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I. SUMMARY

From rYebruary 22 through February 27, 1982, we conducted a course on the
Epidemiologic Approach to Contraceptive Studies in Bangkok, Thailand.
Preparation and training for the course was a joint effort by CDC and the
Population Council, Southeast Asia Office. There ware 14 course
participants from 4 countries: 2 from Bangludesh, 4 from Indonesia, 4
from the Phiilippines, and 4 from Thailand.

Two of the three objectives of the course were met by the completion of
the course: 1) The course participants demonstrated a measured increase
in knowledge of epidemiologic principles by the end of the course; and

2) five research proposals for contraceptive safety research studies were
presented. The third objective of the course, the implementation of a
research project in any participating country, remains to be observed at
this date. This 18 the second of four workshops planned for the
Southeast Asia region. The next workshop has been tentatively planned
for September 1982,

II. DATES AND PLACES
Bangkok, Thailand - February J]4-28, 1982,

III. PURPOSE
The development and implementation of a training course in tha
Epidemiologic Approach to Contraceptive Studies was initially undertaken

to improve the knowledge and skills of personnel in Southeast Asia with
which to conduct contraceptive safety research. This workohop was the
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second of four planned collaboratively by the Centers for Disease
Control, the Population Council, and The Ford Foundation. (See trip
report of January 6, 1381, by Rubin and Zahniser.)

IV. CHIEF CONTACTS

Population Council

Barnett Baron, Ph.D., Senior Representative, South and East Asia
Andrew Fisher, Ph.D., Regional Advisor, Family Planning Research
Jean Baker, M.P.H., Research Assistant

World Health Organization

David Brandling-Bennett, M.D., D.T.P.H., Director, Field Epidemiology
Training Program

United States Agency for International Development (USAID)

David Oot, M.P.H., Population Officer

Family Health Division, Ministry of Public Hualth, Bangkok, Thailand

Tony Bennett, M.S., Visiting Staff, Columbia University, Center for
Population and Family Health

Chulalonghorn University Medical School

Sumana Chompootaweep, M.D., M,P,H., Clinical Researcher, Institute of

Health Research
Termari Chumnijarakij, M.D., D.T.P.H., Department of Preventive and

Social Medicine
Dr. Nikorn Dusitsin, Department of Obstetrics and Gynecology

University of Singapore, Kandang Kerbau Hospital

Mark Cheng, M.D., Associate Professor in Obstetrics and Gynecology

International Project of the Association for Voluntary Sterilization
(IPAVS)

Russell Vogel, Director of Asia Office
Stephen Smith, Assocliate Director of Asia Office

V. ACCCMPLISHMENTS

In January and February 1982 we revised the materials that were used ia
the September 1981 Contraceptive Safety Workshop. Based on the
recommendations and evaluation following the September course, we made
the following changest

1) Minimized the material dealing with basic principles of epidemiology.
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2) Omitted the section on problem solving.
3) Included information on selection of sample sirze.
4) Increased information on data analysis and tabulation.

5) Incorporated epidemiologic studies conducted in Southeast Asia in the
wourkbook as examples of descriptive and analytic epidemiologic

studies.

6) Revised the pre~ and post-test instrument to better measure the level
of understanding of epidemiologic principles.

Invitations for nomination of participants were sent by the Population
Council, Southeast Asia to: Bangladesh, Indonesia, Philippines, Sri
Lanka, and Thailand. The selection criteria for the participants was the
same as required for the September workshop (see trip report January 6,
1982). 1In all cases, persons nominated by their government were
accepted. Sri Lanka did not send anyone to this workshop.

From February 16-19, 1982, we further developed the teaching materials in
Bangkok, Thailand, and made logistical arrangements. This included:

1) Reorganization of the agenda for the training course;

2) Revision and incorporation of material developed by the Population
Council representative jinto the course manual;

3) Printing of courrie manual;

4) Set up course facility.

The course was conducted {rom Monday, February 22, through Saturday,
February 27, A combination of didactic and small group participatory
gsessions were used for teaching purposes. The resource personnel
included: George Rubin, Christine Zahniser, David Brandling-Bennett,
Andy Fisher, and Mark Cheng. Mark Cheng, a clinician and researcher from
Singapore, greatly contributed to discussions with his knowledge of
currznt research in Southeast Asia.

A 1ist of the names and affiliations of the course participants and
resource personnel is attached in Appendix A. An outline of the course
schedule 18 attached in Appendix B, The manual used in conjunction with
the other course material is available on request.

Approximately half of the sessions were didactic, where we presented a
eimplified approach to cpidemiologic methods. During the remaining half
of the sesaicns, the participants developed a group resnmarch project.
Groups woere first established by country, and within ewch country,
participanty werc advised to work on a rescarch proposal in groups of two
to three. The group from the Philippines (4), Bangladesh (2) and
Thailand (4) preferred to work on one proposal, while the group from
Indoncsia (4) workad on two proposals.
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During the September course, each group was required to complete one
descriptive and one analytic study. Comments following that course
indicated that 5 1/2 days was not sufficient for the adequate development
of two proposals; thus, we only required each group to develop either a
descriptive or analytic study during this workshop.

Five proposals* were developed by the participants of the four countries
represented. These included:

1) Bangladesh

A comparative study of complication rates of tubal sterilization
procedures performed in camps versus clinics.

2) Philippines

An analytic study to determine the imnrdiate and long-term
complicacions associated with postpartum and interval sterilization

procedures.
3) Thailand

A study of the complication rates associated with the Multiload
versus the Lippes Loop 1UD,

4) Indonesia

a) A study of the side effects and acceptability associated with 30
mcg versus 50 mcg estrogen content oral contraceptive pills used
by Irdonesian womep.

b) A study of the effect of vasectomy on sexual behavior,
On Friday afternoon participants presented their proposals ti, a group of
outside persons with an interest in contraceptive safety research in the
region. This permitted an opportunity for the participants to receive
constructive feedback concerning research design, relevence of the topic,
and feasibility of funding the study. Members of the panel included:
1) Barnett Baron, Senior Representative, Population Coudfeil
2) David Oot, Population Officor, USALD

3) Tony Bennett, Visiting Staff, Columbia University, Center fo:
Population and Family Health, Bangkok, Thailand

4) Dr., Termsr{ Chumnijarakij, Department of Preventive and Bocial
Medicive, Chulalonghorn University

“See Appendix C
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VI.

Course participants were eager to learn more of epidemiologic methods and
group discussions flowed well. Approximately half of the participants
had some trouble communicating it English. Fewer persons at this
workshop, compared with the workshop held in September 1981, had previous
training in epidemiology (29% versus 100X in September). Thus, there was
a8 marked difference in the understanding of basic epidemiologic
principles between those participants with advanced training versus those
without the training.

The pre-test was administered ocn day 1, prior to preaentation of didactic
material. Participant scoree ranged from 20X to 93X. The mean score was
54% (median 50%). The pre-test is attached as Appeniix D. At the end of
the training course, the same test was administered as a post-test,

Scores ranged frc. 53% to 100X, The mean score was 83% (median 90%).

The distribution of scores and questions missed is attached as Appendix E.

We administered a course evaluation questionnaire at the end of the
training course. A summary of all course evaluation comments are
included in Appendix F.

Suggestions for future training courses included:

1) Spend more time writing the proposal.

2) Use the afternoon for discussion of examples of research proposals
and/or previously conducted studies, rather than lectures.

3) Spend more time discussing contraceptive issues relevant to their
particular situation.

4) Incorporate more problems for group work and allow groups to compute
answers themselves.

5) Extend the time period for this training course.

6) Give advance notice to the participants to bring bacl.ground
information concerning a contraceptive safety problem of special
interest to them.

In conclusion, a successful training course in the epidemiologic appreach

to contraceptive safety studies was ©2zid in Bangkok, Thalland, from

February 22-27, 1982.

RECOMMENDAT IONS

l. The Population Counzil should continue to facilitate the process of
identifying funds for proposals and obtaining technical asaistance,
when necessary. The Population Council should also follow up the
participants to determine the status of proposals developed in
September 1981,
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2. Dr.

Mark Cheng should be invited as a resource person for l~2 days,

to present a lecture on Contraceptive Safety Research in Southeast
Asia, and to provide feedback to course participants regarding their
study toplic, methodology, plans for implementation, etc.

3. Revise the course materials as follows:

b.

Co

d.

Include written course objectives.

Reviee section on problem statement and definition to include
more apprepriate research objectives.

Develop some examples of descriptive studies for participants to
work through.

Insert the section on Cohort Studies before Case~Control Studies,
and rearrange order of examples.

Consider including:
1) How to review epidemiologic studies reported in the literature

2) How to write for publication

4. Consider the feasibility of conducting small group tutorials for

part

icipants with advanced training/experience in epidemiology.

