OF FORMS TRAINING
H.Banu H.Banu
(J.Akbar, (Dr. S.Jabeen)
Y.Choudhury)
DEATH REPORT FORM 1, FORM 2
A _|MEDICAL
FIELD INVESTIGATION EDIT AND CODE < )_REVIEW
Dr.Abdullah F.Johan Dr.Jabeen
(Dr.Jabeen) (Y.Choudhury) (Dr .Measham
Dr.Khan)
r \
ASSICN CAUSE AND .
RELATION TO STERILIZATION ' T T TPUNCH DATA
Contractor
Dr.Abdullah | Resolve (Farida)
(Dr.Jabeen) errors
l F.Johan
(Y.Choudhury)
MEDICAL REVIEW l o COMPUTER RANGE CHECK '
— |
Dr.Jabeen ;
(Dr.Measham) T —_— - — ;
(Dr.Khan) e e =em s e e

NOTES

NAME BELOW BOX INDICATES
IN PARENTHESES [NDICAT®:S CO-WORKER AND PACKUP

NAME

TAPE TO CDC AFTER 2

J.Akbar
(Y.Choudhury)

| BIWEEKLY AND MONTHLY ‘TALLYS

MONTHS l

J. Akbar
(Y. Choudhury)
ROSENBERG, JABEEN, MEASHAM,

DRS.
KHAN
PRIMARY RESPONSIBILITY



Page 10 - William H. Foege, M.D.

Center to serve as a quality check. At the conclusion of
the study, a clean data tape will be sent to the CDC for
analysis.

5. Revised budget

Changes made on the basis of pilot testing necessitated
an increase in budget to $26,019 (Appendix D). A request
for additional funding has been sent to PIACT.

6. Future CDC involvement

This project demands careful monitoring on a continual
basis because of the complexity of this prospective
collection system and the many assumptions based on
imperfect data which were necessary in the design stages.
In addition to frequent contact by telephone, we anticipate
that a visit will be necessary about two months into the
project (late April 1980) and at the conclusion of the

data collection phase.

Reanalysis of data on timing of IUD insertion and risk of
pelvic inflammatory disease.

At the request of Carl Tyler, Director, FPED, and Paul Wiesner,
Director, Venereal Disease Control Division, I assisted Dr.
Firoza Begum with reanalysis of data for her paper to be
presented at the CDC's Symposium on Pelvic Inflammatory Disease.
A revised abstract was written, and details of the planned
presentation were reviewed. I will complete the analysis upon
receipt of information presently in the U.S. and will have the
slides made at the CDC to illustrate Dr. Begum's talk.

Completion of Manuscripts on Abortion in Bangladesh

In conjunction with Anthony Measham, M.D., of the Ford Foundation,
we completed drafts for two manuscripts dealing with abortion
mortality and physicians attitudes toward abortion in Bangladesh,
both based on work completed during my last visit. When the

third paper of the series is completed, they will be submitted

as accompanying articles.

Discussions with International Planned Parenthood Federation

I (M.R.) met with Pramilla Senanayake, M.D., Medical Director
of the International Planned Parenthood Federation, in London.
We discussed my work in Bangladesh and a proposed IFRP project
to collect information on deaths due to fertility control in
Bali.
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G.

Discussion with Peter Layde, M.D.

I (M.R.) also met with Peter Layde, M.D., of the CDC's FPED.

We discussed my dietary work and the progress on the CAiSH
Study, and 1 brought him up to date on the anticipated schedule
for beginning full scale data collection. We also reviewed
several manuscripts in progress at the CDC.

Areiask W»(u}

Michael J. Rosenberg, M.D., #.P.H.

Faliiok SEontil

Patrick Gould, M.P.H.
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How many living children are you the natural mother/father of?
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What is the main reason for having your operation?
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Read to patient:
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What characteristic did you like most in the health center?
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APPF DIX B
ESTIMATED NUMBER OF PROCEDURES
BFRP STERILIZATION STUDY
BANGLADESH, 1980

