
I- / : 
0.6 £ 

1975 

,
Ap i AN 

STATUS 
REPORT 
April 19.75 



STATUS REPORT
 

INTERNATIONAL FERTILITY RESEARCH PROGRAM
 
NCNB Plaxa, Suite 400
 

Chapel Hill, North Carolina 27514 USA
 

APRIL 1975 

The work of the International Fertility Research Program is supported at 

this time by the Agency for International Development, Scaife Family 
Charitable Trusts, Sunnen Foundation, General Services Foundation, and 

the Hecht-Parents' Magazine Foundation for Child Welfare, Inc. 

Property of AID/FOPF.oforncoe Library
 



INTERNATIONAL FERTILITY RESEARCH PROGRAM
 

BOARD OF 
DIRECTORS 

Elton Kessel, MD, MPH, 
Chairman 

Donald Collins 
I LLisaFRC,c r FRACS 
T. H. Lean, FRCS, FRACS, 

FRCOG 
Malcolm Potts, MB, BChar, 

PhD 

MEDICAL ADVISORY 

COMMITTEE 


Theodore M. King, MD, PhD, 
Chairman 

Benjamin N. Branch, MD 
Joseph E. Davis, MD 
Joseph W. Goldzieher, MD 
Charles W. Lloyd, MD 
Dean L. Moyer, MD 
Benjamin Viel, MD 
Robert G. Wheeler 
Jaime Zipper, MD 

STAFF 
Office of the Director 

Elton Kessel, MD, MPH, Director 
Roger P. Bernard, MD, MSPM, Deputy Director of 

Field Epidemiology
 
George H. Stathes, MSPH, Associate Director for
 

Field Development
 
J. Harvey Lucas, Administrator
 
Walter Parris, Controller
 

B. Schultz, Personnel Manager
Barbara A. Fowler, Conference and Travel Coordinator
 
Margaret Morrow, Studies Manager
 

Design and Analysis Division 
Saroj Pachauri, MD, DPH, Head
 
David A. Edelman, PhD, Deputy Head
 
Chi I-cheng, MB, DrPH, Epidemiologist
 
Research Associates Research Assistants 
James G. Ferguson, PhD Margaret F. McCann, MS 
Judith A. Fortney, PhD Eva R. Miller, MA 
Michael N. Thomas, MA Meera Mitra, MA 

Field Studies Division 
Richmond K. Anderson, MD, Head 
Area Coordinators 
Helen Compton, Africa and Europe 
Alfredo Goldsmith, MD, MPH, Latin America 
Khairia Omran, MD, DrPH, Middle East 
Anjali Saha, MD, MPH, Asia and Oceania 
Javad Vakilzadeh, DVM, MPH, Iran and USA 
Pouru Bhiwandiwala, MD, FCPS, DGO, Staff Gynecologist 
Betsy Drew, Data Collection Coordinator 

Data Processing Division 
Peter B. Harkins, Head 
David J.Terwey, Deputy Head 
Frances Lapier, Data Processing Supervisor 
Programming Staff 
Sam Gilbert
 
Marvin W. McCauley
 
Rosaly G. Meltzer
 
Karen J. Ulberg
 
Christopher Whitener
 

Publications Unit 
Linda W. Lewis, MA, Editor 
William D. Barrows, MTID, Information Coordinator 
Mary F. Flinn, Production and Graphics 



I. INTRODUCTiON 

Since July, 1971, the International Fertility Research Program (IFRP) has provided a frame

work through which newer developments in fertility regulation technology can be rapidly evalu

ated through a series of clinical field trials. The principal objectives of the IFRP have been to: 

- Scientifically field test promising developments in fertility regulation. 

Shorten the time between the development of new methods of fertility-

regulation and their implementation into general clinical practice, by pro

viding a capability for the rapid analysis and reporting of data from clinical
 

field trials.
 

on research findings at national and international
 
- Disseminate information 

meetings and conferences, and in national and international journals and
 

research reports.
 

The extent to which the IFRP can attain these objectives depends on an international network 

of 169 carefully selected Contributors (clinicians as well as program administrators) in 30 coun-
These Contributors represent a variety of clinical

tries who participate in the IFRP's studies. 

and cultural settings on all 5 continents.
 

The investment of the IFRP and its Contributors is made with the expectation that improved 
important contribution to both the con

methods of fertility regulation can ultimately make an 


traceptive needs of individuals and to the socioeconomic development of countries by slowing
 

It is also expected that the IFRP's research efforts will further

too-rapid population growth. 

stimulate new developments in fertility regulation which in turn may be field tested and evalu

ated within the IFRP Contributor network.
 

II. ORGANIZATION OF STUDIES 

The IFRP studies are organized by study area and by the type of study within each study 

Basic to all IFRP studies are standard data collection instruments. These data collection 
area. 

instruments are used to record the following:
 

- Patient identification. These data are collected for use at the study center
 

and are not transmitted to the IFRP.
 

- Patient characteristics. A similar set of socio-demographic characteristics
 

is recorded for all patients in all study areas.
 

Specifics of the method of fertility regulation used, and details
 - Methods. 

of all related complications and difficulties are recorded in this section.
 

one or more long-term follow- Follow-Up. Depending upon the study area, 

up visits are required. Pertinent data relating to these follow-up visits are
 

recorded in the follow-up section/form.
 



Data collection instruments have been developed for the following study areas: 

1. Pregnancy Termination 5. Intrauterine Devices 
2. Menstrual Regulation 6. Systemic Contracertives 
3. Female Sterilization 7. Conventional Contraceptives 
4. Male Sterilization 8. Maternity Survey 

Instruction manuals are written fGr use with each of the standard data collection instruments 
to assure comparability among studies. These manuals give procedures for handling the forms 
and detailed instructions for recording and coding each item. 

A graphic representation of the IFRP data collection instruments and copies of the actual 
forms are in Appendix A. 

Within each study area, three types of studies are available. These are, in order of increasing 
complexity and scientific merit: surveillance studies, straight studies, and comparative studies. 

Surveillance Studies 

For these studies, no specific number of patients is required, no specific criteria for patient 
selection are given, and limitations are not set for the clinical methods to be reported. The 
Contributor is asked simply to record data on procedures as they are routinely performed at 
his center. One reason for initiating surveillance studies is to establish a "records dialogue" be
tween the IFRP and the Contributor in anticipation of future straight and comparative studies 
(see below). Through this "dialogue" the Contributor gains an understanding and knowledge 
of the IFRP's standard data collection instruments, the query system, mailing and other proce
dures. In turn, the IF;2P obtains intormation on the Contributor's standard procedures, volume 
of cases, ability to accurately complete the standard data collection instruments, and the per
centage of patients who are lost-to-follow-up. 

At the completion of a surveillance study, a Consultant Report, together with a set of stan
dard computer summary tables on which the report is based, are sent to the Contributor. From 
this report and tables the Contributor is encouraged to prepare his own scientific publication, 
and in this way become familiar with the standard IFRP computer feedback. 

Data from surveillance studies may sometimes be pooled for the epidemiological evaluation 
of various methods of fertility regulation when used under a variety of use conditions. 

Straight Studies 

These studies are differentiated from surveillance studies in that the Contributor will report 
on a single method of fertility regulation. Straight studies are usually conducted on new methods 
of fertility regulation when performed in a standard manner. These studies require at least a 90 
percent follow-up rate so that the safety and efficacy of the method can be adequately evaluated. 
Straight studies are undertaken only by Contributors who have demonstrated the ability to 
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IFRP forms, and who have a high volume of casesaccurately record data on the standard in a 

For some straight studies, the Contributors are requested
situation allowing adequate follow-up. 

detailed infor
to complete additional study forms, i.e., Method Lists, in order to obtain more 

mation on the patients, procedures, and outcomes of the procedures. 

Comparative Studies 

The purpose of these studies is to compare the relative efficacy of two or more clinical
 

to evaluate any one particular method. Comparative studies are con
methods rather than 

ducted by carefully selected Contributors who have demonstrated their ability to accurately
 

complete the IFRP's standard data collection instruments. The comparative studies are con

ducted according to a protocol which gives specific requirements for the clinical methods used,
 

the criteria for patient selection, the procedure for randomly assigning methods to subjects,
 

the procedures for follow-up of the subjects, and the number of subjects to be studied.
 

to all comparative studies:The following elements are common 

randomly assigned to subjects to avoid bias inselection.- Methods are 

The physician who performs the method is always a physician different
 

from the one who is responsible for follow-up care and evaluation of
 

the patients.
 

-

used to record additional information relating to the 
- Method Lists are 


methods used and complications and/or difficulties with these methods,
 

either at the time of the procedures or during the follow-up period.
 

All subjects are required to sign an appropriate consent form which ex
-

plains the risks and benefits of the study. 

Surgical supplies and any other critical pieces of equipment are supplied
-

conductedto the Contributor by the IFRP to insure that all methods are 


in a similar manner.
 

All IFRP comparative studies must be approved by the IFRP Protection of Human Subjects 

and the Research Review Committee. These two Committees review and approve
Committee 

the comparative studies on the basis of both patient safety and research design.
 

Brief summaries of the IFRP comparative protocols are given in Appendix B. 

Since in either the surveillance, straight, or comparative studies, socio-demographic data are 

obtained only for patients undergoing a procedure, i.e., the clinic population, these data cannot 

be used to make inferences about the population groups within the catchment area of the clinic, 

i.e., the denominator populations. In order to obtain socio-demographic data for the denomi

on the standard IFRP patient record forms, the 
nator populations, similar to what is obtained 

IFRP has developed two additional forms: (1) the Fertility Survey Record which is used to 

obtain socio-demographic data for women of childbearing age in the catchment area of the 

clinic/hospital, and (2) the Maternity Record which is used in post partum programs to obtain 
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socio-demographic data for all delivery cases at an institution, regardless of whether the cases 
were or were not sterilized at the time of the delivery. Copies of these forms, which are still in 
the pretest stage of development, are given in Appendix A. Using the Fertility Survey and the 
Maternity Records the clinic populations can be evaluated and compared to the potential patients 
in the catchment area of the institution. 

Ill. SCREENING FERTILITY REGULATION METHODS FOR STUDY 

Through its extensive contacts with research and development centers, universities, and clini
cians, including its network of Contributors, the IFRP receives many suggestions and proposals 
for future research on methods of fertility regulation. Since limited resources are available 
with which to conduct these studies, the IFRP maintains several committees and con
sultants to screen proposals for research and to advise the IFRP on research priorities. 

- Medical Advisory Committee. This Committee, or its subcommittees,
 
reviews the IFRP's progress within each of the study areas, and recom
mends priorities for the field testing of new developments in fertility
 
regulation.
 

- Protection of Human Subjects Committee. This Committee reviews
 
and approves all comparative protocols and evaluates the appropriate
ness of the protocols, their research design, and the potential risks and
 
benefits to the subjects, according to standards developed by the U.S.
 
Department of Health, Education and Welfare.
 

- Area Coordinators and Research Review Committees. The principal
 
function of the Area Coordinators Committee is to monitor the ongo
ing IFRP studies and to recommend studies for particular Contributors.
 
The Research Review Committee evaluates the scientific merit, study
 
design, and appropriateness of ongoing and proposed studies.
 

- Funding agencies. Before financial commitments are made to the Con
tributors, the IFRP's funding agencies are asked to review the studies.
 

Throughout the entire review process for any study, the protection of the interests of human 
subjects and its scientific merit are of prime importance. Only new methods of fertility regulation, 
which have the potential of being safer, more efficient and more acceptable than existing methods, 
are recommended as worth any potential increased risks to human volunteers. 

IV. DIVISIONS OF THE IFRP 

Field Studies Division 

This division through the Area Coordinators and Data Collection Coordinator serves as the 
main link between the IFRP and its Contributors. The Area Coordinators are responsible for 
communications with the Contributors, initiating new studies, monitoring the progress of on
going studies, and representing the interests of the Contributors at the IFRP. Each Area 
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There are Area CoordinatorsCoordinator monitors studies in a particular region of the world. 


for Asia, the Middle East, Iran, Latin America, Africa-Europe and the United States.
 

The Data Collection Coordinator is responsible for: (1) shipment and receipt of all study forms 

and supplies, and (2) communications with the Contributors regarding the quality of incoming 

patient record forms, and problems with the coding of these forms. 

Data Processing Division 

Through its Data Processing Division, the IFRP can provide its Contributors with rapid feed-
This has been made pos

back of the data they have submitted and reports based on these data. 

The keypunching,
sible by extensive computerization of the IFRP's data processing system. 


verifying, and loading of the data into a data file, using a remote, medium-speed input/output
 
at the IFRP. The Data Proces

terminal connected to an IBM 370/165 	computer, are performed 
can rapidly provide the IFRP 	staff or the

sing Division has written computer programs which 


Contributors with tile following information:
 

Computer printouts of the status of each IFRP study, including the number 
-

of forms received, the loss-to-follow-up rate, and the percentage of forms
 

items that must be queried.
containing incomplete items or 

Lists of all unlikely and/or impossible responses recorded on the patient
 

From these lists, queries are sent to the Contributor, and
 
-

record forms. 

the IFRP data files are then updated after the Contributor has answered
 

the queries. 

- Standard Computer Summary Tables. For each study area these tables, 

which provide overall summaries of the 	data, are divided into two parts:
 
Except for the male sterilization
demographic tables and clinical tables. 

are essentially identical andstudy, demographic tables for 	each study area 

on patient characteristics. The clinical tainclude about 35 tables based 

Requests by the Contributors 	forbles are specific to the method tested. 
on the day received. Thethe standard tables arc usually filled and mailed 

standard tables are printed on the IFRP's input/output terminal, and can 
nominal expense. Thebe obtained within two hours 	of request at very 

that these tablesprograms for the siandaid tables have been written so 

can be obtained for selected sub-sets of the data, or for pooled data from 

two or more studies and/or Centers. 

The IFRP has a staff of experienced program
- Other Computer Outputs. 

who provide support for the IFRF's research staff and Contributorsmers 

for non-standard data output requests.
 

the volume of processed forms (see Figure I)has steadily increased as well
Since July 1971, 

as the amount of Cormiputer usage time. These increases reflect both the number of studies be-

IFRP and the number of requests for data analyses and outputs by theing conducted by the 

Contributors and IFRP staff. In light of these increases and because of a higher cost of com

puter usage due to IFRP's separation from the University of North Carolina, it has become
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cost effective for IFRP to acquire its own computer facility. It is expected that such a facility, 
configured around an IBM 360/65 or 370/145 CPU, will be installed late in the last quarter 
of 1975. 

53,962 

28,956 

16,61413,20911,061 
-'F I 1
 

1972 January- July- January- July-
June December June December 

1973 1 t- -.- 1974--- -

Figure 1. 	 Number of Forms Processed by Time Period, 
1972 Through December, 1974. 

Design and Analysis Division 

The primary responsibilities of this division are to: 

- Design data collection instruments, basic data management systems and
 
standard computer tables.
 

- Design 	protocols for comparative and straight studies. 

- Monik:or the overall quality of incoming data. 

- Assis.:, and train Contributors in the analysis and interpretation of their
 
stid,) results.
 

- Prepare 	brief reports on completed studies for the Contributors. 

- Assist Contributors in the preparation of manuscripts for presentation at
 
national or international meetings or conferences.
 

- Present and/or publish individual methodological papers as well as papers
 
based on pooled data from two or more similar studies.
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A brief summary of IFRP study findings appears in Appendix C. 