5. Prepare for the next course to be held in Bangkok in September 1982,

6 Attachments

Christine Zahniser, M.P.H.

George L. Rubin, M,D,



APPENDIX A

‘List“of'Participants and Resource Personnel

Participants

Bangladesh

Indonnsia

Contraceptive Safety Workshop

February 22-27, 1982

Mrs. Najma Ahmed

Research Coordinator

Bangladesh Fertility Research Progranme
G.P.0, Box 279

Dacca-7, Bangladesh

Mrs. Rownak Mowla

Assistant Research Coordinator
Bangladesh Fertility Research Programme
G.P.0. Box 279

Dacca-7, Bangladesh

Dr. Hakim Sorimuda Pohan

Staff Member of Dept. OBGYN

Medical Faculty

Sriwijiya University/General Hospital
Jalan Jenderal Sudirman

Palembang, Indonesia

Dr. Muchlis Hasan

Staff Member of Dept. OBGYN
Medical Faculty

Andalas University

Padang, West Sumatra
Indonesia

Dr. Nukman Moeloek

Lecturer in Biclogy & Andrology
Faculty of Medicine

University of Indonesia

J1l. Salemba 6, Jakarta Pusat
Indonesia

Dr. Prijono Hadiluwih

Lecturer in Biology & Androlog‘\“
Faculty of Medicine (g
Diponegoro University 4
J1, Dr. Sutomo No, 18

Semarano, Scmarang

Indonesia



Philippines-

Thailand

2.

3.

Dr. Martin De La Rosa

/P Institute of Public Health
625 Pedro Gil Street

Ermmita, Manila

Philippines

Dr. Rebecca Ramos

Family Planning Center

Jose Fabella Memorial Hospital
Lope de Vega Street

Sta. Cruz, Manila

Philippines

Dr. Caridad Ancheta

UP Institute of Public Health
625 Pedro Gil Street

Ermita, Manila

Philippines

Ms. Norma Paraiso

Population Center Foundation
P.0. Box 2065, MCC

Makati, Metro Manila
Philippines

Miss Yupa Thararoop

Research and Evaluation Unit
Family Health Division
Ministry of Publ’ * Health
Bangkok, Thailanc

Dr. Mongkol Na Songkhla
Provincial Health Otfice
Chiang Mai

Dr. Suwath Singhakovin
Maternal and Child Health Centre
Chianp Mai

Dr. Samrcrng Yanggratoke
Sung Nocen District Hospital
Sung Noen District
Nakornrajasima



Resource Personnel

i,

2.

3.

4,

3.

Dr. Mark C.E. Cheng

Dept. of OBGYN

National University of Singapore
Kandang Kerbau Hospital for Women
Hampshire Road

Singapore 0821

Dr. George Rubin

Medical Epidemiologist
Epidemic’>gic Studies oranch

Family Plenning Evaluation Division
Centers for Disease Control
Atlanta, GA 30333

U.S.A.

Ms. Cnristine Zahniscr

Training Coordinator

Family Planniug Evaluation Division
Centers for Disease Control
Atlanta, GA 30333

U.S.A.

Dr., David Brandling-Bennett

Field Epidemiology Training Programme
World Health Organization

Ministry of Public Health

Bangkok, Thailand

Dr. Andrev Fisher
Regional Advisor

Family FPlanning Resecarch
The Population Council
P.0O. Box 11-1213
Bangkok 11, Thailand



APPENDIX B

WORKSHOP SCHEDULE:

THE EPIDEMIOLOGIC APPROACH TO CONTRACEPTIVE STUDIES

Monday ~- Feb. 22

08:30 Introduction of participants and staff

09:30 Workshop objcctives

10:00 TEA BREAK

10:15 Discussion of individual country family planning

programs and problems related to contraceptive
safety issues

11:15 Workshop pretest

11145 Problem statements

12:15 Administrative arrangements: hotel, flights, per diem
12:30 LUKh.H

01:30 Problem definition

01:45 Justification of proposed research

02:00 Issues in contraceptive safety

03:00 Small group assignment:

a) select a rescarch topic
b) define the problem

¢) justify proporsed rescarch

05:00 SOCIAL BOUR

Tuesday =~ Feb, 23

08:15% Small group reports with discussion: problem
selection, definttion and justification

09:15% Writing resvarch objectives

09145 TEA BREAY



10:00 Small group assignment: write rescarch objectives

11:60 Small group reports and discussion on research
objectives

12:00 Outline for writing a research proposal

12:15 LUNCH

01:15 Overview of epidemiologic studies

Descriptive studies
Analvtic studies

Wednesdav -- Feb. 24

08:15 Analytic studies continued
10:15 TEA BREAK
10:30 Small grcup assignment:

a) Design Study

b) Select study arca and population
¢) Define terms and variables )
d) Specify data collection procedures

12:15 LUNCH

01:15 Review of small group progress on developing
a rescarch proposal

02:13 Continuation of small group development of
rescarch proposals

06:30 DINNER AT TRAININC CLRTER

Thuraday -- Feb, 25

08:15 Further issucs on cpidemiologic studien

09:30 Small group assignment: Continue ileveloping
research proposn)

12115 LUNCH



0l1:15 Data taBulation and analysis

01:45 ( Small group assignment: Specify data tabulation
and analysis plans

03:30 Further issues on epidemiologic studies

Friday -- Feb. 26

08:15 Smull group reports on progress developing
a rescarch proposal

09:30 Further issues: Research proposals

10:15 Small group assignment: Continue developing a
research proposal

12:15 LUNCH

01:15 Small group assignment: Continue developing
a research proposal

03:00 PRESENTATION OF FINAL PROPOSALS TO SPECIAL PANEL

Saturday -- Feb, 27

08:15 Final revisions of research proporals

09:30 Ask, tell or explain: Epidemiologic methods and/or
contraceptive safety issues

10:30 Fosttest and course evaluation

11:00 Clousing cercnony and presentation of workshop

certificates

12100 LUNCH
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APPENDIX C

PHILIPPINES

TOPIC : A Comparative Study of Patient Satisfaction
with Postpartum and Interval Sterilization.

ABSTRACT

This study aims to compare the psychological and surgical compli-
cations between postpartum and interval sterilized women, using a cohort
study design. The sample will -onsist of 800 postpartum and 400 inter-
val patients of a government hospital in Metro Manila recruited within
a one-year period. Follow-up will be done through structured interviews
and examination of medical records will be conducted within 24 hours
prior to the procedure, 4-6 weeks, 6 months, and 12 months after steri-
lization. Operators, pre and post operation procedures, tubriques of
operation, and type of anesthesia will be standardized. Relative risks

of bleeding, injection, and psychological sequelae will be calculated.

PROJECT IDENTIFICATION AND DEFINITION

Sterilization is one of the more effective methods promoted by
the Philippine Population Program., It was introduced as a program method
only in the mid 70's. Sterilization acceptors have ateadily increased

since then.

Sevonty per cent of mter{lization cases are performed in the

postpartum stale, due to the following reasons !

1. Patients ar~ canily persuaded to accept the method
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pecause of the recency of experience of childbirth;

1,2; ‘ 1t is convenient and economical for the patient since she
needs not be readmitted to the hospital; it is also con-
venient for the doctor because the procedure is easier to
perform at th}s time, because of enlarged aterus, lax

asbdomen, etc.

Interval acceptors, on the other hand constitute thirty per cent

of sterilization cases.

Much concern has been expressed about the possible psvchological
effect of postpartum sterilization. It has, in particular, been
contended that performing sterilization after deliverv does not give
patients sufficient time ro arrive at well-thought out decisions before
undergoing an irreversible procedure. They further maintain that
because of this, women subhsequently develop anxiety, tension and guilt
feelings ab»ut having made such a rush and drastic decision.

!

IMPORTANCE OF THE PROBLEM

The Fopulation Program is likely to suffer a setback if too many
vomen continue to  plain about being "forced" to accept the method.
Very few ntudies have been done to conf{irm the validity of these con-

tentiong.
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OBJECTIVES OF THE STUDY

Postpartum and interval sterilization patients in g&vernment
hospitals in Metro Manila, Philippines will be followed-up during a

one-yvear period to determine.

1. The relationship between time interval of sterilization

g énd the development of psychblogical sequelae,

"]'2;' ‘The psvchological sequelae observed in the two groups of

| ‘f_ sterilized women.

3, The incidence rates of infection and bleeding associated

with postpartum and interval sterilization.

STUDY DESIGN

A cohort design will be used to compare the rates of complication
And psvchological sequelae between women who underwent interval steri-~
lization and postpartum sterilization. The study will be completed within
two and a half-vear period: one year for recruitment, another vear for

follow-up, and half a year for preparation and completion of reports.