INTERVIEW TEAM

STUDY TOTAL

District, Cit 1st Month l2,3,4th Month |Background Infor- Questionnaire
- y Days at Procedures per No. questionnaires completed |mation (Form 1)2 (Form 2)3
and Center Center Mont_l*1 per 2-week circuit8 VAS TUB VAS TUB
| VAS TUB__ '1lst Month [2,3,4th Month
1 2 3 4 5 6 7
§ 1M 2 F 1M 4 F
DACCA
Dacca
Azimpur MCH
Dacca MCH 1-9 86 1028% 27 54 27 1385
Mitford Hospital
BAVS
Narshindi 10,11 1 50 } 1 30 1 30
Baider Bazar 12-14 0 40
348 1560 224 1176
fYMENSINGH
Mymensingh ~— v —
BAVS M 2F
Mymensingh MCH 1-4 1 2066 1 24
Family Planning
Association
Trishal 5,6 0 62 0 12
Netrakona 7-9 10 70 > 18
Nandail 13,14 5 a1 2 15
Rishoreganj “ . — 56 1228 56 672
HITTAGONG M 2F
Mirsarai 1,2 2 21 1 12
Sitakund 3.4 1 22 1 12
Rangunia 5-7 0 110 1 18
Patia 8,9 4 108 1 12
Chittagong
MCH
Model Clinic 6 2516
BAVS 9 58
Railway Hospital 10-14 2 8 8 30

96 1700 104 672



Average number for last three months for which informaticn was availalle.
months were averaged.

Product of number of procedures per month (less any limitations as noted) and 4
Product of number of questionnaires completed per two-week circuit and 4
Form 1 will be completed only on the first 300 procedures only.

Two female intervievers will be stationed in Dacca.

NN W
P o« .

rorm 1 will be completed on the first 100 procedures only.

One male interviewer will be stationed in Khulna.

If three months were not available, two

-month stay duration.
—month study duration.

Appendix B (continued) -2~
1 2 4 5
KHULNA M 2F 2M 3F
Satkhir 1-3 6 106 3 18 3 27
Bagerhat 4-6 13 94 7 18 7 27
Khulna
MCH 3 76
BFPA 7-12 112 3718 § 60/ 36 607 54
BAVS 14 1665
Dumuria 13,14 7 1645 4 12 4 18
U 5 620 2304 592 924
RANGPUR IM  2F
Rangpur
Medical Hospital 1-4 0 7 }
BAVS 1 46 1 24
Kishorganj 5-7 29 60 59 18
Saidpur
MCC Clinic } 8-12 0 572 0 30
Railway Hospital 0 1 j
Nilphamari 13,14 0 20 0 12
—— 2 120 764 30 672
M 2F
BOGRA
Sherpur 1,2 8 36 4 12
Bogra 3-5 1 67 1 18
Shipganj 6,7 3 53 }; 2 12
Khetelal 1 15
Jaipurhat 8-12 1 38 ? 1 18
Nandigram 2 25
Ghabtali 11-14 0 28 1 24
64 1048 72 672
STUDY SUBTOTAL 1304 8604 1128 4788
STUDY TOTAL ACCOUNTING FUR VACATION TIME? 1304 8604 967 4104
NOTES



Appendix B (continued)

8. Assumes an average of three interviews per interviewer per day.
9. Assumes 16 week study period with 4 days off for each interviewer per 4 weeks.

ABBREVIATIONS
BAVS = Bangladesh Association for Voluntary Sterilization
BFPA = Bangladesh Family Planning Association
MCC - Mennonite Central Commnittee
MCH - Medical College Hospital
F = Female
M = Male
TUB = Tubectomy
VAS vasectomy



APPENDIX C

ROUTES OF FIELD TEAMS

Rangpur
Bogra
l[”,. Mvmensingh
Dacca <::
\
(//L—‘\i?ulna
Chittagong

BANGLADESH



APPENDIX D

REVISED BUDGET - STERILIZATION PROJECT

Personnel
Principal Investigator - honorarfum (S. Jabeen) Tk. 5,000
Medical Consultant (M. Abdullah) 5,000
Project Coordinator  1500/mo x 12 mo (H. Banu) | 18,000
Research Coordinator  700/mo x 12 mo (F, Akbar) 8,400
Field Supervisor 1000/mo x 6 mo (p, Sarkar) 6,000
24 field workers 900/mo x 6 me 129,600
Coder 700/mo x 12 mo 8,400
Field questionnaire workers -
13,200 questionnaires @ .75 9!900
190,300
Travel and per diem
24 field workers - return to Dacca 18,000
3 trips x 250 ea
2 supervisors 6 trips x 250 ea 3,000
24 field workers - per diem 900/mo x 6 mos 129,600
2 supervisors 900/mo x 3 mos 5,400
Coordinator, investigators & consultants travel 5,000
161,000
Coding, computer, editing, punching, verification
computer tabulations and quality checks 20,000
Questionnaire printing 10,000
Field supplies, office supplies, postage 10,000
40,000

TOTAL:Tk. 391,300
LSS 26,087