All three divisions of the IFRP participate in reviewing the quality and adequacy of Contrib

members of the IFRP's Research Review Committeeutor data. The Heads of each division are 
new and ongoing .;udies. rhroughwhich has the responsibility of reviewing and approving all 

the Data Collection Coordinator and Area Coordinators, all divisions participate in the data 

review process. 

The data collection process begins when a study is approved for initiation. At the request 

of the Area Coordinator, study forms and related materials are sent to the Contributor by tlhe 

Data Collection Coordinator (DCC). The Contributor returns completed forms each month 

to the DCC. 

to the Design and Analysis Division forAfter the forms are logged in, the DCC routes them 
returned to the DCC who, when necessary, routesscanning and comments. Scanned forms are 

them to the Area Coordinator for review. The DCC then forwards the forms to the Data 

Processing Division for computer processing. 

Queries which result from computer processing are sent to the Contributor through the DCC. 

The Contributor returns answered queries to the DCC who forwards them to Data Processing. 

com-Feedback concerning the study is available to the Contributor in the form of standard 

puter tables and Consultant Reports prepared by the Design and Analysis Division. 

V. THE CONTRIBUTOR NETWORK 

The IFRP is essentially a service organization to its network of Contributors, since it is tlhe 
The Contributor determines the quality of'Contributors who conduct the IFRP's field studies. 
Also, the Contributor has primary responsidata collected and thereby the value of each study. 

olficialsbility for correctly interpreting and reporting study results to colleagues and government 

in his own country and to the international scientific community. 

To date tihe IFRP has been affiliated with 169 centers in 30 countries. At present 91 of 
Table I givesthese centers in 21 countries are active (forms received within the last 90 days). 
in each studya breakdown of the total contributor network by country and by forms received 

1972 to March 1975. The India Fertility Research Programme is now processingarea from July 

forms from centers in India.
 

To encourage an exchange of ideas between Contributor<S and IFRP stalf members, Contrib

utor Conferences sponsored by the IFRP have been held in colnjunction with the following
 

international meetings:
 

- Conference on Abortion Techniques and Services, June, 1971, New York,
 

New York.
 

VII World Congress on Fertility and Sterility, October, 1971, Tokyo,
 
Japan.
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TABLE I
 
STUDY CENTERS AND FORMS RECEIVED BY COUNTRY
 

July 1971-March 1975 

00 
PARTICIPATING PREGNANCY MENSTRUAL 

NUMBER OF STUDIES BY STUDY AREA 

INTRAUTERINE FEMALE MALE SYSTEMIC CON-

TOTAL 

1 
COUNTRY CENTERS TERMINATION REGULATION DEVICES STERILIZATION STERILIZATION TRACEPTIVES STUDIES FORMS 

USA 22 10 10 3 11 2 2 38 163,421 

England 8 6 4 - 1 - - 11 3,040 

Yugoslavia 8 14 - 15 -- - 29 15.558 

Hungary 
Egypt 

2 
8 

-
7 

1 
1 

6 
7 

-
6 

- - 7 
21 

14,153 
6,978 

Iran 20 9 5 14 5 1 34 7.087 

Turkey 2 2 1 1 1 - - 5 2.228 

Lebanon 1 - - - 3 3 489 

Sudan 3 3 - -. 3 1,865 

Nigeria 1 - 1 - - 1 151 

Ghana 1 1 1 - - 2 1,228 

Philippines 7 2 3 3 5 13 9,838 

Pakistan 1 - 1 - -. 1 20 

Singapore 1 4 2 - 3 - - 9 13.129 

Korea 2 2 3 - 1 - - 6 1.244 

Hong Kong 4 1 - 4 - - - 5 3,942 

Indonesia 6 1 4 2 1 - - 8 5,209 

Malaysia 2 1 - - 2 - - 3 331 

Thailand 3 1 3 4 - - 8 8,117 

SriLanka 4 - - 2 3 1 1 7 1,118 

Bangladesh 3 - 1 - 2 - 2 5 154 

Australia 1 1 - - - - 1 82 

Jamaica 1 1 - - - - - 1 15 

Chile 3 1 1 2 1 - - 5 1,388 

Colombia 9 9 - - - - - 9 2,962 

Ecuador i - - 1 - - - 1 104 

El Savador 2 1 3 3 1 - 8 10,380 

Costa Rica 1 - - 2 - - 2 289 

Guatemala 2 2 - - - - - 2 190 

India Fertility 40 45 26 4 21 3 5 104 32,644* 
Res. Programme I I I 

TOTAL 169 124 65 70 75 7 11 352 307,191 

* India FRP processing. 



COHong Kong 

LnBippines 
JAustralia 

Ini HongnKong 

INTERNATIONAL FERTILITY RESEARCH PROGRAM P 

;... OF CONTRIBUTOR CENTERS4LOCATION 



- International Planned Parenthood Federation Indian Ocean Regional Con
ference, December, 1971, Tokyo, Japan.
 

- International Conference on Voluntary Sterilization, February, 1972, 

Geneva, Switzerland. 

- Twenty-Second Iranian Medical Congress, September, 1973, Ramsar, Iran. 

- Menstrual Regulation Conference, December, 1973, Honolulu, Hawaii. 

- All India Congress of Obstetrics and Gynaecology, February, 1974, Agra,
 
India (sponsor: India Fertility Research Programme).
 

- VI Asian Congress of Obstetrics and Gynaecology, July 1974, Kuala
 
Lumpur, Malaysia.
 

- FIGO Seminar, Bombay, India, March, 1975 (sponsor: India Fertility
 
Research Programme).
 

VI. CONTRIBUTOR TRAINING 

The IFRP provides traini.ng to its network of Contributors at the Contributor's Center, in 

Chapel Hill at the IFRP offices and at various Departments of Obstetrics and Gynecology within 

the USA where specific training, skills and procedures are av,,ilable. Two areas of training ex

perience are emphasized: 

- Research Management, including methodology, data collection, proces
sing and the interpretation of study results, and
 

- Specific clinical methods of fertility regulation, such as the use of prosta
glandins for pregnancy termination and the spring-loaded clip for sterilization.
 

Since July, 1971, 46 Contributors, or members of their staffs, from 19 countries have come 

to Chapel Hill for training. rhe training period is usually for one month depending on the needs 

of the individual Contributors. Recently the training emphasis has shifted from clinical methods 

to research methodology and the interpretation and presentation of study results. 

VII. REGIONALIZATION 

The objective of regionalization of IFRP research is institutional development in the form 
of Fertility Research Programs at national and regional levels to coordinate and further develop 
research efforts already established in defined geographical areas. The regional centers will be 

based on the present IFRP model: a network of contributing centers; preparation of study de

signs that utilize IFRP protocols, and data collection instruments; collection of data; computer 
processing and generation of standard summary tables for analysis; analysis, preparation and 

presentation of research results. 
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Depending upon the available data processing facilities in a region or country, the Programs 

may elect to either collect and store their own data on magnetic tape for subsequent editing, 
querying, and analysis at the IFRP (Chapel Hill), or the IFRP's computer programs may be trans

ferred to the regional center. Development of national and regional centers will follow a pattern 

of phasing-in the various elements required to fully institutionalize research capabilities. Through

out the process of building centralized national or regional research services, IFRP will assist, 

train and provide back-uo. 

The IFRP has already taken preliminary and formative steps to develop autonomous national 

and regional research programs. The independent India Fertility Research Programme is now 

operational and has full data collection and processing capabilities. Assistance is presently under

way to support the development of the research activities of the Sudan Fertility Research Pro

gramme, recently organized in the Sudan. A regional program is being developed with the 

Intergovernmental Coordinating Committee of Southeast Asia. 

VIII. MANAGEMENT INFORMATION SERVICE 

To provide program administrators, officials and clinicians with information on the acceptors 

of various methods of fertility regulation and limited information on the safety and efficacy of 

these methods, the IFRP has adapted its present data collection system and computer programs. 

The data from Contributors who participate in these studies are not processed through the usual 

querying system; instead, all impossible, illegal or missing data are converted into unknown 

responses. For continuous contraceptive studies (IUDs and orals) with long-term follow ups, 
only one follow-up record is submitted, either at the time of the event or at the cut-off date 

for the study. 

A frequency distribution of data converted to unknowns is provided to the clinic adminis

trator to enable him to improve the quality of future data submitted. The IFRP's standard 

computer summary tables are available with notations giving instances of missing data as they 

apply to specific tables. Computer graphing of several indices by month is being developed 

for the Management Information Service. 

Pretesting of the Management Information Service will be completed by mid-1975. To meet 

a broader spectrum of administrative needs for program decision making, resource allocation and 

reporting requirements, the IFRP will explore the development of a more specialized information 

gathering, processing and reporting system during 1975. 

IX. PUBLICATIONS AND CONTRIBUTOR FEEDBACK 

Dissemination of research findings is achieved through the following types of reports which
 

have been summarized in order of increasing complexity:
 

These are readily available to the- Standard Computer Summary Tables. 

Contributors upor request for any data set or selected parts of the data set.
 

- Consultant Repirts. These are brief reports for the Contributor based only 

on the Standr.d Computer Summary Tables. The reports are prepared by the 

Design and Analysis Division. 
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- Conference Papers. These are prepared by the Contributor, the IFRP staff or 
jointly. If the report is prepared by the Contributor, IFRP staff members 
may assist the Contributor in the analyses of the data. Conference papers are 

printed by the IFRP for distribution at scientific meetings. 

- journal Articles. Contributors and the IFRP staff frequently submit joint 

or independent articles to journals for publication. The IFRP provides editing 

services to the Contributors and the IFRP staff so that articles are in appropri

ate format. A reprint series of journal articles is maintained by "he IFRP for 

wide distribution. 

- Monograph Series. Monographs summarize some of the broader aspects of 

the IFRP studies. This monograph series is still in preparation. 

A list of the printed outputs of the IFRP is given in Appendix D. 
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APPENDIX A
 

DATA COLLECTION INSTRUMENTS
 

CONCERN I' Pregnancy Fertility 

APPROACH 'm: Prevention -0 k- Termination 

STUDY 
AREA 

IUD Systemic 

i~~ 

Menstrual 
Regulation 

Pregnancy 
Termination 

" 

Female 
Sterilization 

Male 
Sterilization 

"1. Identification 

STUDY 

R3 

F " i2 

J L J 4 

2. Patient Char
acteristics 

Method 
4. Follow-Up 

STANDARD DATA COLLECTION INSTRUMENTS 
FOR SIX IFRP STUDY AREAS 



INTERNATIONAL FERTILITY RESEARCH PROGRAM 

I.U.D. STUDY - ADMISSION RECORD 
No. 

Circle A naegae Nm r a idFill in A4poprate boxa andgtiAeL 

PATIENT IDENTIFICATION: 1. Your Hospital or Clinic No. 	 2. Admission Date 
delf mngo' vow 

4. 	 Husband's Nam3. Patient's Name 
family first naiden 

S. 	 Addres Telephone 

S. Relative/Friond's Name 

7. 	 Address Telephone 

I.................................
 ......... o .. ................................................................ 


[FT1STUDY IDENTIFICATIONI 	 EXAMINATION AND IIEIRTION 

*. Center No"s end Number 1-3 31LUterus Position: 	 1) anMeiver2l 2) etromsed
 
3) mldpositlon
 

9. Study Pns -_ __ end Nu - 30. Usu Sounded: Wnft r mom - SW 99) not done
IQPient Orde inStudy 	 7-10 E o smFundus (inma )- -'t-t 

PATIENT CHARACTERISTIcS Exsenal O to Intrnal Os (in mml L-
It. Residenos: 	 1) urban local 2) urban outside aee 

3) rural locl 41 rural outsd 40. Cevical Eroson: 0) no I) mild 2) awaere 1 0 

-1s 41. Type of Devic I nltd Today:11 Ag: IrsanscoLm1ed) 

If iarti is bind lowee type aidCAUTION: skeftnir-i- t o Item 42.3)GnfulyE Vl)C Od )f 

14. Race: 1) Cuid_ 	 2) Mongoloid 3) Negroid _Tpe 02-.411 

IS. Religbon: 01 none 1) Buddhist 2) Catholic Size
 

3) Hindu, cato. 4) Jewish 5) Mulim[ [
 
S) Orthodox 7) Protestant otherher - I 42. Difficulty In ion: 0) no 1) yat 


I& 	Meital Status: I) neer menrlled 2) currently marrid 4uocribe
 

31 formrly rnrried 0 oter-
 17 

41 Time SBefeee id Tdey s Inertlon:17. Patimt's Education: Ischool year omoted - 1-1 	 Last Psearnlncy's End I0On prerwqnt 1) under 2hors 21 2-24 hours 

10. Husends Education: (school year conpttedl 1021 3) over24 hours n 

19. Total Lie BSirths: , 3-23 44. WhoFittedtheDelce: 11 doctor 21 nurs
 
3 midwife S) other
 

20. Ch~kiren Now Living: number of moets m4 

315nurnber of femalies 

ADDITIONAL STUDIES (To be Filled it lon Requsft21. Number of Additional Children Wanted: 

22. Tolei Number of Abortions: 	 31- 45. Hemetocit: 9) not dons it-is 

23. Numwr of Spontaneous Abortions: (aor mom -8) U 46. Hemoglobin in Grams: W) not done 	 13-14 

24. To l Stillbirt : ( Normote - E l 20 47. We g t in kg.: 	 19and ovr ) ti- 1a 

2. 	 Contraceptive Method Mainly Ud Before This Insertion: 48. Height in cm.: 17-1 

0 none 1) IUD 2) orals 3) tubectomy
 
4) vmctomy 5I condom N withdrawalrlhythm 
 49. 	 120-21 

7) foemldlephereljetly 8) other -31 
22-2350.
POEGNANCY AND MENSES 
24-2533 51.26 EverPregnant 0) e )I yes 
26-2752.dey. montH.27. Dste Lest Pregnancy Ended: 

dage month yew 	 28-29 
20. LetPregncy's Outcome; I Ive wirth 2) stillbirth 

3) induced abortion 12weeks or eas 4) induced 
airtion ovr 12 eeks 5) spontansous bortion 553 Today' Inertion Date: dy month vew 39- 3 

S 	 septic aortion 8) other140 

ate Set for FhWtFollow-up Visit:29. Sersafeedlng Now. 0) no 1) ye 41 O4. 

30: MenseSince Last Pregnancy: 	 UulyatrImnh=RT M 1 
day movi VetOW 

01to Item 32 I) yes E 42 

31. Dew Last Mane Onset] 	 43-47 

day month vw Inertoet' Nam 

OVER LAST THREE PERIODS 

3 . Av rWpLength of Cycle: (in days) 1 i rregulr IB M 

33. Avere Duration of Flow: (in doro, &or more 1 8NO 
NO. _______0 

34. 	Aveag Amount of Floew: I) sarty 2) normald
 
3) exIne SII
 

0are31.Oyansnerts: 01 no 	 1) mild 2) moderte 3 H 3 

3L In1wsMr siul elling: 	 00 no I) sWlninsfqottims
 
21 moderat 3) e e3.J,
 

37. I res tul Plin: 0) no I) mild 2) made rf J
3) maeL-I1 

Iulresevw's Name 

REMARKS teseirmant;.t.): 

IFRP Rlev 175 

PLEASE AIRMAIL TO: 	 International Fertility Research Program, NCNB Plaza, Suite 400, Chapel Hill, North Carolina 27514 USA 

A-2 



___________________________ 

-  -

INTERNATIONAL FERTILITY RESEARCH PROGRAM 

I.U.D. STUDY-FOLLOW-UP RECORD 

Circle ApyroproateNumben and Fill in Appropriate Boxes and Blanks. 