Definition of Study Population

The sample of the studv will be drawn from a povernment hospital
in Metropolitan Manila, inhousc patients are by and large similar in

terme of parity, age, and marital and sociocconomic status.
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Postpartum acceptors considered in this study as the exposed

group, are those who decide to undergo sterilization befor. or during
hospitalizaﬁion. The procedure is performed anytime within 72 hours

after an uncomplicated abortion or normal delivery.

Interval acceptors considered in the study as the unexposed

group, are those who come on their own for sterilization or are recruitec
from the field. They should not have undergone delivery or abortion at

least b weeks prior to recruitment.

Both types of acceptors should be: within 25-40 years of age,

permanent residents of Metro Manila, and with at least 2 children.

Women who had been hospitalized or had received therapy for the
tollowing diseases will not be included in the study: 1) psychological
disorders; 2) gymcological disorders such as infection; 3) tumors and
menstrual disorders; 4) urinary tract infection; 5) cardiovascular
diseases such as heart diseases and hypertension; 6) maliguancy;

7) diagnosed anemia; and 8) those suspected to have endometriosis or

retained placenta.

Eight hundred postpartum patients and 400 interval patients who
satisfy the aforementioned criteria will be recruited to the study,

to satisfy 85% confidence level,

Definition of OQutcome

Major complications :
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3.

4y

5.

Bleeding - one that requries blood transfusion.

Infection - fever of 38.0° and above, occurripgs at
least within a 12-hour interval, excluding the first
24 hours after the procedure; or tenderness of pelvic
organs with foul vaginal discharge, and hypogastric

pains.,

Perforation of a hollow viscus.

Cardiopulmonary crisis.

Death.

Minor complications :

1,

2.

3.

Wound. bleeding - oozing to actual hematoma.

Wound infection - pus coming from the wound with or

without dehiscence.

Psychological sequelae - tests to diagnose the outcome

will be formulated by a psychiatrist consultant.

Data Collection :

The study will make use of a structured interview questionnaire

and review of medical records. The study population will be inter-
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viewed four times. The first interview will be conducted within 24
hours before sterilization, the second, 4-6 weeks after sterilization,

the third, 6 months, and the fourth one year after sterilization,

The study population will be advised to some back to the hospital
during the interview specified or anytime during the follow-up period,
to report complaints or observed abnormalicies. Those who are not

able to come back will be followed up in their homes.

Demographic variables to be collected for possible correlation
with the findings of the study are: sex, age, number of children,

occupation, educational attainment and socio-economic status.

The following will be standardized as to operators, pre and post

operative procedures, technique of opération and type of anesthesia.

Confidentiality will be observed by assigning members to each

of the study population.

Ten percent (10%) of randomly selected women from both groups

will be reinterviewed to check for quality control.

ANALYSIS OF DATA

The data will be analyzed by determining the relative risks of
each complication, adjusting for possible compounding factors and

applying tests of statistical significance.
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ACopy of the following tables :

~Table 1

Table II

Table III

Table IV

Table V

Selected Characteristics of Patients by Timing
of Tubal Sterilization Procedure, Hospital X,

Manila, 1982-1983.

Distribution of Complication Between Postpartum
and Interval Sterilization Hospital X, Manila,

1982-1983.

Complication Rates Between Postpartum and Interval

Sterilization,Hospital X, Manila, 1982-1983.

Distribution of Subjects by Complications and Age

Group, Hospital X, Manila, 1982-1983.

Distribution of Subjects by Psychological Sequelae,
Number and Sex of Children, Hospital X, Manila,

1982-1983.

RESOURCES AND FACILITIES REQUIRED BY THE STUDY

A hospital with facilities and staff needed in performing post-

partum and interval sterilization and in screening and follow-up of

patients will be used in the study. A computer center in a university

in Metro Manila will be employed for data processing.



VIII. REPORTING OF RESEARCH FINDINGS

Semi annual progress reports will be submitted to the funding

agency. Final reports to be completed by the thirtieth month of the

14

study will be submitted to the Comnission on Population for disemination
to, and possible utilization of specific audiences and to policymakers,
managers of service delivery programs and medical professionals in
general, Efforts will be made to publish the findings in an international

journal.
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TABLE I,
Selected Characteristics of Patients by
Timing of Tubal Sterilization Procedure, .

Hospital, Manila, 1982-

Postpartum Interval

Age
20-29
30-39
s+

Parity

wm——————

1-3

ot

Education

Etc,



TABLE 11,

pistribution of Completion between
Postpartum and Interval Sterilization

in Hospital X, M.M. 1982-1943

Postpartum : Interval

Sterilization Sterilization
COMPLETION No. i % No. e

l
I

Hemorrhage

Infection ‘

Psychological ;

a) :

b)

c)

Total




TABLE 1III.

Complication Rates Between Postpartum

- and Interval Sterilization inm Hospital X,

M.M. 1982-1983
Postpartum Interval
Sterilization Sterilization Relative Risk
COMPLICATION No With No With

Complication| Complictn.| Complictn.| Complictn.{P.P.S. 1.S.
Hemorrhage
Infection

; Psychological

a)
b)
c)

To'al




Distribution of Subjects by

Complications and Age Group

Hemorrhage Infections Psychological

AGE P.P.S. I.N.T. P.P.S. I.N.T. P.P.S. I.N.T.

25 - 29

30 - 34

35 - 40




Distribution of Subjects by Psychological
S~quelae and Number and Sex of Children

Hospital X, Manila, 1982-1983

TABLE V,

Number of
Children

Sex of
Children

Postpartum

Interval

2 -4

b+

4+

With boys and girls

All boys

All girls

Total




STUDY _ BUDGET

Personnel

1 Principal investigator

Tt

2 Associate investigators

1 Research assistant

1 Clexk typist

1 Consultant (Statistician)

5 Intervievers

Administrative Coste

Honorarium for participating hospital
1ransportation
Communication

Office supplies

Production

Printing of Questionnaire

Da*a Processing

Per Month

® 3,000
2,000
900
600 for 6 mos.
by contract
B 600

® 1,000 for 1 yr.

30 Months

® 90,000
60,000
27,000

3,600
5,000

90,000

P 275,000

P 12,000
20,000
5,000

5,000

P 42,000

» 10,000
P 15,000

P 25,000

P 352,660

103 inflstion = 35,260

P 377,800

§ 43,968)
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SCHEDULE OF ACTIVITIES

Planning Phase

1) Preparation, Pretesting
& Revision of Questionnaire

2) Training of Intervievers

3) Orientation of Staff

Data Collection
Data Processing
Data Analysis

Writing of Report

‘months

months

veeak

day

years

months

month

months
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1.

2.

3.

4.

Principal Investigators :

BANGLADESH

RESEARCH PROPOSAL

" A comparative study on complication rate of female
sterilization in camp vs clinic.

Najma Ahmad

Starting Date

Completion Date

Rownak Mowla

July 1982

June 1983
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Introduction :

A comparative study will be conducted to find the complication
rate of sterilization performed in different camps and clinics in rural

Bangladesh.

Problem Identification and Definition :

We do not have enough data from where we can find the difference
in complication rate of female sterilization performed in clinics and
camps. It is essential to know whether the complication rate varies in
different settings (camps and clinics) where the sterilization is done

even by same doctors.

Justification of Proposed Research :

Female sterilization is a major component of the National Family
Planning programme in Bangladesh. The government has worked oat a plan to
increase the number of acceptors of female sterilization in Bangladesh.
But the available clinical facilities are not sufficient to enforce the
national policy. Camp is required where a mobile team of trained doctors
will be sent to perform sterilization and the government is directing

efforts to improve the surgical facilities to make the procedure rafer

in different settings.
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It is very difficult to say how far government will be successful
in the massive campaign of female sterilization as no complication rate has
been compile in a comparative manner to assess the safety of performing
gsterilization in different settings. Only ome study was condhcted in 1975-76

to compare the sterilization procedure performed in camp and clinic.

In this study it has been shown that comparative rate was Very
high (45.8%) in camp in comparison to clinic (4%). But this study report
did not mention whether the sterilization was done by the same doctors in

both places.,

The find.ngs of proposed study therefore may help the government
to assess the safety of performing female sterilization in both the settings

and to take a bold step for implementing its policy of sterilization.

Objective :

The main objective is to determine the complication ratio and
patients' satisfaction in regard to the services offered by the management
during pre and post operative period. Patients will be followed up at

7 days and at 28 days after procedure.

Its ultimate goal is to help the government to take necessary

action in time against any problem identified through this study.



Study Design :

1t is a prospective cohort study to measure the complication

~ rate of sterilized women of both camps and clinical situation.

Exposed group will be the women sterilized in camp.

Unexposed group will consist the women sterilized at clinic.

Research Methodology

Study sites : The study will be conducted in 4 thanes of dif-
ferent districts of 4 divisions of Bangladesh. In each thane one clinic
and one camp will be selected for conducting the study. The clinic has
a permanent place for operation where trained personnel and other facilities
like operation table, autoclave, laboratory for hemoglobin and urine test,
oxygen electricity and water supply are available. But the camp has no
permanent settings. Sometimes public buildings like school, union board
office or any other suitable places are used as camp in rural areas. All

measures are tried to maintain the same standard of clinic.

Patient Selection :

Women living around the clinic will be sterilized in clinics
whereas women living around the camp will be sterilized in the camp. The
patient's socio demographic characteristics are expected to be similar in

nature as the condition of rural areas arc almost same. A group of healthy



wozien without any chronic disease and of 20-45 years of age will be included

in the study.

Operative Procedure :

The operative procedure will be only pomeroy via minilaparatomy
and only local anesthesia will be used both in clinicas and camps. Same

doctors will perform the procedure in both the places.

Sample Size :

Total sample size will be 800 cases altogether from 4 study areas

i.e. 200 cases for each area (100 cases from clinic and 100 cases from

camp).

puration of Studv :

The study will be conducted for one year. Admission period for
sterilization patients will be for six months and one month for following
up the patients after procedure. Rest of the study period will include

planning, training data processing and analizing and reporting.

Data Collection :

Information on femsle sterilization will be recorded on two
phases -- in first phase information will be collected at the time of

hospitalization of the following matter :



a) Patient identification.

b) Socio-demographic characteristics: age parity, number of
1iving children, education, husband's education, outcome

of last pregnancy, contraceptive used before procedure.

¢) Medical data:

i. Abnormal bleeding during operation.

41, Bleathing or cardio-vascular arrest due to anesthesia.
111. Injury of bladder or bowl.

iv. Any wound disruption before the discharge.

Ve Number of nights hospitalized.

d) Facilities available in camps or clinics: oxygen, autoclave,

etc.

Another phase of data collection will be done twice at the time
of follow up. All follow-up will be done at home for both the groups i.e.

clinic and camp patients.

Follow-up :

First follow-up will at the 7 days after the procedure i.e. at
the time of stitch removal and second follow-up will be at 28 days after

the procedure. Followings will be racorded during the follow-up time :@



1)

3)

4)

5)

Death if any from sterilization related problem.

- Pain in the abdomen and purs in the wound.

Fever required treatment.

Any ultra complication required treatment or hospitalization.

How long it took her to return to her normal duties.

All these information will be recorded on a pre-coded question-

naire by the trained paramedics. And the follow-up of the patients will

be tried for cent percent (100%).

Data will be processed in computer and data tabulation will be

done on complication rate of both the group related to the procedure and

socio-demographic characteristics like age, parity, etc.

Analysis of the tables on the complications will be made to

measure the relative risks and attributable risks and to identify the

problems which are to be reported in the form of publication to the

Bangladesh government and funding agency.



BUDGET

1.

2.

3,

by

3

6.

7.

8.

9.

10.

Personnel services.

Travel and transportation of persons.

Transport of materials.

Rent, communication and utilities,

Printing and publication.

Other contractual services.

Supplies and materials.

Equipments.

Transport.

Miscellaneous.
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Does the.Mplti-Load IUD Have Less Complications Than Lippes-Loop?

Problem Definition

The multi-load and Lippes-loop IUD have been used in Thailand for
many years. Lippes-loop IUD has been studied but studies of complications
with use of multi-load have never been done. In 1976 multi-load IUDs were
introduced in Thailand in some private clinics and private hospitals but
they have never been used in public health units before. Now the Ministry
of Public Health is considering the introduction of multi-load IUDs to be
used for family planning services throughout the country. Lippes-loop
IUDs cost Bht. 2.50 in comparison with Bht. 1.50 each for the multi-load
IUDs. So complications of both methods should be compared for help

consideration.

Review Literature

Lippes-loops in Thailand
Multi-loads in Thailand if available

Multi-loads outside Thailand

Obiectives

1, To compare complication rate among nevw acceptors of multi-load

and lippes-loop 1UDs.



2, To randomly assign two groups of acceptors for lippes-loop

and multi-load IUDs using the double blind technique.

3. To perform this study at the MCH Centre Khon Khen Province

in January lst, 1982,

Assumptions

The results of this research will provide policy makers with
information concerning the more cost-beneficial IUD type for use in

Thailind.

ldentify Demographic Needed Data

1. Information on acceptors in the two comparison groups.

2, Number of complications occuring in each group during

determined by a follow-up questionnaire.

Definition of Complication

1. Pain is pain lasting longer than ! hour requiring use of

anagesics.

2. Abnormal bleeding means menstrual function change before and

after.



3. PID means clinical diagnosis (fever, lower abdominal pain,

abnormal vaginal discharge, pain on uterine movement)

4, Discontinuation means removal of IUD.

The definition of complication in this research means at least one

of four complications.

Selection of Method

Cohord Study
Exposed group is the group of women using multi-load IUD,
Unexposed group is the group of women using lippes-loop IUD,

Outcome is one or more complication defined above.

Women seeking IUD contraception for the first time at the MCH
Centre Khon Khen province will be randomly divided into two groups.
Insertion of both kind of loop selected by the double blind method.
The tail of the loops wil) be cut to avoid ascertainment bias during
follow-up examination. The physician who performs IUD insertion, the
interviewer, the rescarcher (investigator) will be different for each

subject to avoid bias.



Exclusions

Previous history of PID, previous abnormal bleeding tendency,
chronic illness, previous IUD use, new acceptors with no husband,

women with irregular menstruation.

Equipuwent Testing

Secretary, recorder, interviewer, physician who provided IUD

insertion, interviewing formas should be tested before use.

pData Collection

Subjects collect in the MCH Centre Khon Khen Province for ] year.
Total sample size {s 1200, These new 1UD acceptors will be randomly
allocated to Z groups. Double blind method will be used for 1UD type,
Insertion will be provided by the same well trained physician for both
groups. The investigator will not know who uses which kind of loop and
history taking will be belore giving insertion., Casesn are fo))owed up
after insertion at periods of 1 month, 6 month and 1 year using a

standard questionnalre. This questionnaire will determine information on

s, complication = pain
- abnormal bleeding
- PID

b, discontinuation

C reasons for discontinuation



Data Analysis

We will compare the risk for

a) diascontinuation

b) complications

for the multi-load 1UD group relative to the Lippea-Loop group and

determine 95% confidence {nterval around these relative risk.



Table 1

Characteristics of Women in the Multi-load and Lippes-loop Group

Multi-load Lippes-loop

Mean age
Mean parity marital
% with irregular menstral bleeding

% with menstral bleeding lasting
76 days

LT

—————————————
. ————
—————————
AT ——————
AR ————

% with painful period



Complication Occuring At 1 Month

Table 2

Multi-load

Lippes-loop

RR(95%CI)

(N=600)

(N=600)

Pain

Abnormal bleeding

PID

Discontinuation

One or more complication

Total complications




Table 3

Pain Occuring at ] Month in Each Age Group

Age Multi~-load Lippes-loop RR_(95% C.I.)
Pain a, : b1 ay Ml
-24 RR
1 b, N
171
Total Subj. N1 Ml
Pain a, b2 a, M2
25-34 RR
2
by N,
Total Subj. N2 M2
Pain a, b3 a3 M3
35+ f RR
3 N
Total Sub N | M °3 3
otal Subj. 3 ' 3
|
Pain 8123 | b)23 a,. . M
Total ’ RR 123 “123
123 ——
b N
Total Subj. le3 | H123 123 123
Table 4 Abnormal bleeding occuring at 1 month in each age group.
Table 5 PID occuring at 1 month in each age group.
Table 6 Discontinuation occuring at 1 month in each age group.
Table 7 One or wore cowplication occuring at 1 month in each age group.



The .data - tabulation at 6 months and 1 year repeat the same table

at 1 month,

Interpretation and Report

By comparison incidence rate, relative risk of the two methods from
analytic data. And the result of analysis will be described to point
out what method is the safest one. At the end of this report the benefit
cost ratio will be presented to allow rational decision making concerning

the type of IUD that should be used in Thailand.

Linitation of the Research

1. This research performed in the MCH Centre. Khonkhaen Province

Northeast of Thailand may not be representative of the whole

country.

2, This research will be conducted within 1 year, this may not
be enough to determine discontinuation rate and certain
complication rates. The comparison of complications and
discontinuation rate between the 2 methods beyond 1 year

may be different from the 1 year period.
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Course of Research Performing

Ministry of Public Health

Budget - Bahe
Past time cost for personnel 300,000
Interviewing cot 54,000
Training cost 1,885
Professional and technical consulting cost 60,000
Stationery 20,000
Miscellaneous 10,000
Multi-load 90,000
Lippes-loop 1,500

Total 537,385 = § 23,884
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INTERVIEWING FORM BEFORE I.U.D. INSERTION

Name of interviewer :

Name of interviewee :

Address of acceptor :

Date of I.U.D. insertion: day month year 1982,

1. How old are you?
_[:7 - 24 years
[ ] 25-34 years
/] 34-44  years

2. How many children?
7 -2
7 2-4
7 +4

3. How long your last delivery?
_[:7 - Iy year
L_:f 6/12 - 1 year
7 +1 year



5.