- 2. Follow.up Visit Date day month 	 yrPATIENT IDENTIFICATION: 1. Your Hosital or Clinic No. 

Telephone
rr
3. Patient's Name family 	 lot maden 

4. 	 Address (if changed) 

PELVIC EXAMINATIONSTUDY IDENTIFICATION 
1)yes 

4-6 39. X Ray Taken. 0) no 1) yes 
5. Center Name and Number 1-3 38. Thread Visible: 0) no 

and Numbw -ri6 Study Name 


7-10 40. Uterus Probed: 01 no 1) yes
 
7,Patient Order in Study 


1-11-11 41 Device t)insitu
 
8. IFRP Admission Form Number 2) displaced, where 

117-11)3) abs &ntntdemid 
9, Follow-up Visit Number 


5
41 not dleermined 
CONTACT DATA 42 Infection Signs of Ut erus and Adneva (PID) 11 

2) severe I
10. Tyne of Contact 1) chic vit 2) home visit 	 0) no 1) mild 

43 P e n c S n31moved 4) unable to locate 5) died, cause r 43 Pregnancy S1ns 	 ) yes 5 

1 
- 19 

8) other 


stecify
l1.Reason for This Contact 1) routine 

)other-- 20 44 Pregnancy Test 01 negative 1) uncertain 
12.Dat1TIs)ConactOonIe!	 91 not done2) positive2

1Dt C tt171(E 1 FTFi 45 Estimated Date of Conception. 
13. Date Contact L .IL.,..L]!27-3, 	 da monrh y., 

day morth year 46 Removal of Device Now 

-O rio
 
14 Menses Since Last Visit 0) no 1 yes 33 1I I dro Iante
 

2 for displacement (item 41)
 

MENSES 


4 for bleedmg 

16 nerutILenth tiCiri 5) for other medical reasons 
prcgnancy 

15 Date Last Menses C!nset 

16 AvefeqLetrlhofCv(: lond,,Ys)8) ..1.. lI 34-35 6) for plannei.

17, flasv.8 ri ~[ J36 	 I IAverageOrationof Flow re . 7) for ooher personal reasons 


If no removal ot :'apulsionskip to item 48
18 Average Arrt imlFoov 11 uastv 2) niiral ''1 


3) Ecs7e41 If DeviceRemoved or Expelled, Other Method of
 
Fertility Control Accepted or Planned by Patient:
19.Dysmenorrhea 01 no 1) ii (I 2) moerat, 3 severe I38 
0) none 11 IUD.specify by type and size if reinserted
 

70, Intermenstrual Bleeding 0I no 1) stain q/s ott ong toiday type size- 

2) moderate 31 severe 39 	 1) orals 3) tbectomy 4) vasectomy 5) condom 

6twithdrawal/rhythm 7) foam/diaphragm/lelly
21 Intermenslrial Pain 0) no 11 mold- 40 8 1 other evereo erate21 nm 31 

48 Date Set forNext VisitIUD EVENTS SINCE LAST CONTACT 
, If patient had removal, expulsionof

22 	 Any Self-E Karieatron D1 11 viL . 42 NOTE. 
confirmed pregnancy, do nor code this box. 

23 Last Dale Device Present (Dn usual tosetadare1,3,6, DAT 62-U 

12, 24 months afterinsertion; day month yer 
24 	 First Date Device Absent 

thus, set visitoareNOW.)day nonth y,,1 

0 43DO I I yes
25 	 Noticed Displacement Signs 

26. Date Noticed __ 

day month year 

27 	 Noticed Expulsion 0) tI yes 0 44 

28. Date Njoticed 
Year 	 IF.R.P.USE ONLYday month 

?

29. Was Device Removed 0) no 1) yes 4 494a Termination Type 

F m month r 71-7550 Termination Dlater ... aL.a31. Reaso4Rday 

32. Date Removed day month year 

33 Pregnancy Since Last Visit 0) no 1)Ys 48 

34. Date of Conception 
(Add 14 dayj to start day month year REMARKS
 
oliJst menses.1
 

35 	Preqnattcy Outcome 0) currently pregnant 1) live
 
tirlh 2) sillionth 3) lilichedi abortion 12 weeks
 
or less 41 inichiei abortion over 12 weeks
 
5) spontaneous ai.rlin 6) septic allouton
 

8) otherE 	 49 

36 Date of Termination
 
day month year
 

37. 	Have Your iRurmmevled This Methix i a Frierid Since
 

Last Visit 01no 1) yes I50
 

IF RP IUD/Rev 4175Interviewer's Name 

http:Follow.up


INTERNATIONAL FERTILITY RE'-ARCH PROGRAM
 
MENSTRUAL REGULATION STUDY
 

No s end Fill in A ppro ia t Bo r,and BlankI.O rcle A wrao te N uursm 

PATIENT IDENTIFICATION: I Your Hospital or Clinic No __2. Admission Date 
day month Intl 

4. Husband't Name3. Patient's Nae 
family firt matl-

Telephone5. Addres 

6. Aelativ/Frind"s Name ... .... 

7. Address 	 Telephone-

Ne E U if -

Mrn - 37 Vafcuum 
STUDY ID NTFICATIO 	 P ROCI ES " 

L Cntr - - ansiNumber 1-3 Asprtion 2liitrpad31 rlnolpw 

"4-CTnasssoeI. Study Name andNumber 
.Check......o. d 01 .	 . ...L7 7 110. Patientrdscr in Study .&. ,CL..011 

PATIENT CHARACTIERIITICS 	 3 Cannol Type .. -U 

II. RIaadence II urban local 21 urban outside are 40 CannulaSie limimml 3 
31 rurallocal 41 ruraloutsie rm 41 VacuumSource ............ E 64
 

12. Ap. Ir; cop-td 42 D-italton andCureiislap iem 37c des) 
1

1 
Gafully Employld 01 no It ys1 14-1 42 lttion n Mill"live 00) not dated 

14. Race It Caucesoid 21 Mongoloid 3) Nalrd. 
SI other. -11,I 0-- 44 Prosraindin ConltIP I U.rin3te n 37 codes)dij as0CP (Ur.
31 Hindu. . . . 41. em . SIse". . 4 

o 
DA 

dF d l ti lon~ceil. I 	 m 

IS. Religion 0) none It udd int 21 Catholic 	 ~ ti.3 oe) 73Hindu, cat* -... . 41 Jewish 5| Muslm 45 OteIrg Fr 

I Orthcdoa 71 Proteetant II other .. . . 11 Othe Metho .... - - - . ede) 71 

21 currently rarried 47 Concurrent Surgery 01 none I1 IUD 21 tublctomy 
17 8) other ............................ 

I9 Marital Status 1)
i 

severmarried 72 
3 frmerly mfrr d 8 other 


-prl~
IS-IC Nam. 

COMPLICATIONS 
17. Patfient'sEducation facA" owcompwleted) 

BI-21 41L.Any Complications Related to Procedure: 
IS Husand Education: (school year complrdi 
It. Total Live Births: s-n 0 II yes, additional hospitalizltion not riquired 

1-e 21yet. additional hospilalizalion required L I1 

20.Children Now Living number of male o 24 
Cutma liefrmni) 	 49 UterinePeroration 01 no 1) soued 21 ye, [1211Inumb" of females 

SO.CVAria Laceration 0) no 1I ye, without fuourae 
21,Number of Additional Children Wanted i C 2) y6, with suture 

22. TaqaN~baofAbortions7-	 51. Blood Loss (Nar 100rnI 0f no 1t yous 

2&NuerolIpo eniou Abortions 	 Itotmorn.8) I 52. loodnTrrmion. 0) no 11 y . . . . m s 

24, To Slillbirthe. No mone- l1 	 3 63. Shock Related to Surgey 01 no II yeL 

25.CoCan-e tweMII ndManly UsdThwMonth 01 none 54. Vomitino 01 no I) nausmonly 21 mddonoImling 
II IUD 2 orl 3 lubectomy A) vmctomy 3) moderate vomitilng 4) eve vomilingI Ii
51 IOW 61 wdhalrawwl/rhy:hm 	 7) foom/diaphrm/i '1
idly SI . ....... 7.......h..m F 1 S&l 0) no II mild 2) moderate 3) evere 10
SIet-er " - -- "-____--- - - -L.o..J 	 .... 

0 0
ADDIIONAisdsiciSTUIES Risues 	 SoFewer 30 C /100 4 F, or Over. 24 HoursAtler Procedurs. 11To B Upo 

01 no II ye, 2) yes, requiring antiIoDIicit L. I 
- 11- 57. Arenstheta Cormplications: 0)none I IlptNe 2) v lomting 

31convulsions 4) dhlck 5 sapiratiOcn6) hsaideche71conmntion: - ) othfy ,, 20 

27.Date LesMoes One 	 37-41 5. Other Complicelons . 21-22 

di mionth eart 
59. Death 01 no 1) ye, Usal, - 23 

2 Nurle of Oass Mane. Delaed [- - 3 so. Prophylactic Antbilotic Gven 01no 1I yeat 4 
2. Mam ocril 9) not done "-d 61 ProphyltMc Oaytoc Grsin 0) no 11Ve 1 

30. 	 eIrnagbm in Groni: 99I not done 47 62.Post-Procedure Fertility Control Plannedor Ued:
 

0l none 01 none 1) IUD 2) orals 31 tubaclomy

31. ProaesistmrMedical Conditions 

pvic 21 Ieynemrc 3) 1 plus2 4) paVchlrn only 41 nseclomy 6I condom 6I iothdreairhsIIhn 
a) 
I 

other ... f------. 8) -- - ___T__ -1.... 	 oamldiaphragniliy otherCl~~~7 

32.Patient Schlduled As 1) outpatient 21inpatient 40 63 Admission Date 	 31-2 
33. Adrmsiso Temperature 	 OC , SO 64. initliion Date 35."!*OF 

34 Resulltof Initial Pregnancyrest 0) neatie r 65 Comleltion Date 41-5 

1I indlfmte 2) positve 9) not Perlorrnd II 66. Final Discharge Date 47-1 
3E Specimens Collected for Later Analysis 0) none I )blood nonth of[dI

21urine 31uterine tissue 41 comrbination l W 
i 44 

31 Anehet c 01 rone ) naipil only 21 Ilcal m67. Nghtsn Hospial 

31 resonsl 41 gnera S I plus 2 61 2tplus4 68. Time Between initiation andCompletion 1P ,, 
8I other------------ - . . . - 0.J,, too hourt or Oer - 98 59) hours inuetes 

REMINDER: Your study require follow up visit approxnimately one month aftrprocedure. Do not record wutsleu lion 14days after polred.,. 
ConformPosrditchlare comnlrcations by review of medical records.

FOLLOW UPDTA 

SC Follow up Outcome I1 cini-nsif 21 hOme nisit 72 Results of Follow. up PregnancyTest 0I negative 
I indelieml 21 potilrme 91 norlperlormed31 moe 4 un Ocate 5) died.mcuse 

31m. u olho 55 73 1ieding Rtiuimng Cureltta 01 no 11 Vea so 
I Obleho 

70 FertdiltyCont rol Accepted or Used 	 01 none I) IUD 
yesC

21 	Orl 31 tuhwltOm¥ 4) fimiicry 5I om 74 F Requiring Anlolme 01 no II 

vi 71 75 Other Compications .... 2-63othedr 	 o 

71 psoits of Micrmscooi F a. of Urt-ne Tn 	 76 Realmnuoon Reatlmd to Piotsrr 001 no [ I I 

ilemimlid. iIc ' II 	 d.v mon,th year 

2) m. ,oii f , ..i.ti , 	 S. Recorded by 

, .. 1'.dmiii1...... t 	 NO. 72 79 
2 8IFRP Rev 1'75 

Carnlina27514 IISA
PLEASEAIRMAIL TO reenti-onal FrrihryResurh Propyr. NCNB Play.. Sore 400 Chaleil i nt 
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_ _ _ _ 

INTERNATIONAL FERTILITY RESEARCH PROGRAM 

PREGNANCY TERMINATION STUDY _No._________ 

Circl A erse awsml &ad Fifl in APtscroilts110"01 a R0 andi 

PATIENT IDENTIFICATION: 1. Your Hospital or Clinic No. - 2. Admission Date
 

Hoisbntd' Name

3. 	 Patient's Name _______________________4. midenfansiv first 

Telephone_
S. 	 Address 

__ __ __ __ __6 	 Pelative/Frondr Name 

Telephone
7. Address 

.............................................................................................
.......... 

TERMINATION PROCEDURES

STUCy IDENTIFICATION 0 	 I 2 3 4 U336, Dilatation and Curettage:
- -- end Number8. Center Naa 

0 	 1 2 3 4 64 
_ and ue a1 37. Vacuum Aspirtion: _9. Study Nons 	 WI Curetta Check Per'. told: 

E-0 	 (Circle) no V -1: .ntt Order in Study 
38. Intr•-emniotic Injection: •a i 0 1 2 3 4 i 

PATIENT CHARACTERISTICS 

11. e: urban loc 2) urbnOutsidle er 3. 	 Hysterectomy . --W- 0oor 7
Re II 

I * .we3) rural local 4) rural outlWde O it 
'A -,wooor-- 0 I 2 3 4 1 

12. 40. Hysterotomv: 
0 

A o 41. Prostegaindn tvl -- route 2 3 4 
411e 2 

13. Gainfully Employed: 0) no II ye 14 	
0 , 2 3 IS 

42 .3) N gro,dCaucasokd 21 Mongotoid 
Dilatation in Millimeters: 001 not dilated14. Race: 1) 	 71-72

1115 43S) other 
44. LaminrLed 01 no 1) yes,type 	 72

IS. Religion: 0) none 1) Buddhist 2) Catholic 
41 Jewish 5) Muslim I 

.t61 Orthodox 71 Protestant 8 other EJ74 
31 Hindu, cat 	 45. Retamed Products of Conception After First Procedure: 

01 no 1) ve" 2) yespetientditorntinuedtretment 

16. Mitl Status: 11 nevermarried 2) currently married 4& Re-owalustion of Estimated Duration of Pregnancy lea 

1Itam 29): no change ainctaeeed0l 1) eostimate
3) f.,rmerlyo rnosrned 8I other 


t- te 2) estimete decreased 3) no pregnancy 41 doubtful
 
SI other17. Petient's Education: (school ver completed) 	 pregnancy 5) vesicular mole 

I. 	 Husbands Education: (school year completed) 20-21 47. Concurrent Surgery. 0) none 1) IUD 2) tube orny 

R 	 othe 
19. Total Live Birtht ,-n 


-24 Opertor's Name
 
number of malls 

(8or more 8) COMPLICATIONS20. Children Now Living: 

2 6 48 Uteri Peraforation 01 no I I suspect 21 ye1
number of females 

49 Cervical Laceration 0) no 1 ye. without suture 
21. Number of Additional Children Wanted. 	 a 1 ) y ese 310 . E2ce sseBlo od Lo 

2 2. Total N um ber of Previous A bortio ns: 	 ,.5 

23. Number of Spontaneous Abortions: (8of morw 8) 26 51. Trantfusion Given 0) no 1 Vie, MI. 

8) 	 L 30 52 Shock Related to Surgery. 0 no II ye ml24, Total Stillbirths: IS or more 

0 
This 	 53 Fever38 

0
C.1100 4 F. or Over. 24 Hours After Termination;

25. Contreceptive Method Meinly Usedin Month o 0rOf no 1i ye 21 ye.rquiringantbioticaConception: 0) none 1I IUD 21 orals 31 tubectomy
6) withdriewll/rhythm5I condom4) vIsctomy 54 Anesthesia Complications, 01 none 1) ptin

8) other .... ....... ... 31
7) foem/dlaphregim/jlly 	 4) shock2) vomiting 31 convulsions 
81Sother -1 

- 5) combination 
(To be filled in upon reiqueo)ADDITIONAL STUDIES 	 55. Any Complication Requiring Additional Hospitalization: 

22.3 01 no 11 observation 21 medical treatment Is 
26. ...	 31 Iooprolomy 81 other 

2.3-6 
56. Other Complications -- 1 	 I 

-.--........ ~--
27. 