6.

7.

9.

-12 -

How long your minstrual cycle?

[/ - 28 days
[ ] 28-30 days
D + 30 days

How long your bleeding period?

_/_7 - 3 days

/ _/ 3 -5 days

\|

+ 5 days

1s it regular?

yes

NN

no

Amount of blood?

1::7 same
_/___7 increase
1::7 decrease

If increase, how much?

{ / slightly

/ much

N

1f decrease, hov much?
/7 slightly
j::7 much
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10. Have you ever had abnormal discharge?

L/ yes
LT mo

11. Have you ever had lower abdominal pain?
LT yes
L7 mo

12, If yes, how often?

/ | very often

[/ scarcely
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INTERVIEWING FORM AFTER I.U.D. INSERTION

.. Name of interviewer :

Name of interviewee (I.U.D. acceptor):

Address of interviewee :

Date of insertion : day month year

Date of interviewing : day month year

Tiwe of interviewing : minutes
~eme—m e eee = 000 -—

Answer the questions :

1. Did you pain after previous interview?

A
LT no

S

yes

2. 1f pain, how long?
Z::7 - 1 hour
/7 1 -6 hours
1::7 more than 6 hours

3. Did you need anapesics?
LT yes
L7 wo



8.

10,

- 15 -

Did you have to see the doctor?

LT ves
L7 mo

Did you get fever and lower abdominal pain after previous interview?

L7 ves

/ no

l\

Have you any abnormal discharge after 1.U.D. inmertion?

yes

no

I\ l\

When vou got abnormal discharge after I.U.D. insertion, how idd vou do?

see a doctor [/

NEREN

did nothing

bought medicine from drug store

Had you any abnormal bleeding after I.U.D. jnsertion?

ves

no

NN

What kinds of abnormal bleeding did vou have after 1,U.D. insertion?

[::7 Hypermmorrhra

/ spotted bleeding

L

'£:T7 others

If hypermmorrhra, how many daya?
1£::7 within 5 davs

1t:7 within 7 dova

L__/ more than 7 daya

L7
L7

regulation changing

amount changing
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11, Did you remove 1,U.D.?

\'

yes

L7 wo

12, 1f yes, why?

_/__:—/ bleeding

_/___7 want more child
D pain

_Lj pregnancy

_L__7 others
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THE EFFECT OF VASECTOMY ON SEXUAL BEHAVIOR

Problem Statement

We don't kuow whether there is any effect of vasectomy on sexual

behavior. We should know how vasectomy influences sexual behavior.

Define of theVProblem

Results from a study done in Indonesia in 1980-198]1 indicated
that young vasectomised men under age 40 had significant increase of
their 1ibido. Older vasectomised men over 40 had no significant in-

crease of their libido.

1t was also found that the effect of vasectomy on sexual behavior
is more significant for young vasectomised men than for older vasectomised

men.

Justification of thg_Problcm

The acceptance of male contraception in Indonesia is much less than

the acceptance of female contraception.

Indonesian goverrment has a specific domographic target of a 50%

reduction in the 1971 fertility rate by the year 1990.



To achieve the target, the male contraception must be intensively

developed to control the fertility.

There are 7,000 men vasectomised each year in the Middle of Java.

Unfortunately we don't have data on vasectozised men in the rest of

Indonesia.

Vasectomy is permanent contraception for men. If we know accep=
tability and we can motivate those men for vasectomised maybe it can

reduce fertility more in Indonesia.

One of the most important problems related to acceptance of vasectomy

i{s that men fear that vasectomy can effect the sexual behavior or libido.

Therefore, we should know how is the effect of vasectomy on the

sexual behavior.

Objective

In two year perjod between 1982-1984 the investigation associated
with University of Indonesia, the Andrology Dept. will conduct the cohort
study at 200 male welected from 5 Family Planning centers for purpose of

examining the effect of vasectomy on sexual behavior,

Study Design :  cohort atudy

-  Exposed group ! vasectomised men



- Unexposed group : men without vasectomy, which their wife

{8 tubectomised.

- Outceme: identified sexual problem.

Define Terms and Data Collection

The define of the sexual problem is to have average intercourse
less than once or more than three times a week, have complain of erection

and have complain the time between penetration and ejaculation,

The study group is collected from the patients which come to family

planning clinics.

The study were consists of 400 men (200 vasectomised & 200 non

vasectomised men) in selected Indonesia areas will be studied

The exposed group are 200 men which received vasectomy services
{n 5 sreas in Indonesia, and for each area we collected the firat 40

vasectomised men.

The age of vasectomised men are bstween 30-30 years, and these

exposed group must have :

- at least 2 children.

- asverage intercourss between once to three times a week.



- have no complain of erection.

- have no complain time between penetration and ejaculation.

The unexposed group are 200 men whose wife received the tubectomy
services in 5 areas in Indonesia, and for each area we collect the first
40 partners whose wife received the tubectomy. This unexposed group also
must have minimal 2 children and they must be selected according to the

same criteria as exposure above.

These unexposed and exposed groups must be living with their wife

at least one year.

To collect the data a trained male social worker will be used to
interview the vasectomised men and a trained female social worker will
interview their wife. Follow up will be done by the trained social

worker to look for the acceptor if they don't come back.



Data Tabulation

6 month

Sexual Problem

Total

12 month

Sexual Problem

Total

Vasectomised ' Non Vasectomised R.R. | (95 C.L.)
The pregnancy of inter- The pregnancy of -
course intercourse |
Erection ; Erectioﬁ - \
| ‘ :
Ejaculation ‘ Ejaculation - i
i ! i
l I
200 200 l |
i i
crud. RR - [EEEREENER NN NNEN ] (c.L' : )
Adju.t.\ﬁ FRM=H =™ ,.c0000000000s (C.L. : )
Vasectomised | Non Vasectomised | R.R. C.L.
)
The pregnancy of inter-  The pregnancy of E - %
course intercourse | i
|
’ ;
Erection Evection -
|
Ejaculation + Ejaculation - i
' p——
| |
' !
200 i 200 i
Crude RR ® Ls0s000n0000se (C.Ln H >
“JU.!.‘ RR M=H ® 00000000 rese (C.L. ] >



Distribution of Vasectomised Men by Age in having a Sexual Problem

Age (Year)

+ 40

- 40

Total

Vasectomised Non Vasectomised R.R. C.L.
Sexual a b
problem 1 1 | b1
i Nl No.1
Total Nl No.1
Sexual a b
problem . 2 2 2 b2
! N, [ No.2
Total ' N2 No.2
|
Sexual a b a
problem
Lb
Total 200 200 |
! ]
Adju.t.d RRM-H = tveesesBetEB RIS (COL.: )



Distribution of Vasectomised Men by Age in having Pregnangy,of Intercourse

Chances

Age gYearz Vasectomised Non Vasectomised R.R. C.L.
Preg. Inter- al b! ) )
course chances 1 1 a1 b1

+ 40

] ]
Total Ny No.1' Ny [ No.d
Preg. inter- al b! ' '
course chances 2 2 a2 / b2

- 70 / ——

] 1]
Total Ny No.2' Ny [ No.2
Preg. inter- a' b' '
course chances a
Total
]
Total 200 200 b

Adjusted RR M-H

(NN N NNENNENN NN N NN (COLC



Distribution of Vasectomised Men by Age in having of Erection Strength

Chances
Age (Year) Vasectomised Non Vasectomised R.R.
Erec. strength a' bY " "
chances 1 1 8 bl
+ 40
Total Ny No.1" N} [ No.l”
Erec. strength al bY " "
chances 2 2 a2 b2
- 40
[1] [1]
Total Ny No. 2" Ny [ No.2
Erec. strength a" b" "
chances a
Total
(1)
Total 200 200 b

MjultedRRH-H H ssescstecererenee (C-La



Distribution of Vasectomised Men by Age in having of Ejaculation Period

Chances
Age (Year) | Vasectomised Non Vasectomised R.R. C.L
I
" "
Eg:séeieriod ! 8 b1 'i" bi"
+ 40 :
! (X1} "
Total Ny No.1'" N"  No.l
Ejac. period | al" bo" " "
chances 2 2 ) b2
- 40
(R]) [ A1}
Total Ny ! No.2'" Ny"  No.2
f i
Ejac. period l 'l'" ! b'" "n
chances . N
Total
. | b
Total 200 , 200
Mju.t.d RR M=H 1 evs00secesennReS (C.l..
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BUDGET

A. Personnel

1 Project leader §75/month, 24 months $ 1,800.-

1 Vice project leader $60/month, 24 wmonths 1,440,~

2 Consultants $75/month, 8 months 1,200.~-
(1 Psychologist & 1 Statistician)

2 Interviewers $50/month, 18 months 1,800.-

1 Type writer $40/month, 4 months 160.-

Total $ 6,900.-

B. Administration $ 200.-
C. Computer costs $ 1,500.-

1 area $ 8,100.-

S areas $ 36,500.-
D. Iravels
Medan - Jakarta v.v. $§ 400.-
Sumarang - Jakarta v.v. ’ V 130.-
Bali - Jakarta v.v. 15j' ; 280,-
Manado - Jakarta v,v. $§ 500.-
$ 1,30.-
¥. Hotel : 5600/day/personnel
S personnels, 2 days in Jakarta $ 6,000.-
F. Perdiem : §45/day/personnel
S personnels, 2 days in Jakarta $ 450.~
Total $ 44,260.-
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Work Schedule : 1982 1983 1984
9101112 | 123456789101112|12345678910111

Planning phase X
Pilot projects X
Data collection X X | XxXXX
Follow up XAAXAX X X X | XXXXX

Data analysis X X X

Report writing X




INDONESIA

PROBLEM STATEMENT :

We don't know which contraceptive pill has more side
effects or is more suitable in Indonesia between the oral
contraceptive pill of 30 M.Gr. or 50 M,Gr. Estrogen concen-

tration.

We should know which has more side effects or is more

suitadble.



Comparison of two types of oral contraceptive, 30 and 30 M.Gr.

Estrogen among the Indonesian women.

1. OBJECTIVE

I.A. Ceneral Objective

This study will compare the side effect, efficacy
and acceptability of two types or oral contraceptive,
contain 30 and 50 M.Gr. Estrogen among 1,600 Indonesian
women, done in 8 family planning clinics in four provinces

for a 2 years follow up.

I.B. Specific Objective

1. The side effect of oral contraceptive on the
two groups of acceptors that will be ocbserved,
are
1.1 Spotting
1.2 Break through bleeding
1.3 Anmenorrhoe
1.4 Weight gain
1.5 Another subjective complain:

Anorexia, vomiting, dizzyness.

2. The efficacy is stated by pregnancy per 100

vonen per year,



11.

1.

3, The discontinuation from the two groups of acceptors
observed are, the time when they stop the pill

and the reason of not taking pill.

4, From this study, evalnation will be made, what
factors influence or correlate with the side effect,
efficacy and which pill is more sujitable for the

Indonesian women.

JUSTIFICATION

P11 1s one of the contraceptive method introduced by the

national family planning coordination board in Indonesia.

Most of the acceptors (65%) in Indonesia choose pill for their
contraceptive method., By 1981, for a 10 years program, 5

million women are current users.

Studies in other countries show that the lower Estrogen content
in the pill, the lower complication as well as less side effoct
In Indoneain side effects of 50 M.Gr. pill as apotting, break
through bleeding and amenorrhoe occurred about 5%, A multd
contre study betveen 50 and 30 M.Gr. pill {n Indonesia has not

been done yet.



be

3.

6.

7.

Indonesian women as all women from the other developing countries
are differ from the women of the industrialized nations in diet,

habit, life style, genetic heritage and environment.

Most of the Indonesian women are Moslem; spotting and break

through bleeding will disturb their rite in their religion.

~About two-third of the Indonesian women go to married before

the age of 20; some of them have two or three children when
they are 20 or 22 years old. Before they change their con-
traceptive method into permanent method, they use the oral

contraceptive for a longer period.

They need a contraception with less side effect.

Discontinuation rate among the acceptors of oral contraceptive
18 very high, about 50X, study for the reason stopping the pill

has not been done

If we find the more suitable pil)l vwith less side effect but
low fajlure rate, it will in-rease acceptors and achieve the

target by 1990, Reduce the fertility rate to 502 in 1971,



I'1.

STUDY DESIGN
1. Problem
2 Study Design

3.

b,

3

Expose Group

Unexpose Group

Outcome

Are there any differences between two types
of oral contraceptive (50 & 30 M.Gr.)
including side effect, afficacy and accep-

tability.

Analysis cohort prospective study.

Women taking 30 M.Gr, pill.

Women taking 50 M.Gr. pill.

8,1 Side effect, spotting, break through
bleeding, amenorrhoe, weight gain,

anorexia. vomittine. dizzvness.

8.2 Preenancv per 100 women per year,

5.) Discontinuation

5.3.1 When the acceptors stop their

pill.

5.3.2 The reasons of atopping pill.

5.3,) Correlation of stopping the

pill due to



6.

7

Data Collection ¢

Data Analysis

5.3.3.1 Side effect.
5.3.3.2 Additional cnildren
desired.

5.3.3.3 Living children.

Data are collected from the family planning
clinics at first visit, 1 month, 3 months
and the next every 3 months until 2 years.

Time for recruitment of patients 3 months.

Data from family planning clinics at first
month, 3 months and the next 3 months until
2 years of follow up are analyzed in each

group for :

7.1 Side effect and discontinuation rate
per 100 women.
Relative risk is calculated from two
by two tables.
The result are tested for statistical

significancy.

7.2 Pregnancy per 100 women per year is
calculated for the first and second

year by using the peer index.



7.3

7.4

The table 1s shown below.

Side effect then analyzed adjusted to
age, parity, age for the first marriage

classification of body welight.

Discontinuation then analyzed adjusted
to age, parity, additional children
desired, living children, education

and side effect

Conclusion of the diszontinuation

classified into 3 criteria, due to

- Complication
-~ Change with other method

- Want to pregnant again,



CORRELATION OF SIDE EFFECT OF PILL

WITH TYPE OF PILL BASED ON FOLLOW UP INTERVAL

FOLLOW
up
INTERVAL

SIDE
EFFECT

50 Ug.

30 Ug.

CONFIDENCE
LIMIT

i MOKNTH

BLEEDING
TOTAL
RATY

v MONTH

BLEEDING
TOTAL
RATE

SNTNRRSEINPRS IS

t MORTH

BLELDING
TOTAL
KATE

4 MONTH

BLEEDING
TOTAL
RATI

1. MONTH

N — R

J4 MONTH

BLEEDING
T07/L
KATE

BLEEDING
TOTAL
RATE

g

TOTAL
ADJUSTED R.ﬂ.".H

R.R.

C.L.

)

NEXT ——e DEVELOP WITH OTHER COMPLICATION AS WEIGHT GAIN,

AHNENORRHEA, SUBJECTIVE COMPLAINS, ETC,



CORRELATION BETWEEN DISCONTINUATION
WITH ADDITIONAI. CHILD ON EACH GROUP PILL

3

ADDITIONAL . CONFIDENCE
CHILD OUTCOME 50 Ug- 30 Ug. R.R. LIMIT
: DISCONTINUATION
TOTAL RATE
) DISCONTINUATION
TOTAL RATE
3 DISCONTINUATION
70TAL RATE
‘ D1SCONTINUATION
TOTAL RATE
TOTAL R.R. (C.L. )

ADJUSTED R.R.H.u.

NEXT ~—=————s DEVELOP WITH OTHER OUTCOME AS EDUCATION,
PARITY, AGE, ETC.



DISCONTINUATION ASSOCIATED WITH OTHER

FACTORS

REASON

- Bleeding

- Subj. Compl.
- Family Size

- Living Child
- Change Method

- Other

TOTAL

30 Ugro
(Rate)

- (X)

50 Ugro
(Rate)

- (Y)

RR

<]

CL




TOTAL 750

DISCONTINUATION DUE TO TIME

PERIOD 30 Ugro 50 Ugro RR CL 952
1 MONTH pIsSC. - -
TOTAL - -
RATE - -
3 MONTH
6 MONTH
9 MONTH
[}
[}
24 MONTH




Selection of Study Area and Population:
This study will be conducted in 4 provinces in Indonesia
and randomize 2 family planning clinics for research for

total number of sample 800 for each group.
Criteria of samples : 8.1 New acceptors, have never use 0.C.

8,2 Ever use 0C not prior to the last

three months.

8,3 Non lactating women but have regular

menstruation at least 2 cycles,

The sample sbove alaso never have injectable contraceptive and

not treated with corticosteroid for the last 3 months.

Contra Indication : 9.1 High blood pressure,
Systolic more than 140 mn HG.

Diastolic more than 95 mn HG,

9.2 Varices.

Enlargement of venous blood

vessels of the leg.

9.3 History of liver disease, blood
disease, diabetes mellitus, heart

disecane.
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11,

Age

Data Collection
Procedures

Age between 15-35 years old.