3-M 57. Death 0) no 11 yes.cau e.-1 

3a 
01 no II Yes 

58. Prophylcic AntibiotictGiven: 
01 no II ye J I

59 ProphylacticOxytociisGwen:
29. Estimated Duration of Pregnancy: 	 60. Post-termination Fertility Control Plnned or Used; 

frwnsrfitI off in wosorl414 	 4)v=mKtomy2) orals 3| tubwcomyoO0 none 1| IUD 
99 	 condom fosimldisprolylo30. omeork notd~n 	 43" 6) withdrval/irhythm 71
9) 

0 P 

30.I~kmetui:nt dne51 

-jelly 8) other31. Hemolobin in Grams: 91 not dons 

32. PireXilting Medical Conditions: 01 none II sptic 61. Admission Date: W3l 

abrion 2) incomote/in vitabl Iabortion 
62. Initiation Date
 

3) threatened abortion 
 4) systemic 51 systmic 
-

with 1. 2 or 3 6I psychiatric only 7) palvic only. 63 Com pletion D ate:	 4 4 4 

S . .. . 
specify 2) inpaItient aB- other8) . . .	 

64. Final Discharve Dows day month ow 0 

n 	 Paient Schedule os: 1) outpatient 

OF . 

34. Admission Temperature: - °C. - -__ As I I
65 Nights ir Hospital21 local36 Anesthetic: 0) none 1) analges only

2 4 	 66. Time Between Initiation end Completion: LB-I=
3) 	 regionel 4) general SI 1plus 61 2 plus
 

other 
 I99) hours torover - 1:5.9) hours minute 

erd /lvissirsl tan f4lyorafflorterminis n 
REMINDER: You study requires a follow-up visit eflorimtefl one month after trrmineion Do,tof 	

669 Bleeding Reqiring Curettage 0) no 1) ye.ieswoflmldicilorecords.Confirmpr.fdicher comiplications bvn 
I 

FOLLOW-UP DATA 70 Fever Requiring Antibiotics: 01 no Va L-JIlI1111 i0
7Follow-up DA cItnic vitlt 21 home visit_________67. 	FollowuP=Outcmnss II 


71 Other Complicatintons-5) did, cause ------31 moved 4) untble to locate 
--- St 72. Redmisson Releted to Termination-

nUmb o Iois ItI_ _ ) Other -	 00) no 

none 

2) *rate 31 tubectoay 41 vecermy S) condom
U. Fertility Control Accepted or Used 0) 11IUD 

E D 
I) lowithdrevallrhythm 71 foomldiohi firnrllUvo ~ W

7a Dole of Followoup Vol 
Vitsonh1111eotf. 

Completed WeeksFrom Discherge 	 -71to Follow-up. 1 
R___ed ByIFRP Rev 1/75 	 .4. S...-61 74 

-.- -NO 	 Recorded 1v 

NCNB Pla. a. Suite 400. Chaie/ Hill. North Carolina 27514 USA 
DI FASE AIRMAIt TO International Fertilitv Research Prograir. 
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INTERNATIONAL FERTILITY RESEARCH PROGRAM
 

FEMALE STERILIZATION STUDY - ADMISSION RECORD
 

PAes Circle Appropriate Numbers end Hexagons and Fill In Appropriate Boxes and BlankL No. 

PATIENT IDENTIFICATION: 1. Your Hospital or Clinic No. - 2. Admission Date 
day 

_ 
moDnth vior 

4. Husband's Name3. Patient'iName 
fed flrst naide 

Telephone5. Address 

7. Address6. Relative/Friend's Name 
I........................
e ee=e...................................................................
.................................. 


MEDICAL HISTORY 

No and Numb 1-3 3- , AbdOmlnl Surgery 01rio IIyes. specify -
STUDY IDENTIFICATION 

SCentex 
4-4 40 Pelvic Surgery. 0) no 13yes: specify _ _

and Nunler9. Study Nun 
_ 727-10 41. Systemic Diseae: 0) no Iyt Ie ify __

IQ Patent Order in Study 
73-7442. Other ComplaintsPATIENT CHARACTERISTICE 

ft. R.michnce 13urben local 21urbeanoutside wa EXAMINATION AND SURGERY
 
31rural local 4) rural outside arm 4 . Pelvic andOperative Examination I) normal 21 adhesions
 

3) prolspe 4) fibrood 53cyst 61combination
 
12. Ago:(y

e
ars comleted) 14 	 is 

81 other 

11 Gainfully Employed: 03 no 1) yes 44, Pelvic Infection 0) noine1 yes, acute 21 yet, chronic Li 
,. Race: 1) Caucasoid 21 Mongoloid 	 31Nagroi d 

01 none 21localI 45. Anesthei. 1I analgeia only8) other _7S) other 	 31 relitonsil 41 0eoneral 5) 1+2 6) 2+4 

15. Religon: 0) none 11luddhist 23Catholic 31 Hindura 
5) Muslim 63 Orthodox -S) other ___________ cste73 Protestant 4) Jewish 	 LJ t1[1I 

46. Planned Procedure 1) culdos opy 21vaginal ligetion 

31 vaginel hystlrectomy 4) laperOSCoPy 5) abdominl 

3) foretly nmarried 81 othirr i s ligetion 61abdominal hyvltre.tomy 7) ttanscervical
116 mtilta status. I never married 23currently married 

17. Patient's Education Ischool year completed) 19-20 8 other 	 12 

21-22 47. Performed Procedure. (Use Item 46 Codes) 13 
I. 	 Hudiond's Educalon (Ischool per conmplotd) 

14-1S
23-24 4B, Technique Used 

19. Total Live Birth: 

2. 	 Childrn Now Living: number of mel .5 49 Difficultienst Surgery 1t-I? 

(8 or more ) 50 Pregnancy Termination This Admiesion 

0 1111 
or more years - 8) "01 '-[no I) concurrent with sterilizationc)f~ledztonI27 ,1rcdnsedzto21. Age ofYoungest Child: (8 

eungstdlild: 	 21 21preceding sterilization 3lafterterilizatioi[ g
21.AeoE (*ortoreiatsi 

22 Total Number of Abortione: 	 21-20 51. Pregnancy Termination PIocsdure; 11 DAC 21 vo;uium 

aspiration 131 intra-orni ) vlic 
41hystrotmy 51 c)n S) vaginal delivery

22 Numblerof Spontaneous Abortiona' 	 to or more 8) 30 

1 or more 5I 35 I. 	 Is 
24. Total Stillbirths, 0 

52 	 (Ila Iten 28 Cod).25, Contraceptive Method Mainly UsedBefore this Operation 5 Pregnancy Termi'nation Outcome. 	 _H 
03 none 13IUD 21orals 31tubectomy 
43svectomy S)condom S)withdrawal/rhythm Coda) 
71 foen/diallregmr/lelly 0) other _ 22 53 Other Surgery This AdmIsion (Useftom 50 Codas)
 

26LPatient Status: II private 21 nonprlvote 33 specify procedue
ur._____-__
 

2Patient Scheduled as: Ioutpatent 21inpatient 54 Surgical Time (From incison throIlwh closure)
 

27. 	 (innminutes. B minutes and over - .I 

ANOM 	 Prophylactic Antibiotics Given 01 no 1BPI reGNANCY eNpS:p 	 55 11 ys :6 

2Lot 0 	 COMPLICATIONS: STERILIZATION TO DISCHARGEOutcome: not previouly prgn 

r-l~iveirt3 indcedabAsrilborh lin 1 weks 6 Any Complications
f 

Retated to Sterilization Procedure 
I yno no additional hospitalizatiOn requirlor 41 induc d babortione r o2 week s 	 010 21 yes, additional hospitalzation requiredIo lel43 Iboton osell2ticoiirtron71weltOpe 

I other -__ 	 57. E.cesivn Blood Lost 01 no I) yes 

Ended 37-42 5 Blood TTransfusion Gwen: 01no 1 yes m. 
I59 Surgical Complcations 01none II shock 23bowel.20. Dete Last Pregnancy . 

day month vsr bladder injury 3) leparotomy required 4) 1+2 I1 3 
5 1+3 6) 2+3 7) 142+3 8I other . J31 

0 0 
31. 	Currently Pregant: 001 no number of w s 0 . Faver 38 C./100 4 F.or Over, 24 Hours After Surgery: 

03 no 11yes 2) yes. requiring antibiotlics L.32 

32. Averap Length of Cycle. (in days) B) irregular - 50-rI 61 Anesthesia ConlicatIons 01 none 11 iisna 2) vomiting 
31convulsions 4) shocik 5)aspiration 6) sedeclche 

33. Average Duration of Flow: (in days." or more - 8) - 62 71 combination .. 8) othef_ __ 

34. AverageAmount of Flow! I) scanty 2) normal 33 exceessve 12 C12 Other Complications 	 3-3_ 

36. Oysvnonorrhow03 no I1Imild 23 nmderate 	 33severe 6 63. Death 03no I I yet, cause 

55-UInrterviewer's Name (Peint) 	 M__________MDIAL N DA 	 - 64 Admission Date 

6 5,] mnth veee 
36 Weigiht in ko: (Mend over - NJ lili 

day month yeari t_11 6 ll37. Height in cm: 	 ~ce0 

3L Hernstocrit: for Hb. a 31 99) not done 	 532-63 Surgeon's Name (print) 

plete it at the first follow-up visor 7 .21 dvs after sterilizeson.REMINDER: Retain rhos form and co 
72 Faver Requiing AntibiOtics: 0 no II yes 64 

FOLLOW UP DATA 

67. Patient Discharged O - SKIP TO ITEM 75 73 Other Comphcations ..- H 
11yes a 1..4 

0) noIIvs !174. Resisnspton of Full Work or Household Activitis:
UI. Follow-up Outcome; 13 clinic visit 2) home visi 

33moved 43 unable to locate 5) confirrad wrong oddreo f'- 75. HaveYou Recommended Sterilization To Anyone Since IJ 
I died,caus- SIother L es5 Your Operation? 03no 11ye 

U. ReasonFor This Contact: II scheduled follow up 	 I I i 
1 e 76 Date of This Follow up Visit

21 ensergancy 8) Other 
70.Number of Additional Contacts Related to Steriizeto'n [1] 77 Dat3Set For Next Foliow-up Visitmoo , 

month17to ormore -8) 0 	 day vear 

71. Readmsosion Related to Sterilization 00 noP 	 s 47 
No 	 Ja-71
number of nights = 69-" IFRP FS (Raw 12/74) 

PLEASE AIRMAIL TO: InternationalFertility Resarch Program, NCNB Plaza, Suite 400, Chapel Hill, North Carolina 27514 USA 

A-6 	 \ q 



INTErINATIONAL FERTILITY RESEARCH PROGRAM
 

FEMALE STERILIZATION STUDY - FCLLOW-UP RECORD
 

Circle Appropriate Numlersan'Fill In Appropriate Boxesand Blanks 

PATIENT IDENTIFICATION 1. YourHospital or Clinic No. 

3. Patient's Name 

famdy first maiden 
4. Addresshfchanied) 

Ifi
STUDY IDENTIFICATION 

5. CenterName and Number 	 1-3I If 1 ~ 
6 Study Name__-.. .andNumber 	 4-6 
7. Patient OrderinStudy 	 110 

S. IFRPAI.dms.or Form Number FT -,, 

ADMISSION INFORMATION lComplete at TimeofAdmision Only)7. 17-18 
9. At WhatAgeDid You (Firstl 	 1-tBGetMarried. 

10.WhoWasMost Important in Your Decision to Reauest 
Sterilitation I I self 21husband 31Irlend relative 
41 dohtor 51 family Planning chnicstaff 

Dr81other-
tI 	 Primary Reasonfor Preferring Sterilrealn to Other 


Methods: 1)other methods noteasily available 

21other methods unreliaile 3)undesirable side-elfects 

of other methods 4)inconvenience of other methods 

81other - -0altfied 
............ ....... .. . .. . . .
 

12.Referral Source. t I self 21 husband31family 
planningthea'th Staff 41private physciarn 

51other agency61operated person71unaperated
 

person the21 l 
13 WheieOperated. tI hvspital/lciiir-staticteam 

21hospital/clinic - moile team 31mobileclinic 

4)temporary facility 5Idotor'soffire
 
8)other .	 . .. .
 

14.h termensfrrat Bleeiling 01no )staliiiii/spiitI iog 

2Imiriferare 3)sevte 0 23 


rr 41ii 71 alait IeIS. B lasts O) n ilh asses or acOTir


8)other- .
 
31 leeitirig 41) liiatrii 

t6. PapSenear 	 01 nvrnial tI atyli)a 21 lysplasia
41i ras alci rK2y31carcinoma in si fiu e r neo 

l ,otdone81other ..... 9 

7-21 DAY FOLLOW-UP 

ofIt . 

riumier of ilaysafter steriilatori J21.2811. 	 Resumpti i ercii r. 98)not .i-suni 

18.Dyspareunia 0 iir II yes 


SPECIAL STUDIES 5 


19. 

133-3'20. 5 3 

. ...... ..... - .. : I2t.... . .. . .. .	 11 


22. Follow-Up Visit movttf 21t2month 

3) 8lo-UnVth414 onth mFollow-Up 

3) 18 mortth4124 rmyrfhL--


II clinic visit 
 2)home visit 
23. Follow-Up Outcome. 

31moved 41unable to locate 5)confirmed wrong 

addr.ess 61 died,cause .b.... 


- tO8f other . 

24. Reason 	 This Contact follow-up rfor t)scheduled 
21emergency81otherL--J fif7 

CIi.tacs Relatei, to25. Nutntier of Aild,to,,, 	 Fl ,

Sterlizatiort (B ormore -8) 

26. Date C , Cvitai:[ 

27.D)sie (_±_1) Cunrtar ~ t~IB 
Cornlete at 6-Montih Follow-Up Visit Orly 

28 Resumptin of Fill Work or Household 
DinoActivities 1)yet31 


20. Lctati; itt Timeof ir SiniceSt i o8 

0lno fI 'no'fut desrd tostart - *SKIP TOITEM 32

21 yesL_.3; 


20ys
30. 	Has La.tatirr Sr(itperl 0) stro-.. SKIP TO ITEM 32


I 2I yes L
) yes, tot ilesired to continue 	 3 

31.Number of Months After Sterliatt rt 

Lactation Stoppel (8or more B I 


2.Follow-Up Date 
day 

mn 
month year 

Telephone 

PREGNANCY AND,SKIPMENSESTOITEM,0)SINCELAST FOLLOW-UP VISIT [utus removed 
tr.N enancv Si P t IlEM 01 

SinceLastFollow-Up: 0) no32. Pregnancy 	 II~ 
11yen -- CompletePregnancyConfirmaton Form 35 

33. Number of Menes SinceLastFollow-UP: 

01none--. SKIP TOITEMO (8Or.more -B 38 

34 Averaqe Length of Cycle Imodays) 88)iregular 31-38 

35. AverageOuratron of Flow findays;8 or more -B) 39 

36. 	AverageAmount of Flow I)scanty 2)normal 
3)escessive_ 40 

37 Dysmenorrhea. 01 no 11milI 21moderate 3) severe 45 

38, tntermenstrlratBleedlng 01 no t I staining/spotting 

21morterate 3)revere 434 
39 DateLastMern.esr'Onset L _ _J 1 

o1 X q
r'--0
Sterhtaron
Attitude
40.Overall Towards 


40. OeallsAtdiur Toarseril)t iL.21disrti2sfier 31rifcilei 
Inte v e 'iNamele 


MEDICAL DATA 

.51
 

52-53
 
41 Weight in kg. 98andover 98) 
42 	 Hematocrit for h. e3 991 notdone 

COMPLICATIONS OR INCIDENTS SINCELAST FOLLOW-UP 

43 PelvicSurgerv 01 no liyes 54 

44 Systemic Diease 0 ilo1 yes 55 

I 	 t45 Wound Complicatlii jl no yes 	 56 
4
6.Pain01ro I milli 71moderate 31severe 51 

47. Dri iiage 	 01-rro yes _ A 
48. SvrtirriPinlilvms 0100o I yes 	 ho5 

6049, Keloir 0f no f Ives 

50. Separation 0) no I)yes 6ft 

I St. Dth Sr.specify : 	 62 

5t2 OtherCrrmplications 01no tI yes.specify______ 
64 .
........... 