1.1

ll.z

11.3

11.4

11.5

All parous women who come to family
planning clinics request for oral
contraception are selected by midwife
and assignment of group are systemati

in sequence untill 100 for each grour

Acceptors have their first pill at

the first visit,

The next 2 weeks, the field worker
visit the patients for attention of
patients taking pill and record any

complications.,

Follow up is made by midwife in
clinic at 1 month, 3 month and
every 3 months until 2 years, to
find any stde effect and complain.
Every complications must consult to

the phvsician,

Every patients receive a sheet of
paper, called menstrual chart or
bleeding diary. ‘Ihis paper collect

by field worker and send it tou clin



11,6 For patients who stop take their
pill, field worker or midwife ask
the reason, Technique of the
question is '"Open Question" and

than specify the answer.

1V, BUDGET ABOUT US $54,000 =
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Repcrring

Dissemination
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TERMS

PE—

Spotting is bleeding occures beside the normal cycle but not

as much as menstrual blood.

- With drawal bleeding is bleeding occures after the normal

menstruation but the amount is likely the menstruation,

- Menorrhagia is flow of menstrual blood more than 7 days or

more profuse.

- Amenorrhea is lost of menstruation after taking pill for two

months regularly.

- Underveight is the body weight less than 10X below the ideal

weight.
-«  1deal veight is calculated from [(haight (CMI - 100)-102] kg.

- Over weight is the body weight 10X above the ideal weight.



1,

2.

i

APPENDEX D
EPIDEMIOLOGY WORKSHOP

EVALUATION

Which astatement below most clearly identifies a problem? (Choose one)

(M
(2)
(3)

Two women have died following a sterilization,

There were 10 ectoplc pregnancies diugnosed in Hospital B last year,
Unmarried females aged 10-14 years in Community A do not become
pregnant; however, last year % unmarried girls (aged 10-14 years)

delivered babies in Community A,

Objectives will keep people focused on the desired achievement of a

project. Which statement below most clearly identifies the intended

outcome of & prenatal care program? (Choose one)

(1

(2)
(3

(¥)

To reduce the rate of low birth weight §nfants by providing more
prenatal services,

To provide nutritjon coynseling to malnourished prenatal patients.
By January 1983, to deliver prenatal care to at least 80 percent of
pregnant women in the comaunity during the firat trimester of
pregnancy.,

To deliver incresned prenatal care Lo pregnent vomen in the communit!

The difference betwesn analylic epldemiologic studles and descriptive

eplderiologic atudles 3a; (Choose une)

(1)
(2)

(3

(8)

Descriptive studles alluw talculation of reletive risks,
Anplytic Bludlies have a cosjarlson grovp which allows study of
#BboE}BLIONE Lelweeh cayse ahd effeocl,

Dedcriptive sludies alluw us Lo Bake Blatemenld of causel
arpocatluns,

Ansiytie atudies permil Lhe sonlturing of disease In communities,



4, What is a cohort? (Choose one)
(1) A group of people selected for a special purpose or study.
(2) A diseased person having specific characteristics.
(3) A form of epidemiologic analysis.
(4) A nondiseased persomn.

(5) A comparison group used tc evaluate the effect of exposure.

8§, A district contains 100,000 people (45,000 males and 55,000 females), and
1,000 people die each year (600 males and 400 females), Laat year there

were 2,000 birtha; 10 women died during childbirtn,

Compute:
(a) Crude death rate (per 1,000): 9
(answer)
(b) Crude birth rate (per 1,000):
(answer)

(c) Maternal mortality rate (per 100,000 live births):

(answer)



3

6. Which of the following study designs are Descriptive and which are
Analytic?
(a) Case-control (retrospective) study. (Choose one)
(1) Descriptive
(2) Analytic
(3) Unknown
(b) Surveillance (Choose one)
(1) Descriptive
(2) Analytic
(3) Unknown
(o) Cohort (prospective) study (Choose one)
(V) Descriptive
(2) Analytic

(3) Unknown

:1_. Surveillance studies may: (Choose one)
(1) Prove cause and effect relationahips,
(2) Generate hypolhenses tu Le teated by analytio studies,
(3) Provide esticates of relative ripks,

(8) be epore likely Lhan other sludy designs LO contain ascertainment biss.



The relative risk of developing PID for women using oral contraceptives,

compared to women using no contraceptive method, is 0.5. Another way of

saying this is: (Choose one)

(Vi

(2)

(3

(4)

()

R women using oral contraceptives developed PID,

Wumen using oral contraceptives have a greater risk of developing PID
than women using no contraceptive method,

Women using oral contraceptives have half the risk of developing PID
comparcd with women using no contraceptive method.

Non oral contraceptive use is more likely to cause PID than oral
contrac:ptive use,

Oral conir.ceptive use is not associated with PID,

8ix of 10 womer wearing an IUD for 1 year develop PID., Two of 20 women

using oral contraceptives for 1 year develop PID. Compute the relative

risk of PID for women using an IUD compared to w.men using oral

contraceptives, RR =

(answer)
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10, A prospective (cohort) study is done to examine the association between

depo-medrowyprogesterons acctate (DMPA) use and abnormal vaginal bleeding.

(a)

The exposed group cornsiste of: (Choose one)

(M
(2)
(3
(4)
(5)
(6)

Yomen
Women
Women
Women

Women

Women

not using DMPA

with abrormal vaginal bieeding
not using IUDs

without abnormal vaginal bleeding
using DMPA

using IUDs

(b) The non-exposed group consists of; (Choose one)

(1
(2)
(3)
(4)
{5)
(6)

Women
Womeji
Women
Vrmen

Women

Women

11. I your "Cases"

not using LMPA

with aborormel bleeding
not using I[UDs

without abnormal bleeding
uslng DMP/

vaing IUus

of a certain disease arc persons disgnosed in the

community (i.e., in the hospitals and in all other healtl facilities,

including privatc physiclan's offices), What would be the best "Control®

group?

()

(2)
(3)
(4)
(5)

(Choose one)

A sample of potients in the hospitala who du not have the disease

being atudied,

A awple of the comnunity populaticn with » similar disease.

A sample of the community population without the disease,

A sample of persons without the disease in a nearby community.

Other, spocify
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12, In a case-control (retrospective) study, which of the following is LEAST
likely to lead to "bjas"? (Choose one)
(1) Cases are selected from hospital A and controls from hospital B.
(2) Exposure data are collected from cases by interview and from controls
by medical record review.
(3) Cases and controls are selected from the same health facility.
(4) Ceses are selected from the health department, and controls are

selected from a registry,

13. Which items below belong in a research proposal?
(a) Justification of research
(b) Abstract of proposal
(e) Study methodology
(d) Budget
(e) Statement of research objectives
Circle the correct answer, (Choose one)
(1) s, b,0d,0
(2) a, c, ¢
(3) o, 0, ¢
(4) a, c

(5) All of the above,

14, The possibility of confounding can be exanined in & study by which of the
following techniques: (Choose one)
(1) calculution of the standaro deviation
(2) strotification and standaraization of data
(3) ageregution of duts

(4) estimution of atudy size nredel



1

(Definition)

Smnsap————

1.

2.

3.

4

Incidence Rate

Sensitivity

Retrospective Study

Ascertainnent Bias

Confounding

Prevalence Rate

(a)

(b)

(c)

(d)

(@)

(r)

. Metch the following words to their correct definition,

Bias introduced through
collection of information in a
way that is different for cases

and controls,

Study of the amount and
distribution of health problems

in a population.

The number of people in a
Population who have a health

problem at a specified time,

A ratio of the incidence of [
condition in a group exposed to
8 risk factor to the incidence
of that condition in those not

exposed,

The ability to correctly
identify those without the

condition of interest,

Study moving from cause

(exposure) to . frect (disesse),



7. Specificity

" 8, Descriptive Study

9. Relative Risk

10. Prospective Study

A

11, Attributable Risk

(g)

(h)

(1)

(J)

(k)

8

Rate at which people without &
health problem develop the
problem during a specified

period of time.

The ability to correctly
identify those with the

condition of interest,

Study moving from effect

(disease) to cause (exposure).

The absolute amount of risk that

is due to a particular exposure.

Bias introduced because cases
and controls differ in some
characteristic which is
associated with both the
condition and the exposure being

studied.

16. Hsve you ever designed a resesrch propossl to study a contraceptive ssfety

problen?