53 Pelvic O BackPait at Time of ThisVisit 

- 0V31.32I E--i6oo I mild 2)moderate 3)severe 
54 Etiology of Pain 01urknown I I unrelated to 

suroer0 spe ify_ . .. . . . . .
 _ __..2)relatreito suin ryV.specify 

55. 	 Reaimi.siirrr Related to Steriliatilir Since Lust 

Visit 001no numbierof nrghts 14
E1PHSCAbXAIATO
 

56.Breasts 01normal t I masses21galactorrhea 
31 ileedirg 4) combinafion 
81other .-
3.. 

w9
 

57 AdnersrtI normal 21arirei al. specify 

It
 
58 	 Uterus 1)nomal 21abnormal. specify 

21161rcidml. 	 5-59.jCervixIs normal specify 	 2 

60 PelvicInfection 01no I I yes acufe 	 " 13 
21 ves chronic 

Gt PapSmear 01normal II atypia 21dysplasia 
31carcinoma in situ41invasivecarcinoma 
1)other 9 rot clone 14 

6. r s62.Prlacv Signs 0) n
 

t I yes --- Complete Piegnarcy ConirmationForm [T , 
63. Other Abnormalities: 0)no IInes, specify 

64, 

is iri'.., a. ,i 	 9,I0 

Plata. Soite 400. Chapel Hdill.NorthCaroina 2.1514USA
PLEASE AIRMAIL TO Inteenaonal FefrlrtyReswyrh Progra. NCNB 

A-7
 

http:IFRPAI.dms.or


_______ 

INTERNATIONAL FERTILITY RESEARCH PROGRAM
 

SYSTEMIC CONTRACEPTIVE STUDY - ADMISSION RECORD
 

Plase Circle Appropriate Numbers and Fill In Appropriate Boxes and Blanks 	 No. 

PATIENT IDENTIFICATION: 1. Your Hospital or Clinic No. 2. Admission Date 
Day Month Year 

3. Patient's Name 	 4. Husband's Name 
Family First Akvden 

5. Address 	 Telephone 

6. Relative/Friend's Name 

~7. Address 	 Telephone 

STUDY IDENTIFICATION 	 OVER LAST THREE PERIODS 

a________rnd E 1-3 Average Length of Cycle: 	 EE 62-63B. Center Name Number = 31. 	 (in days) 88) irregular 

9. Study Name and Number 'iF1 4-6 38. Averaga Duration of Flow: (in days; 8 or more - 8) 64 

10. 	 Patient Order in Study F .10 39. Average Amount of Flow: 1) icinty 2) lest than normal 
31 normal 41more than normal 5) excessive 65EPATIENT CHARACTERISTICS 

40. 	 Dysmanorrhea: 01none 1)mild 2) moderate 3) severe 66 

11. 	 Residence: 11 urban 2) rural ItI 
41. 	 Intermenstrual Bleeding: 0) none 1) staining/spotting 

12. Age. lyears completed) 12.13 	 2) moderate 31 severeL[j 67 

13. 	 Gainfully Employed 0) no 11yet 14 42. Intermenstrual Pain: 0) none 1) mild 21 moderate 
31severe 68 

14. 	 Race: 1) Caucasoid 2) Mongoloid 31Negroid 
Bf other_.J 15 Interviewer's Name .7.:19 

15. 	 Religion: 01 none 1) Buddhist 2) Catholic 3) Hindu. MEDICAL DATA 80 
caste 4) Jewish 5) Mstlim 61 Orthodox 
71 Protestant 81 other 16 43. Hematocrit: 99) not done 11-12 

16. Marital Status I) never married 2) cuitently married 44. 	 Hemoglobin in Grams: 99) not doni, 13-14 

31 formerly married 8) other 17 45. Blood Pressure: Systolic 15-17 
999) not done

18-19(schoolyear completed)17. 	 Patient's Education 
Diastolic 18-20 

18. 	 Husband's Education (school year completed) 20-21 46. Weight in hg.: (98 and over '98) 21-22 
19 Total Live Bulbs 22-23 [

47. 	 Height in cm. E 23-25 

20. C.hildren Now Living number ol miles 	 24 
(It i. ;, Yihiiirii (d at mrrre - H/ 481. Primary Pre-Existing Medical Condition: 

SKIP TO ITEM 22) numbrer of temales 25
 

22. 	 Number of Additional Chilideor Wanted 27 PRESCRIPTION 

Abitins23. 	 ota Numei f E - 2-29 49. Contraceptive Prescribed Today. 1) daily combined orals 

24. 	 Number of Spontirreous Abl ions 18 ormore 8) E 30 21daIy seiuetiioralst 1 iaily minpill 41monthly
 
prals 51 intectibles 6) vaginal ring 7) implants
 

25 Toial Stillbirths (8 a nre ' 8) 31 	 8) other_ _ _ _ 29 

26 Carti Jceptive Method Mainly Used Before This Prescrrphon 	 hfentilfiatiot by Name or Codei50. 

01 noine 1) IUD 2) otals 31 tubectory 4) vasectomy
 

30-33 
jelly5) condom 6) withdrawal/rhythm 71foam/dhaphnagml r,".;:Of other 	 ]32 

el 	 t1.?Number of Cycles Given This Visit I J 34-35 

52. 	 How Will Patient Receive Next Supply: l at follow-upADDITIONAL ITEMS (To Be Filled in Upon Request) 
visit 2) clinic depot 31 community depot 4) pharmacy 

27. _-_ __33-34 	 5) mobile unit 6) home delivery 71 mail 
8 tither _36	 I__ 

28 35-36 53. 	 Tiay's Date f 	fi_ [J__JJ 38-43 
29. 	 37-38 Day Month Year 

3940 54 Date of Starting Contraceptive 1 D L_ 44-4930. 

41.4?. Day Month Year
 

55 	 Who Prescrited the Contraceptive. 1) doctor 
2) nurse 3) midwife 81 other -- 50 

PREGNANCYANDMENSES 56 	 Date Set lor Fist Follow-Up Visit = 4[ 1 51-56 

31. 	 Ever P egnant CO nit 1 yes 43 Day Month Year 

Pescriet's Name32. Date Last Pregnancy Ended 	 El 45-50 
Day Month Y"a" 

Note: FOR SELF-STARTING CONTRACEPTORS: 
3) induced atort:nn 12 weeks o, less 4) induced Retain this form until the first Follow-Up Contact 

33. 	 Last Pregnancy's Outcome I) live bith 2) stillboi lh 

81er 5I 	 hut nrtabo rtion I2 weers s4nlnous a52lio Fl confirming the initidtion of contraception 
61 satic aliortion 81 other 	 5i longer than 90 days. (See Manual for instructions.) 

34. Breastfeeding No.N 01 no 1) yes 	 53 

58-65 

9 no---.e. SKIP TO ITEM 37 I)yes j j 54 F51 
35. Menes Since Last Pregnancy 	 No. 

1 55-60 IFrR SYST 1/75 	 80 
36. 	 Date Last Menses'Onset [- [ ] 

Day Month Year 

COMMENTS: 

N1 

A-8 PLEASE AIRMAIL TO.- International Fertility Research Program. NCNB Plaza. Suire 400, Chapel Hill, North Carolina 27514 USA 



INTERNATIONAL FERTILITY RESEARCH PROGRAM 

SYSTEMIC CONTRACEPTIVE STUDY - FOLLOW-UP RECORD 

Please Circle Appropriate Numbers and FillIn AppropriateBoxes and Blanks 

1. Your Hospital or Clinic No. 	 2. Follow-Up Date_PATIENT IDENTIFICATION: 	 Month YearDay 

Telephone3. Patient's Name 
Family First Maiden 

4. Address(if changed) 

CONTINUATION DATA 

1-3 35. Contraceptive Identification by Name or Code 
STUDY IDENTIFICATION 

S. Center Name and Number 
68-716. Study Name and Number 4-6 	 :[ 

7. Patient Order inStudy 	 7-10 36. Contraepti Type I y----STIPOOOXA- 2 
dalOX-KI2C onaaivy--.SPe TO TOBO7A2

-	 - 11-16-


8. IFRP Admission Form Number 

17-18 BOX A - Daily Contraceptive. Recori for Last 28 Days or
9. Follow-Up Visit Number1 

Since Last Visit. Whichever is Less 
10. 	 Number of Contraceptive Cycles Completed 19-20 37. Maximum Number of Consecutive Days Missed 

(Bor more - 8) 	 [] 73
CONTACT DATA 

74-75Total Number of Days Missed.T
11. 	Type of Contact: 1) clinic visit 2) home visit 3) moved 38. 

4) unable to locate 5) died, cause _--_ 
21 39. Total Number of Jays Dose Doubled: (8 or more 3) 76 

8) other 
79SKIP TO ITEM 4312. 	 Reason for This Contact: 1) sche',. led 

8)other C c1 22 

2-88013. 	 Date ( o Cnat T IE -F 
Day Month Year 

14. 	 Date (D Contact = = 29-34 

Day Month Year BOX 8 - Nondaily Contraceptive 

LAST COMPLETED MENSTRUAL CYCLE 
Duration of Protection of Lost Administration: 21-23 

15. Menses Since List Visit:P91 no I) yes L-J36 40. 
(in days) 

41. 	 Number of Duys Elapsed Since Last Administration: 24-26 
16. 	 Date Last Menses' Onset: 

DAy Month Year 42. Administration This Visit: 0) no 1) yes 27 
37-38 ____________________________________17. 	 Length of Cycle: (in daya) ZI 

18. Duration of Flow: (in days: 8 or more - 8) 39 43. Patient Discontinued Use:@ no I) yes 28 

19. Amount of Flow: 1) scentv 2) lessthan normal 
3)normal 4) more then norwinl 5) excassive 40 44. Dei 	 of Last Use 

Day Month Year 
20. Dysmonorrhoa: 0)none 1)mild 2)moderate 3) severe 41 

. m 30-35 
MENSTRUAL COMPLAINTS SINCE LAST 

Day Month YearFOLLOW-UP VISIT 

21. 	 Intermenatruel Bleeding: 0) none 1) itaining/spotting 1 patientL 	 42 45. Decisionto Discontinue Made By:
2) moderate 3) severe El2) 	 L..J36doctor 8) other 

22. 	 Intarmenstrual Pain: 0l none 1) mild 2) moderate 46. Primary Medical Reason for Discontinuing:433) severe 

23. 	 Number of Amenorrheic Contraceptive Cycles: 44 
3738 

PREGNANCY 

Primary Nonmedical Reason for Discontinuing:45 47

24. 	 Breaatfeeding Now: 0) no 1)yes E 1) desires to become pregnant 2) will move away
5 
3) adverse publicity 4) no further need
 

no25. 	 Pregnancy Since Last Visit: 0) --- a.SKIP TO ITEM 29 
5) husband objects 6) cannot visit clinic, 

1) yeIs---COMPLETE PREGNANCY CONFIRMA TION 
I 46 reasonFORM . 7) no supply, reason_ __ _ _ 

L_ 398)other 
26. 	 Pregnancy Diagnosed By: 1I pregnancy test 2) physical 


examination 3) history only 41combination _ - Other Method of Fertility Control Accepted or Planned
48.L. 47
8) other by Patient 0l none 1) IUD 2) systemic, type 

23) tubectomy 4) vasectomy 40 
27. 	 Estimated Date of Conception 5) condom 6) wihdraval/rhythm 7) loim/diaphragm/
 

41
jelly 8) otherDay Month Year 
1 ) cumrently pre!lnant 2) live lirth 	 49. Primary Reason for hiegslar Use 0) no iregular28. 	 Pieqnancy Ouiciim 

less 1 i sonu orgetfulns se eect 
3) sillhiiith 4) irnitucei ,ifiion 1? weeks or 

1) discontiued 2) forgetfulness 3) side effects 
5) induced abrottion over 12 weeks 6) spontaneous abortion 


48 
 4) clinic supply not available 5) temporarily not 
7) septic aiortion 8other 	 needed 6) supply misplaced 8) other El 42 

DATA7sica o 
1) at follow-up50. 	 How Did Patient Receive Last Supply,MFr)ICAL DATA 

29. 	 Hematocrit: 99) not done 49-50 visit 2) clinic depot 3) community depot 4) pharmacy 

5I '-obile unit 6), home delivery 7)mail 
51-52 8) other___

30. 	 Hemoglobin in Grams. 99) not done 


Has Patient Recommended This Systemic Contraceptive

31. 	 Blood Pressure Systolic 53-55 51. 

to Anyone Since Last Visit: 0) no 1) yes 44 
999) not ilone 

Diastolic 	 56-58 Date Set for Next Follow-Up Visit: 7 46-51E2. 	 I-1l 4 1
59-60

32. 	 Weight in kg 198 and over 98) 
NmeDay 	 Month YearIneri~er 

ADDITIONAL ITEMS (To Be Filled In Upon Reqfest 	 ne vee'sNm 

63-64 Comments 
65-6634. 

F4-1son1Itii'YT 1/75 

USA A-9 ,y 
TO: International Fertility Research Program, NCNB Plaza, Suite 400, Chapel Hill,North Carolina 27514 

PLEASE AIRMAIL PLEAEAIRAILO: Iteratioal~etilty~eearh~roram 

43 

33 



- - - ---------------------------------------------------------- ----------------

INTERNATIONAL FERTILITY RESEARCH PROGRIAM 

MALE STERILIZATION STUDY - ADMISSION RECORD 

P/ease circle approo.riate numbersand fillin aprfonrlite boxes and blanks 	 No. 

PATIENT IDENTIFICATION: 1, Your Hospital or Clinic No. 2. Admission Date
month yer 

4. Wife's Name3. Patient's N, ie_ 
leir fasr middlie 

Telephone5. Address 

6. 	 Relative/Friend's Name and Address 

STUoY IDENTIFICATION 	 SPECIAL STUDIES ITo Be Filled In Upon Request) 

57-587. Canter Name and Number 1-3 31. _l 

8, Study Name and Number 4-6 32. 	 59-0 

9. Patient Order Number 7.10 	 Q 61-62 

PATIENT CHARACTERISTICS 

10. 	 Residence.II urban 2) rural [-12 EXAMINATION 

II. Patient's Age:(yews completed)[ 13-14 	 33. Height in cm. 65-67 

12. Patient's Education: (achool year completed) t1116 	 34. Weight in kg. H LJ68-70 
13. Patient's Currant Occupation: 0) unemployed II retired/ 	 35. Urogenital Abnormalities 01none 1) yes.''ecify 

tudentlhousawife 2)profesaional 31mnagerlproprietor/
 
farm owner 4) clerical S) craftman 6I operative ___ 71-72

71 laborerllarm worker 8I other ___________ I17 36. 	 Other Existing Medical Conditions 01 none r3e---7 

14. Marital Status: 0) neerimarried I) formerly married I yes. specify __73-74
 
21currently married. one wife 31currently married,
 

7940STERILIZATION PROCEDU4Emore then one wif 
If coded o ) SKIP TO ITEM 18 18 37 	 Anesthetic 0) none I) analgesia only 2) local 

15. Wife's Age: I vearscompleted) 19-20 3 regional 4) general 5 i 2 n 
12

21-72 8) other 
1. 	 WifeeEducrion: (schoolyarco nplerdj 
17. 	 Wife's Curnt Ocupation: sooItemo Cdes "* " J 2- 38. Typeof Incision: 11single-ertical 21single-horizontal
17. Wife's CurrentOccupation: UseItem 13 Codes L-233 double-,vertical 4) double-torizontal 5) percutaneous82 other 	 113 
18. 	 ReligIon: 0) none II Buddhist 21 Catholic
 

3) Hindu 4) Jewilh S) Muslim 6) Orthodox 39. Sterilization Technique
 

7 Protestant 81 other_ I 24 

19. 	 Race:h) Caucasoid 2) Mongoloid 31Negroid 1
 
SI other ___________________ L25 _ __________________14-16
 

40. 	 Length of VasResented: lin mm) 00) not relectd 117-18PATERNITY HISTORY 
of two segmentslIrecod average

20. 	 Total Line Births: I I2-29 
41. Method of VasOcclusion: 01none 1) silk 21linen 

21. Children Now Living: number of males 30 	 3) nylon 4) chromic catgut 5) clip 6) cautery 
19Sorumber of females 31 8) other 

22.mAge of ree 1132 42. Abnormal FindingslDifficulties atSurgeryCi
22. 	 Age of Youngest Living Child: 18 or mrorseas - 8LJ32 

FERTILITY CONTROL HISTORY 	 20-21 

23. Contraceptive Method Mainly UsedDuring Past 3 Months: 
2) orals 3) tubectomy 4) vasectomy 	 43. Surgical Time in Minutes: 198or over - 98) L.I 22-2301none II IUD 

S)condomn6) withdrawl/rhythm 71foam/diephregrnl 36 
jelly 8) other 21 systemic 31 both 2.. 35 44. Prophylactic Antibiotics Given: 0I none I I local 

[bJ24 
24. 	 PrImary Reasonfor Preferring bsellizatlon 10 Uther 


Methods: Ilother methods not esily ivailable IMMEDIATE COMPLICATI ONS/COMPLAITS
 
2) other methods unrellabnle31 undesirable side-elfects 
of other methods 41inconvenience of other methods fl'1 45. 	 Any ComplicationslComplaints Related to 

Sterilitation Procedure:8) other 1136 _-	 n 1)Iyes. hospit alization not required 

25. 	 Primery ReferrelSource:I) slf 2) wife 3) family 0 ) yes,hospitalization reured 2 
pannlnghlth staff 4) private physician S)other 

46. Injury to Testicular Artery/egency6) operated person 7) unoperated person - E 37 	 Pernplnifo,-m Plexiss: 0) n- I1)yes 2981 other-

47. 	 Hem3toma of Scrotum: 0) no 1)yes--30Interviewer'nName 

48. Anesthesia Complications: 0) none 1) apnea MEDICAL HISTORY 
21 vomiting 31convulsions 41 shock SI aspiration 

L 3 1 
Injury or Operation of ScrotumrTestis: 0) no 1) Ves 40 61headache 7)combination, specify 

32-33 
25. 	 e)6 other________________ 

27. 	 Excesive Pain in Scrotum/Testis: 01 no 1) yes 41 

49. CrherCom-plications/Complaints_ 32-33
27. 	 Swelling of Scrotum/Testis: 0) no 1) yes 42 

29. 	 Inquinul Hernie Operation: 0) no 1) yes 43 50. Pain During Procedure: 0) none 1)mild 
21moderate 3) severe " 

30. 	 Other Related History: 0) none 1) yes,specify 

44-45 51. Surgery Date 11111 = i f 36-41 

iy month Yew 

Surgeon's Name 

Retain this form and complete it at the first follow-upvisi from three to rhirry days after srerilization.REMINDER: 

59. 	 AbKcesof Scrotum: 0)1n lIVes [J44FOLLOW-UP 
52. Follow-Up Outcome. 01not yet discharged 	 60. Pain of Scrotum: 0) none II mild 21 moderate 

II clinic visit 2) home visit 31moved out of area 3) severe[] 45 
4) unable to locale5) confirmed wrong address 
8) othdied,carse _ _ _ _48 61. 	 Other Complications/Complaints - , 

46-47 
5j. Wound HweeIc:0) no 1)yes 49 

62. 	 Number of Days Analgesics Taken: 01) nonerl 
62. 	 N more.' y A48

54. Any ComplicationslComplaints Related to Sterilization Procedure: 
1) yes.hospitalization not 

SKIP TOITEM620) 	 no -w 
63. 	 Resumption of Intercourse: (number ofdaysrequired 2) yes,hospitalization required F] 	 981 not resumed 1 -49 -40Eo aftersterilit'tionl 

55. 	 Fe er 38 C.1100.4" F. or Over.24 Hours Alter Surgery:
0) no 1 yI) 2)yes,requiringantibiotics 51 64. Dataof This Follow-Up Visit. EI --L-- J 5247 

day month year
56. Wound Seatic: O no 1)yes 	 52 

57. Excessive Swelling of Scrotum: 01 no 11yes 53 	 Recorded By 

No. 	 71.78Hernatomeof Scrotum: 01 no II yes 	 54 IFRP MS 175II 
0Lso 

PLEASE AIRMAIL TO: InternationalFertilityResearch Program, NCNB Plaza, Suite 400, Chapel Hill,North Carolina 27514 USA 

A-i0 



--------------------------------------------------------------------------

__ 

INTERNATIONAL FERTILITY RESEARCH PROGRAM 
MALE STERILIZATION STUDY - FOLLOW-UP RECORD 

Plan circle appropriate numbers and fill in appropriate boxes and blanks 

2. Follow-Up DatePATIENT IDENTIFICATION: 1. Your Hospital or Clinic No. 
day month year 

_iddle_ 	 daymonth _yer
3. Patient's Name tint_ 	 Telephone 
last first middle 

4. Address (if changed) 

STUDY IDENTIFICATION 	 COMPLICATIONS/COMPLAINTS 

5. Center Name and Number 1-3 17. Complications/Complaints Related to
 
Since Last Contact: 0) no
4-6Sterilizationand Number6. Study Name _ 

) yes, specify_______________6.Suy aead ubr -461 
 40-417-10 17. Patient Order Number 

8. 	 IFRP Admission Form Number___ 11-16
 

SPECIAL STUDIES (To Be Filled In Upon Request)

CONTACT DATA 

44-4518.[9. Follow-Up Outcome: 1)clinic visit 2) home visit 
V 46-473) rroved out of area 4) unable to locate 	 19. 

5) confirmed wrong address 6) died, 

cause 	 7)mailed specimen 
B) other 	 Recorded By_ ___79-80

____19 

10. 	 Reason for This Contact: 1) routine semen test
 
2) long-term follow-up visit 8) other_ _ 20
 

11. 	 Date This Contact: I-I II I 22-27 
day month yor 

SEMEN TEST DATA 

12. 	Test Number: 0) test not done --o-SKIP TO ITEM 17
 
1) first 2) second 3) third 4) fourth 5) fifth 6) sixth
 
7) seventh 8) eighth or more I 30 INSTRUCTIONS
 

13. 	 Estimated Number of Ejaculations Since Last 
Please complete this form for every semen test.
 Semen Test (or since operation, if first semen 
Examine the semen under the high power field (magnificationtest): (98or over = 98) F1 31-32 
of 450x) of amicroscope. Look at ten high power fields and 

14. Result of Test: (sperm per high power field) 	
total the number of sperm, both motile and immotile, that33-34
(98 or over=98) are seen. Divide this total by 10. calculating average number 

15. Any Motile Sperm: 0) no 1) yes Li 35 of sperm per high power field. Write this figure in the boxes
 
36 for Item 14.
 

16. 	 Patient Declared Sterile: 0) no 1) yes 
(Ifyes and any sperm are seen, please explain Semen tests should be repeated until the patient isdeclared 

ster ile.basis for decision) 
Please attach acopy of your semen test report form. 

MSfu 1/75 

PLEASE A IRMA IL TO: International Fertility Research Program, NCNB Plaza, Suite 400, Chapel Hill,North Carolina 27514 USA 



INTERNATIONAL FERTILITY RESEARCH PROGRAM 
MATERNITY RECORD 

Please circle dppropriate numbers and fill in appropriateboxes and blanks 

PATIENT IDENTIFICATION: 1. Hospital or Clinic No. 	 2 Admission Date 

day month year 

Father's Name3. Patient's Name 
family first maiden 

4. Address 	 Grandfather's Name 

STUDY IDENTIFICATION 33. Type of Presentation During Laboul 0) vertex 
locciput anterior or transverse) 1) vertex locciput 

5 Centre Name and Numlier I I"I"11-3 posterior) 21breech 3) lace 4) brow 5) transverse 
6) compound 7) cord prolapse 8) other, 

6. Patient Order Number J14-8 specify _----__51_ 

7. Delivery Date 	 34. Type of abour and Delivery: 
day 	 month year Spontaneous Labour: I) spontaneous delivery 

2) forceps/vacuum delivery 3) .,ir'rieai sie tion 

ElLJL__LJ1IJ9-14 
B. Number of Days Hospitahsed After Delivery 1T'"--15-16 Induced Labour: 4) spontaneous delivery 

5) forceps/vacuum delivery 6) caesateai section 
9, Total Number of Days Hospitalised JIJ 17-18 No Labour: 7)caesaiein sectionL__JOther Delivery: 8) specify __________52__ 

O if52PATIENT CHARACTERISTICS 
35. 	 Plimar Complication of Delivery: 0) none 

10. 	 Residence. I) urban 2) rural 3) slum 19 1L-pematlure rupture of membranes 2) prolongedEli labour 3)cephalo-pelvic disproportion 4) abnormal 
11 Ethnicity: 1) Northern (Nubian) 2) Eastern (Bigal) uterine contractions 5) postpartum haemorrhage/

3)Central (Arab) 4) Western (Tribes) 5)Southern - 2 0	 retained plicenla 6)maternal injuries 8) other LJ53 
INegroid) 6) European 8) other _ F_1 

Specify etiology
12. 	 Religion: 0) none 1) Buddhi;t 2) Catholic 3) Hindu 

4) Jewish 5) Muslim 6) Orthodox 7) Protestant i-, 36. Estimated Duration of Pregnancy: Imenstrualage 
8 other__ L.J21 in weeks) 54-55 

13. 	 Marital Status: 1) never married 2) currently married 37. Haemoglolirn at Admission for Delivery: 99) not rhine 56-57 
3) formerly married 8) other 222 
14. 	 Wife're:ymaredc olted) 2..-----4 PREGNANCY OUTCOME AND MANAGEMENT14. 	 Wife's Age: (years comp/etedrl3-2 

38. 	 Birthweight: (grams) (multiple births-give 
15. 	 Wife's Education; (school year completed 25-26 combinedweight (9998 and over 9998) II 5861 

16. 	 Wife's Occupation: 0) unemployed 11 retired/student/ 39. Sexof Infantls) Born at This Deli-ery: (write 
housewife 21 professional 3) manager/farm owner number of each) male 62 
4) cfleical 5) craftsman 6) operative 7) labourer 
lincluding farm) 8) other 27 	 female 

17. 	 Husband's Age: (years completed) 28-29 40. Live Birthi)) that Died Before Discharge: 0) none
(code number of deaths) 	 L] 6464

30-31 4 c. nber 	 of deh) 
1. 	 Husband's Education. school year completed) 

41. 	 Stllbirthls): ill none 1) fresh 2) more thari 
19. 	 Husband's Occupatirn (Use Item 16 Codes! 32 one. fresh 3) one, macerated 4) more than one, 

6533-34 accrated 5I combination
20. Completed Years of Current Marriage (Union): 

42. Postpartum Maternal Status: 0) normal 1) compli
21. 	 Total L cation not requiring treatment, specify__Live Births: 	 21. 35-36Toaiv ith: 2) complication requiring treatment, 

22. 	 Children Now Living, number of males 37 specify __ 

f8 or more - 81 3) death, specify cause 66 
number of lemales - 38 

43. Maternal Blood Transfusion During Hospitalisation: 
23. 	 Number of Infant Deaths: (12 completed months or less) 0) none 1) yes, before delivery 2) yes, during delivery 

numrbcr of males 39 3) yes, after delivery 4) any combination of 1) 2), 
(8 or more - 8) and 3)L. 67 

number of females 40 

44. 	 Noar Foetal/Neonatal Complication: 0) none 1) yes, 
24. Number of Early Childhood Deaths: (eve 	 12 complet. before1abour 2) yes, during labour 3) yes, after ce

ed months through 60 completed monthsl livery 4) congenital malformation, specify condltion 
Iomoe number of males 41 16 

(8 or more - 8) 

number of females 42 SPECIAL STUDIES (To Be Filled In Upon Request) 

25. 	 Age of Youngest Child: (8 or more - 8) 43 45. Registration Status: 0) riot booked 1) hooked patient's 

choice 2) referred by physician 3) emergency26. 	 Number of Spontaneous Abortions: t8 or more = 8) 44 
admission 	 69 

27. Number of Induced Abortions. (8 or more - 8) 45 46. 	 Artificial Rupture of Membrane: 0)no 1) yes[ 70 

28, 	 Total Stillbirths: 18or more -8) 46 47. Oxy'.cin Administered: o)no if yes 71 

29. 	 Contraceptive Method Mainly Used in Three Months 48. 72-73 
Before Conception: 0) none 1) IUD 2) orals 
3) female sterilation 4) male sterilisatron 5) condom 49 _ _ I 7475 
6) withdrawal/rhythm 7) oam/diaphragm/lelly 14-7-5 
8) otherL.E_47 50. 	 Female Sterilisation at This Hospitalisation:

0) none 1) immediately after delivery 2) same day
MEDICAL DATA 	 3) 1-2 days later 4) 3-4 days later 5) 5-6 lays later 

46) 7-8 days later 7) 9 or more days later 
30. 	 Number of Prenatal Visits: Igor more - 8) 


B)8 other________________
 
31. 	 Primary Maternal Prenatal Condition NOT Requiring 51. Other Surgery This Hospitalisation: 0) none 

Hospitalisstion: 0) none I) anaemia 2) hypertension II immediately after delivery 2) same slay 3) 1-2 
31 ioxaemra 4) haemorrhage 5) hyperemesis days later 4) 3-4 days later 5) 5-6 days later 
6) disease of genital tract 7) systemic disease 6) 7-8 days later 7) 9 or more days later 
81other_ __ _ _77 49 8) other__ 
Specify details of above condition 

Complete These Two Items At rime Of Discharge 

32. 	 Primary Maternal Prenatal Condition Requiring 52. Number of Additional Children Wanted After This 
Hospilalisathon (UseItem 31 Codes) C eDelveryh.raeAr i 7850 D r81 other 
Specify details of above coiition 	 53. Post-Partum Fertility Cotrlol Planned or 

Used; 0) none 1) IUD 2) orals 3) female 
sterilisation 4) male sterilisation 5) condom 
6) withdtawal/rhythm 7) foam/diaphragm/lelly 
8) other E_ 79 

Recorder's Name 
MAT 4/7l 

Plaza. Suite 400, Chapel Hill,North Carolina 27514 USA 

A-12 PLEASE AIRMAIL TO: InternationalFertility Research Program, NCNB 



APPENDIX B 

SUMMARIES OF IFRP COMPARATIVE STUDIES AND PROTOC.ZILS 

IFRP COMPARATIVE STUDIES APPLICABLE AT 
EACH PERIOD IN THE FERTILITY CONTINUUMFERTILITY EVENTS 

Male Sterilization 00v.Study_ 

Cus 
- Blind IUD Study (Not Recently Pregnant Patients) W 

w Menstrual Period 

I Normal - IUD Insertion After Endometrial Aspiration I-. 