APPENDIX E

PRETEST SCORES FOR WORKSHOP PARTICIPANTS
FEBRUARY 22-27, 1982

Number of Number of

Incorrect Ansvers Persons Score
2 1 93X

3 1 83%

9 2 70%

11 1 63X

12 1 60X

14 ) § 53X

16 2 47%

18 2 40X

19 2 372

24 1 20X
Overall 1Y) Mean Score = 54X

POST TEST SCORES FOR WORKSHOP PARTICIPANTS

Nusber of Number of

Incorrect Ansvers Persons 8core
9 3 100X

2 2 93

k] 2 90X

) | 832

8 1 73%

9 3 70X

14 1 532
Overall T3 Mean Score = 83X



FREQUENCY OF PRETEST AND POST TEST QUESTIONS MISSED

BANGKOK WORKSHOP

Prequency of

Misses Question Number/Pretest Question Number/Posttest
0 - 3, 5a, 5b, 6a, 6¢c, 10a,
13, 15(4)
1-4 3, 3a, 5b, 6a, 6¢c, 10a, l, 2, 6b, 7, 8, 9, 10b,
12, 15(3), 15(10) 12, 14, 15(2), 15(3),

15(5), 15(7), 15(8),
15(9), 15(10), 15(11)

5-9 1, 4, 7, 8, 9, 10b, 11, 4, Sc, 11, 15(1), 15(6)
13, 14, 15(1), 15(4),
15(6), 15(8), 15(9), 15(11)

10-14 2, 5¢, 15(2), 15(5), 15(7) -



APPENDIX F

1)

2)

3)

SUMMARY
Training Evaluation Form
Bangkok , Thailand
Pebruary 22-27, 1982
Epidemiology and Contraceptive
Safety Workshop

Did the course meet your expectations? If no, vhat was different than you
expected?

Yes - 12

"More than what I had expected.”

Were the objectives clear to you from the beginning of the workshop? 1I1f
not, please make suggestions for improvements.

Yes - 9 No - 3
a. It would have been better if these were written in the red book.

b. Objectives were not stated as specifically as possible. 5o, it's
difficult to determine the extent to which the workshop objectives
were achieved.

c. The objectives were not clear to me at first. [ don't know whether
you were to teach me how to write a proposal or have me give a proposal
for funding.

d. It would be better if they were written down and distributed to each
participant.

Will this workshop help you do better family planning epidemiologic
research?

If not, describe why not

Yes ~ 11 No = 1

“I don't believe it can actually do the research, but maybe design and
critique epidemiologic studies.”



4) How was the course content practical, in terms of the work you do?

3)

6)

Yes - 3

a. Discussion of proposal design

b, Writing proposals; planning for health surveillance

¢+ The course content 1is very useful, but the time is too short.

d. The theoretical aspects were clarified and correlated with practical
aspects.

e. It was practical only to a limited extent - specifically in examining
bias, generalizability, association vs., cause and effect.

f. I think it's good to give the participants practice; if all we know is
theory and knowledge we can't do a proposal,

g8+ It helped me to learn how to make a protocol for a study, and how to

be sure that the necessary bias would be reduced.

Were the handouts and other teaching aids helpful and adequate? If not,
plessc make suggestions for improving the handouts and other teaching aids:

Yes - 11

b.

Ce

d.

The microphone 18 not sensiti{ve enough,

Especially the red book., More solf assesment questionnaires which the
partici{pant can do outside the classroom.

Red manual - Yen, 1 am not sure how the trainee should use the book
authored by Morton et al - we were not told how,

The red book wiae great (2).

For which aubjects (4f any) did you feel that the course materials vere
confusing?

No -3

b.

Interpreting the results

Biostatistics



7)

8)

9)

10)

¢c. The use of adjusted RR because we only received the formula without
training on how to use the formla,

d. Surveillance. You didn't give the explanation about it. 1Is it a
descriptive or analytic study.

e, FExamples of objectives which are more particularly "program objectives
should be distinguinhed from “research objectives.”

f. Sequence of topics discussed and sequence they appeared in red manual
not explained. We were told rotely just to turn to certain pages for
case analyalis.

g+ Subjects were clear, but I confuse the Engligh,

he When it came to the derivation of formulas.

Did you get satisfactory chances to contribute your ideas? If not, plecase

make suggestions for improvements:

Yes - 10 No - 1

Did you get satisfactory answers to your questions?

Yes - 10 No - 1

a. I think the resource persons are very knowledgeabls.

b. Not so good, but the beat 1 could get.

Did you fecl that the trainers respocted your feelings and point of view!

If not, pleaze make suggestions for improvements!

Yos - ]2

8, There were sowo occasjona when the trainers treated somo participants
l1ike child learners instead of adult learnera.

What aspect of the trainera' presentations were particularly well done?

a, Contracuptive fnsuce was well discussed and well preaented.

b, Making conclusions and {nterpretation of relative risk and statistical
significance., (2)



Ce
d.
Q.

f.

h.

1.

All (2)
Analytic atudies
Explaining the terms.

Different types of research design and interpretation of confidence
level.

Distinction between analytic etudies and descriptive studies with
exercises; computation of relative riuk.

Sometimes examples were given that were confusing,

The presentations of Dr. Rubin and Dr. David Bennett.

11) What suggestions for improvement {n the presentations would you make?

L
b,

Coe
d.

f.

No specific !mprovement 1s required.

Prepare the presentation before.

None (3J)

More training for more complicated examples.

Instead of repeating what's in the red book, its contents should be
reinforced more.

Problem atatemont, More case problems from actual (more complex)
studies which are not in manual,

Beat to use practical examples to make points clear,

12) Did you like the way the course was run?

Yos - 12

A suggestion would be to give an afternoon off,

13) what aspects of the wrkahop vere particularly well done?

Writing of the project proposal



b
Ce

d.

£,

To improve the ability to make a good/reliable proposal study., (2)
All (place, time, light, sound, materials, schedule, etc.) (2)
Analytic studies

What considerations should a person take before preparing a most
feasible project proposal!?

The faculty (for being very patient!)

1) Knowledge
2) Practice

14) What suggestions for {mprovement would you make?

13

[ 1Y
b,

Co

d.

More time should be given for writing the proposal.
None (3)

Afterncon sesaions should not contain any lectures. It should be the
the practice of the excrcise.

It 15 better when acale are served near the session hall,

Give an aftetuoun off,

Did you like the format of the workshop?! If no, specify wvhat you did not
like and aake suggeatione for fmprovementst

Yes - ¥

b.

There 1o nu time for Muslem to perform prayers at Mosque on Friday.

I think ve wiuld have tencfitted §f there were other research proposals
which Ve could have discuased, eapectally (o tllustrate cortain fasves
like sclectiun Liaw, clec, Mote tlie tu Jdiscuss among participants
contraceptive laosuen of televance o thetr particular uftuation and
probable types uf studles that vould be done,

Group wotk for sute complen case problems for analysis, computation,
ete.



16) Wao the length of the course appropriate? If no, specify why not and make
auggeations for improvement:

17)

Yoes - 9

No -3

a. Time was not enough to go through and discuas the problems which needed
more; another week to have the thorough knowledge.

bs I think the answer {s “yes" for some people, but for me at least 6
months would possibly be enough (it is not a very easy subject!).

¢. For people who have no prior research experience, maybe s week more

would be helptul,

What type of tollowup would help you to {mplument the akills you have
learned when you get home?

b.
Ce

d.

f.

h.
f.
J.
k.

Whether we have developed any other proizict proposal and have
foplemented the proposal which we have duveloped here and conducted
the atudy ~8 per proposal.

Make the research by case—~control study.

Discuss problem statement,

Regular {nformation about what is going on 4‘n the research field,

Communication between trajnees and trainoers,

Send another atudy proposal to Pop Council and correction will be made
by Pop Council.

Need to be {nformed about recent davelopments of contraceptive
technology and atudiea done on contraceptive safety,

Technical aentatance to {mprove or make proposals
Bomo tratners in Thailand can advide mwe. That will be good enough
By sending un proposals of study,

You can send the propouals diucunsed in the previous workshop.
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18) How csn future workshops of this kind be isproved? In your opinion, what

19)

20)

21)

nevw mate.ial ahould be added?
a. Extend the time pertod.
b, Publications of previous research

€ Tell the participants beforehand to bring enough background informa=
tion to justify the proposal,

What material should be deleted?
None - §

Cosputation as to the derivation of formilas,

What material shou:ld be most emphasiged!?
All - |}
8. Statfetics

b. To bring a very senasitive issue regarding contraceptive safety,

Other comments:

8. Workshop ta very fruitful and vell organized. Thanks to the
organteers and tratners.,

be We want to knaw how to collect the nuaber of samples we need on the
Populat ton tor a goud/valtd otudy,

€ Alr condittoner wam too cold,

d. It 16 a wrkahiop, o why does trrtificate say training course?
It vas not explzined how to determine normal and abnormal curve, It
Vas not explatned how to seasure the nusber of the sample size needed.

¢ Good individual care wvaa takes. | am very pleased to have attended
the workahoy.

f. It may be helptul 1f thewe courmes cou'd be conducted tn other areas
where previvua participants coms from, It wil] pe sdome form of follow



up for them and also affords a better chance for trainers to have a
grasp of country situations and therefore guide and redirect trainees
as to the feasibility of research topics an? Jexign,

Accommodation: are very comfortable and conveniently located from
center, Very considerate for the Council to pay for lodging in
addition to our per diem and fur cost of coming to airport.