-vuation Menstrual Female Sterilization Studies (Not Recently PregnantCyl -- Studies of Oral Contraceptives 

2 Cycle	 I,
W ..]Patients) 

Last Menstrual Period 0 

Z Ovulation Weeks' 
I(feriizationl Gestation 

First Missed Menstrual Period 4 Menstrual Regulation Studies 

5 - Induction of Uterine Bleeding with Suction Curettage 
Positive I- Medical Versus Surgical Induction of Uterine Bleeding 

Pregnancy Test 6 

7 	 First-Trimester Abortion Studies
Second Missed Period 

- Study of D&C and VA for First Trimester Abortion 
8 - Cannulae Studies 

- Study of D&C and VA for Treating Septic or Aseptic ( 
Inevitable Incomplete Abortions 0 

10 - Blind IUD Study (Post First Trimester Abortion 
Insertion) W= 

11 - Female Sterilization Study (Concurrent to First W 
Trimester Abortion) > 

12 - Post Abortion Systemic Studies .. 

z 	 13 
Icc 

14 	 Mid-Trimester Abortion Studies 9 
- Study of Intra-Amniotic Saline, Intra-Amniotic Pros

15 taglandin F2 x, and Urea for Inducing Mid-Trimester 

Abortion16 - Blind IUD Study (Post Second Trimester Abortion 

17 Insertion) 
- Female Sterilization Study (Concurrent with Second 

18 Trimester Abortion) 
19 - Post Abortion Systemic Studies 

20
 

36 

:E 	 - Blind IUD Study (Post Term Delivery Insertion) 0WO 
- Female Sterilization Study (in the Immediate Post V 

T erm 
D e livery 	 Partum Period) 
- Post Partum Systemic Contraceptive Studies on ZW 

40 Post Partum Lactation 	 IL 

eL' 



AN OUTLINE OF THE PROTOCOLS
 

For all study areas (pregnancy termination, menstrual regulation, female and male sterilization, 
IUDs, and systemic contraceptives), the format of the protocols is basically the same. A brief 

outline of the formdt is given below. 

A. Methods, Techniques, Devices, Drugs to be Studied 

Each protocol specifies the "methods" to be studied. For some protocols the principal in

vestigator will specify, prior to initiating a study, the particular "method" he will study. For 

example, in the comparative IUD Study the principal investigator selects two or more IUDs 
from a list of !2 IUDs. 

B. Subject Selection 

All protocols specify the number of subjects to be studied as well as specifying certain cri

teria for subject selection. For the female sterilization, IUD, and systemic contraceptive studies, 
the principal investigator will specify the category of subjects he desires to study: not recent

ly pregnant, immediately post abortion, immediately post delivery. 

C. System of Randomly Assigning Methods, Techniques, Devices, Drugs to Subjects 

In all comparative protocols "methods" are randomly assigned to subjects as follows. The 

principal investigator receives from the IFRP a set of envelopes, each containing a Method In

dicator Card. The number of envelopes corresponds to the number of subjects in the study. 

Prior to performing the study procedure (abortion, menstrual regulation, sterilization, IUD in

sertion, or dispensing oral contraceptives) the physician opens the envelope corresponding to 

the subject's patient order number. The Method Indicator Card inside of the envelop( desig

nates the particular method to bt used in the procedure. 

D. Study Forms 

In addition to the IFRP forms which are completed for surveillance studies, comparative 

protocols require at least three additional forms: the Method List, Consent Form and Preg

nancy Confirmation Form. The principal purpose of the Method List is to obtain pertinent 

information on the study procedures that cannot be coded on the standard IFRP forms. All 

subjects in all comparative IFRP studies are required to sign the consent form regardless of 

whether the hospital/clinic where the study is being conducted has its own consent form. This 

is a requirenent of the IFRP's Committee for the Protection of the Rights of Human Subjects 

which must approve all of the IFRP's comparative protocols before they can be initiated in 
the field. 

E. Studl Personnel 

All comparative protocols require that the physicians who admit subjects into the study and 

who perform the study procedures be different from the physicians who are responsible for 
To minimize bias whenever feapost-procedure care and follow-up evaluation of the subjects. 

sible, the physicians responsible for follow-up care and evaluation of the subjects are kept una

ware of the specific procedure used for any subject. 
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Enter OR 

Premedication 

Anesthesia 

0 Incision* 
Immediate Complications/
Complaints 

Closure* 

Discharge OR 

Discharge Clinic ,_ 

7-21 day Follow-Up Early Postoperative
Complications/Complaints 

uJ 6-Month Follow-Up Late Postoperative 

12-Month Follow-Up Complications/Complaints 

* Operative time report: 

- Pain during procedure 
- Technical failure 
- Technical difficulties 
- Surgical difficulties 

DATA RECORDING SYSTEMS 
FOR COMPARATIVE STUDIES 

F. Supplies 

Prior to the start of a comparative study the principal investigator will receive from the IFRP 

all necessary supplies (forms and medical supplies) for the study. 

Before a comparative study can be initiated in the field it must be approved by the following 

review: 

- Medical Advisory Committee 
- Committee on the Protection of the Rights of Human Subjects 

- Research Review Committee 

The following are brief summaries of the comparative protocols that have been approved by 

the above committees. 
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I. PREGNANCY TERMINATION STUDIES
 

Plastic Rigid 
Cannula "- ' Flexible 

Vacuum 
Aspiration - Metal Vented 

Cannula '* ** Non-Vented Multiple Dose 

. ...ni 25 mg/ScheduleP,rostaglandin 

Jl 	 ~Without __-WihInrveosxtoi F 2 c, 40-20 mg 
Sterilization Saline Dose Schedule 

Strlzto FWith Intravenous Oxytocin 
Urea J Multiple DoseFirst Second 

TrimesterTrimester m NProstaglandin 25 mg/Schedule
W itF Single Dose 

50 mg/ScheduleSalineerilization 
Dilatation and 	 Hysterotomy 

Curettage 
n..i Dilatation and CurettageI p Aeptic 

Inevitable, Ase"icVacuum Aspiration 
Incomplete 

Dilatation and CurettageAbortion Septic 

Vacuum Aspiration 

A. 	 First Trimester Abortion Studies 

Comparative Study of the let-Ejector Cannula. The objectives of this study are to compare 

the Jet-Ejector cannula with and without the jet stream at the uterine opening for effective

ness, technical ease, and safety for performing induced abortions by vacuum aspiration in wom

en from 6-12 menstrual weeks' gestation. One hundred and fifty subjects will be aborted by 

each method. All subjects are required to return for a follow-up physical examination 2-4 
weeks after the abortion. 

Comparative Metal versus Plastic Cannula Study. The objective of the study is to compare 
plastic cannulae for performing abortions bythe performance of the 8 mm metal and 8 mm 

vacuum aspiration in women from 7-10 menstrual weeks' gestation. The different cannulae 

are each randomly assigned to 150 subjects. Only healthy women requesting artificial abortion 

are studied. Standard procedures for performing the vacuum aspiration will be followed. All 

subjects are required to return for a follow-up physical examination 2-4 weeks after the abortion. 

Comparative Flexible versus Non-Flexible Plastic Cannula Study. The objectives of the study 

to compare two types of plastic cannulae - flexible and non-flexible - for effectiveness,are 
and safety in performing artificial abortions by suction curettage in women fromtechnical ease 

6-12 weeks' gestation. Healthy women requesting a therapeutic termination of pregnancy are 

Each type of cannula will be used in aborting 550 subjects. Standardincluded in the study. 
All abortions willprocedures for performing abortions by suction curettage will be followed. 

be performed using sterile procedures with paracervical block anesthesia, and using a cannula 

size appropriate to the subject's gestational age. All subjects are required to return for a physi

cal examination 2-4 weeks after the abortion. 
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Comparative Study of Dilatation and Curettage and Vacuum Aspiration. The objectives of 

this study are to compare the effectiveness and complications of dilatation and curettage 
at 6-12

(D&C) and vacuum aspiration (VA) for performing artificial abortions in women 

A total of 420 subjects will be studied. 210 will be aborted by D&C and
weeks' gestation. 

Of the 210 subjects aborted by each procedure, 105 will be of
210 will be aborted by VA. 

105 will be of 11-12 weeks' gestation. Standard procedures for per
6-10 weeks' gestation and 

required to return for a follow-up visit
forming D&C and VA are followed. All subjects are 

and physical examination 2-4 weeks after the abortion. 

Comparative Study of Dilatation and Curettage and Vacuum Aspiration for Treating Septic 
are 

or Aseptic Inevitable Incomplete Abortions. The objectives of this study to compare dila

vacuum aspiration (VA) for effectiveness and safety in the
tation and curettage (D&C) and 

from 6-11 weeks' 
treatment of septic or aseptic incomplete or inevitable abortions in women 

from 6-12 weeks' gestation requesting treatment of an inevitable
gestation. Healthy women 
or incomplete abortion and consenting to participate in the study will be selected as subjects. 

subjects with any significant pre-existing systemic medical condi-
Excluded from the study are 

tions, subjects admitted to the hospital in shock (all types), and subjects not treated within 48 

hours after being admitted to the hospital. A total of 420 subjects will be studied; 210 will 

and 210 will be aborted by VA. For all subjects an intravenous drip of
be aborted by D&C 


IU oxytocin (10mu/cc) at a rate of 200 cc/hr

1000 cc of 5% dextrose in normal saline with 10 

procedures for performing D&C and VA
will be continued 	throughout the surgery. Standard 

Septic abortions will be treated using the typical doses of antibiotics ordinari
will be followed. 


performed using sterile procedures, with paracer
ly used at the institutions. All abortions are 

vical block anesthesia administered when necessary. All subjects are required to return for a 

physical examiration 2-4 weeks after the surgery. 

B. Second Trirriester Abortion Studies 

Comparative Mid-Trinester Abortion Study. The objectives of this study aie to compare
 

the effectiveness and complications of the intra-amniotic saline, intra-amniotic Prostaglandin
 

women at 16-20 weeks' gestation. The

(PGF 2 ,,) and hysterotomy methods for abortingF2 ,4 

without concurrent sterilization and the
saline and PGF 2 ,, 	methods will be studied with and 

hysterotomy method with concurrent sterilization only. Two dose schedules of intra-amniolic 

a single dose of 50 mg PGF2,,, and (2) an ini-
PGF2,, administration will be evaluated: (I) 

tial dose of 25 mg PGF2,, rereated at 6, 24, and 30 hours if the patient does not abort. With 

either the saline or PGF2,, methods the trial is declared a failure if the patient fails to abort 

to complete the abortion. All
within 72 hours, in which case a second method will be used 

Abortion methods will be ran
sterilizations will be performed using the Pomeroy technique. 

by each method in both the abor
domly allocated to subjects. Fifty subjects will be aborted 


All subjects are required to

tion with sterilization and abortion without sterilization groups. 


return for a follow-up visit and physical examination 2-4 weeks after the abortion.
 

Comparative Study of Intra-Amniotic Saline, Intru-Armniotic Prostaglundin F2,, and Urea 
to compare the effec

for Inducing Mid-Trimester Abortion. The objectives of the study are 
(I) intra-amniotictiveness and complications of the following four methods of abortion: 


40 mg dose of PGF2,, intrahypertonic saline with intravenous oxytocin (200 mu/min), (2) 

dose of 20 mg 24 hours later if the patient has not yet
amniotically administered with a repeat 

aborted, (3) a 25 mg dose of PGF 2 intra-amniotically administered after intra-cervical place

mg of PGF 2 ,, 6, 24, and 30 hours later if 
ment of laminaria tents, with a repeat dose of 25 

the patient has not yet aborted, and (4) in 80 gm dose of urea intra-amniotically administered, 
The study will also evaluate whether with each of

and intravenous oxytocin (200 mu/min). 


the above abortion methods the administration of intravenous oxytocin after delivery of the
 

B-5 



fetus results in increased rates of placental expulsion and/or changes in maternal morbidity. 

One hundred subjects will be aborted by each method in a study design where methods are 

randomly assigned to subjects. If a subject does not abort within 48 hours of amnioinfLusion, 

the trial is declared a failure and the subject will be aborted by the conventional means of 

the institution. Following abortion of the fetus, intravenous oxytocin (200 mu/min) will be 
If the subjectcontinued or initiated for one half of the subjects aborted by each method. 


does not spontaneously expel the placenta within 4 hours of abortion of the fetus she will be
 

treated by the appropriate conventional therapy. All subjects are required to return for a
 

follow-up examination 2-4 weeks after the abortion.
 

I. MENSTRUAL REGULATION 

Electrical Cannula 
Vacuur' Studies 

f Sour ce 
S u c t i o n -<. 
Curettage 

, 50 cc . CannulaMenstrual 
Regulation Syringe Studies 

Prostaglandin F2 ,
(5 mg) 

Comparative Menstrual Regulation Stud) Pie Induction of Uterine Bleeding witi Suction 
ire to compare the relative effectiveness, safety, andCurettage. 1he objectives Of the study 


technical ease of performing menstrual regulation (MR) with different vacuum sources (Berke

ley pump or 50 cc Karman Syringe), and different types (flexible or non-flexible) and sizes
 
as suction curettage performed in wom(4, 5, 6 mm) of cannulae. In this 	study MR is defined 

is not pregnant or does en with a delayed menstrual period of 1-14 days to insure the woman 

type and size of cannula, 200 subjects
not continue to be pregnant. For 	each vacuum source, 

will be studied. Standard surgical 	procedures for performing abortions by suction curettage
 

required to return for a physical examination 2-4 weeks afwill be followed. All subjects are 

ter the MR, at which time a pregnancy test will be administered to eaCh subject. All subjects
 

consenting to participate in the study will consent to have a therapeutic abortion by the usual
 

methods of the institution if they contirue to be pregnant.
 

Medical versus Surgical Induction of UterineComparative lenstrual Regulation Study --


Bleeding. The objectives of the study are to compare the continuation of pregnancy, compli

cation, and side effect rates of the intrauterine administration of PGF 2 ,, and the suction curet
women
tage methods of menstrual regulation (MR), i.e., the induction of uterine bleeding in 


14 days. For each MR procedure 100 subjects will
with a delayed menstrual period of up to 

be studied. Only healthy women with a delayed menstrual period of at most 14 days, and who
 

have a positive pregnancy test prior to the- MR will be selected as subjects. Prior to PGF2,,
 
100 mg meperidine hydrochloradministration all subjects will be sedated intravenously with 


ide, 0.4 mg atropine, and 20 mg diazepam (valium). Five milligrams of PGF 2 ,, dissolved in 2
 

ml of 0.9% normal saline are administered over a 20 minute period, transcervically through a
 

1.5 mm (OD) polyethylene catheter through the undilated cervix into the uterine cavity to the
 

All subjects undergoing MR with suction curettage will first be administered a paracerfundus. 

vical block. Standard surgical procedures lor performing abortions by suction curettage will be
 

The suction curettage will be performed with a 6 mm flexible plastic cannula and a
followed. 

""
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50 cc syringe. All subjects are required to return for a follow-up history and physical exami-
At the time of the firstnation two weeks after the MR, and again at 8 weeks after the MR. 


follow-up visit a pregnancy test will be administered to each subject. All subjects consenting
 

to participate in the study will consent to have a therapeutic abortion by the usual methods
 

of the institution if they continue to be pregnant.
 

Ill. STERILIZATION 

A. Female 

Comparative Femule Sterilization Study. Each investigator participating in the comparative 
more methods of sterilization, with the

female sterilization studies will select for study two or 
The techniques of tubal

appropriate surgical approach, in the appropriate category of patients. 


occlusion are: Modified Pomeroy, hemo-clip, spring-loaded clip, tubal ring, and cautery. The
 

Excision-
Ligation 

Laparotorny Modified 

Pomeroy
_DouJble .

Double~CauterV 

Puncture Rings 

Laparoscopy Cautery 

Female Single
Puncture ingsSterilization 

__Modified Ctips
Culdoscopy oeo 

Hemo-Clips 

__ Modified 

Pomeroy 
Colpotomy 'n 

Hemo-Clips 

surgical approaches are laparotomy, colpotomy, culdoscopy and laparoscopy. The categories of 

patients are: not recently pregnant, immediately post abortion, and post term delivery. The 

objectives of the studies are to compare the complications, cost, and technical ease of perform

ance of different methods of sterilization. A total of 150 subjects will be sterilized by each 

method. Only healthy subjects over 2 1 years of age, legally capable of consenting to the steril

ization, and consenting to participate in the study will be selected as subjects. All subjects will 
care and will be requested to rehave easy accessibility to the hospital for 24-hour emergency 

1 year after the surgery.
turn for follow-up examinations at 7-21 days, 6 months and 
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B. Male 

Comparative Male Sterilization Study. The objectives of the study are to compare the 
complications and failure rates of the sterilization techniques noted below. Each investi

gator will select two of the techniques for study in a study design where the techniques are 

randomly assigned to subjects. Two hundred subjects, over 21 years of age, legally capable of 
asconsenting to the sterilization, and consenting to participate in the study will be selected 

subjects. All subjects will return for follow-up examination 7-15 days after the sterilization, 
and after at least fifteen ejaculations after the sterilization to present a semen specimen for 
analysis. The absence of sperm in the semen will document sterility. If this test indicates the 

presence of sperm in the semen the subject will submit another semen specimen after at least 5 
ejaculations. All subjects are required to return for a physical examination and semen test six 

months post sterilization. 

1. Excision and Ligation of the Cut Vas Ends 
(Standard Technique) 

2. Cutting of the Vas, Proximal (testicular) 
Segment Folded and Ligated, Distal 
Segment Ligated Only 

Comparative Vasectomy 3. Excision of Vas, Ligation of Proximal 
Techniques (testicular) 

4. 	Tantalum Clip Application 
5. 	Fulgarization of the Lumens of Cut Vas 

Ends (Schmidt technique) 
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IV. INTRAUTERINE CONTRACEPTIVE DEVICES
 

Mt Copper-7 

Loaded Spring Coil with Copper 
Lode Copper-T-200 

Standard Spring Coil 

Dalkon Shield Standard - Small 

Saf-T-Coil 33-S 

Intrauterine Plain Saf-T-Coil Nullip 25-S 

Lippes Loops A,C,D 

Antigon F 

IUM 

Hormone Spring Coil with Progesterone 
Bearing 

Comparative "Blind" IUD Study. The ohjectives of the study are to compare the continu

ation rates and the specific complications associated with two or more IUDs over a two-year 

period. Only women with no gynecologic abnormalities who have not previously used an 

IUD will be studied. The principal investigator will select two or more IUDs for study using 

one patient category. The study IUDs include: Spring Coil with or without copper, Spring 

Coil with progesterone (60 mg), standard Dalkon Shield, small Dalkon Shield, Copper 7, Lippes 

Loops A, C, and D, Saf-T-Coil-33-S, Saf-T-Coil Nullip 25-S, Copper T-200, Antigon F and IUM. 

Other IUDs will be included as they are developed. The patient categories are: immediate 

post abort Jn, immediate post delivery, not recently pregnant (multigravida), and nulligravida. 

All IUDs are inserted within I week of the first day of the subject's last normal menstrual 

period, abortion, or delivery. Each studied IUD is assigned to 450 subjects. IUDs will be 

compared in a program of regularly scheduled follow-up clinic visits at one, three, six, twelve, 

eighteen, and twenty-four months post insertion. 

Insertion Techniques - Evaluation of Endometrial AspirationComparative Study of IUD 
Prior to IUD Insertion. The objective of the study is to determine if aspiration of the endo

metrial tissue immediately prior to IUD insertion will result in significantly lower rates of spe

cific complications, 'UD expulsion, and IUD removal for bleeding or pain over a six-month 

period of time. A total of 540 subjects will be evaluated; 270 subjects will undergo an endo

metrial aspiration prior to IUD insertion and 270 subjects will have the IUD inserted without 

performing an endometrial aspiration. The principal investigator will select one IUD for study 

from a list of IUDs, and will specify the category of subjects to be studied - nulligravida 

or multigravida. All subjects will be followed up at one, three, and six months post IUD 
insertion. 
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V. SYSTEMIC CONTRACEPTIVES
 

Ovral 

Systemic Daily Norlestrin - 1mg, 2.5 mg 
Contraceptives Combined 

Orals Demulen 

Norinyl - 1 +80, 1 + 50 

Comparative Studies of Oral Contraceptives. The objectives of the studies are to compare 

continuation rates and the incidence of specific side-effects for two or more oral contraceptives. 

15 to 44 years of age desiring oral contraceptives will be studied. NotHealthy women from 

included in the studies are: (1) women using oral contraceptives for therapeutic reasons, (2)
 

who have used any systemic contraceptives during the past six months, and (3) women 

whose medical histories indicate that oral contraceptives are an unsuitable method of contracep
one of two dif

women 

tion. The principal investigator will select two or more study drugs for study in 
The study drugs include Ovral, Norlestrinferent comparative studies using one patient category. 

routinely1 mg, Norlestrin 2.5 mg, Demulen, Norinyl 1 + 80, and Norinyl 1 + 50, which are 
as they are developed and approvedprescribed in the United States. Other drugs will be added 

for human use. The two comparative studies are: inter-comparison of daily oral contraceptives, 

and cross-over study of daily oral contraceptives. The patient categories are: not recently preg

nant, immediate post abortion and immediate post delivery. The oral contraceptives will be 

compared in a program of regularly scheduled follow-up visits, which are more frequent than 

in the United States using the study drugs. All womenthose routinely required for women 

will be followed for one year. At the beginning and completion of the study all subjects will
 

undergo a complete physical examination. Each study drug is assigned to 305 subjects. 
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APPENDIX C
 

STUDY STATUS REPORTS
 

DEMOGRAPHIC ANALYSES 

CONTRACEPTIVE ACCEPTANCE Age 

Parity BPregnancyBefore Aftr Outcome 18 20 22 24 

Abortion 
Tubec Induced 

Orals Spontane-
IUD outs 

Conven Now Living 

Other Children 
Male 

Non. Female 

Age- Unkn - - -

CLINICAL ANALYSES 

COMPLICATION RATE Abortion Surgical Time (Hrs) 

Rate By With Without 

I Procedure Comp. Comp. 

Procedure 1 0.10 0.25 

Procedure 2 0.15 0.18 

Procedure 3 0.15 0.17 

Procedure Procedure 
1 2 

Procedure 
3 Hours 

3 7
 



I. STATUS OF PREGNANCY TERMINATION STUDIES 

Summary of Results 

- VA compared to D&C when performed in gravidas at 13-15 weeks' gestation is associ

ated with significantly higher rates of complications. 

- Performing D&C at 13-15 weeks' gestaticn appears to be safer than waiting until after 

15 weeks' gestation and administering intra-amniotic hypertonic saline. 

-The incidence of complications for saline abortion increases with the duration of pla

cental retention, while the hourly rates of spontaneous expulsion of the placenta decrease. 

Surgical removal of the placenta appears indicated if it is not spontaneously expelled 

within two hours of delivery of the fetus. 

with intravenous oxytocin is associated withIntra-amniotic hypertonic saline augmented 
25.5 hours) compared to intra-amnioticshortened instillation-to-abortion times (median, 


hypertonic saline without supplemental oxytocin (median, 33.3 hours). The instillation

to-abortion time does not depend on the rate of oxytocin adminisiration (17-64 miu/
 

min), but does depend on the time of administration. Oxytocin initiated within 8 hours
 

after saline instillation decreases the instillation-to-abortion time.
 

150 ml of amniotic fluid prior to the instillation of 200 ml of 20%Removal of 100 or 

hypertonic saline is associated with similar cumulative abortion rates, complication rates,
 

and rates of placental retention when compared to the instillation of 200 ml of 20%
 

hypertonic saline without removal of amniotic fluid.
 

not dependent on the patient's
- Instillation-to-abortion times for intra-amniotic saline are 


gestational age (16-24 weeks'), age, race, or pariLv.
 

prolongedControllable risk factors associated with infection after saline abortion are: 

instillation-to-abortion time, repeat instillations, and the techniques used by the physician 

performing the instillation. The only controllable risk factor associated with hemorrhage 

is placental retention beyond one hour's duration. 

Compared to the single 50 mg PGF2(, dose schedule, the 25 mg multiple dose schedule 

(additional 25 mg PGF2(, injected at 6, 24, and 30 hours if abortion has not yet occurred) 

results in shortened median instillation-to-abortion times (17.4 20.8 hours), and similarvs. 


rates of complications and side effects except for vomiting.
 

Both the 50 mg and repeated 25 mg PGF2, dose schedules have shorter instillation
26.3 hours), higherto-abortion times than 200 ml of 20% hypertonic saline (median, 

rates of incomplete abortion, and higher rates of gastrointestinal side effects. 

significantlySterilization via laparotomy with a Pomeroy ligation of the tubes does not 
15-20 weeks' gestationincrease the complication rates after terminating pregnancies at 

with either intra-amniotic PGF2,, (single or multiple dose schedule) or intra-amniotic 

hypertonic saline. 
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- In some studies complication rates are significantly higher for women who probably 

had an illegally induced abortion compared to women who probably had a spontaneous 

abortion. Rates of serious complications and death from spontaneous (including il

legally induced) abortions are significantly higher than for legally induced abortions. 

- Vacuum aspiration has become the most frequently used procedure for performing 

iinduced first trimester abortions. Many institutions now perform the procedure on an 

outpatient basis without the use of general anesthetics. The complication rate of the 
procedure is low. 

With respect to all criteria of performance (rates of specific complications, blood loss,-

frequency of cannula reinsertion, amount of retained tissue) there are no significant 

differences between the metal and flexible plastic (Karman type) cannulae for terminating 
pregnancies of 7-10 weeks' gestation by vacuum aspiration. 

The vented and nonvented cannulae result in similar rates of effectiveness and compli-

cations when used for terminating pregnancies at 7-12 weeks' gestation. 

Active Straight and Surveillance Studies 

NUMBER OF NUMBER OF 

STUDY CENTERS CASES LOADED 

Induced Abortion 
- First trimester procedures only 5 1,393 

- First and second trimester procedures 15 11,076 

20 12,469 

19 10,858Threatened, Inevitable, Incomplete Alxirtion 

Completed Straight and Surveillance Studies 
NUMBER OF NUMBER 

CENTERS OF CASESSTUDY 

Induced Abortion 
- First trimester procedures only 18 1,475 
- First and second trimester procedures 16 12,854 

34 23,310 

Threatened, Inevitable, Incomplete Abortions 13 4,195 
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Active Comparative Siudies 

GESTATIONAL NUMBER NUMBER OF 

STUDY AGE (WEEKS) OF STUDIES CASES PLANNED 

Vented vs. Nonvented Cannulae 6-12 2 600 

Metal vs. Plastic Cannulae 7-10 3 900 

Flexible vs. Rigid Plastic Cannulae 6-12 2 2,200 

D&C vs. Vacuum Aspiration (induced 6-12 2 840 

abortions) 

Mid-Trimester Study: Saline; 50 mg dose 16-20 4 1,300 

PGF2,; multiple 25 mg dose PGF2ct (one-half 

of the cases sterilized after the abortion) 

Completed Comparative Studies 
GESTATIONAL NUMBER NUMBER 

STUDY 	 AGE (WEEKS) OF STUDIES OF CASES 

Vented vs. Nonvented Cannulae 	 6-12 2 600 

7-10 4 1,200Metal vs. Plastic Cannulae 

Mid-Trimester Study: Saline; 50 mg dose 16-20 1 300 

PGF2,; multiple 25 mg dose PGF2( (one-half 

of the cases sterilized after the abortion) 

Planned Comparative Studies 

GESTATIONAL NUMBER 

STUDY AGE (WEEKS) OF STUDIES 

Vacuum Pressures: 40 vs. 60 mg HG 6-12 1
 

Metal vs. Plastic Cannulae 6-12 2
 

D&C vs. Vacuum Aspiration (induced 6-12 12
 

abortions)
 

D&C vs. Vacuum Aspiration (inevitable, 4
 

incomplete abortions)
 

Mid-Trimester Study: Saline; 50 mg dose 16-20 1
 

PGF2o,; multiple 25 mg dose PGF2c 

Mid-Trimester Study: with I.V. oxytocin 16-20 5 

PGF2ax 40-20 mg dose schedule; PGF2a 
repeated 25 mg dose schedule augmented with 

laminaria tents; 80 gm urea with I.V. oxy

tocin; 80 gm urea with 10-20 mg PGF2, 

- 16-20 1Mid-Trimester Study: Saline I.V. oxytocin 
vs. intra-amniotic oxytocin 

1Mid-Trimester Study: Extra-amniotic saline, 16-20 

20 cc at 3-hour intervals - oral methergin 

vs. no methergin 
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II. STATUS OF MENSTRUAL REGULATION STUDIES 

Summary of Results 

- The Pregnosticon Dri-Dot pregnancy test is not an adequate test for discriminating 
between subjects who are pregnant and who are not pregnant prior to the MR. 

- The proportion of patients documented (products of conception in aspirated uterine con

tents) to be pregnant increases from about 30 percent for patients at less than 32 days of 

amenorrhea to over 80 percent for patients at 46-49 days of amenorrhea. 

Regardless of the size of cannula (4, 5, or 6 mm), vacuum source (50 cc syringe, electric 

pump), or length of amenorrhea, rates of significant complications are low - less than 

3 percent in most of the studies reported by the IFRP. In fact, the variations in compli

cation rates among centers does not appear to be related to the equipment used but 

does appear to be related to the training and experience of the physicians performing 

the procedures. 

-. 	 Complication rates are higher for patients documented to be pregnant than for patients 
who are not pregnant at the time of MR. 

- Higher rates of complications have been reported for MRs performed in countries where 

artificial abortion is illegal than in countries where it is legal. 

-	 The overall failure rate of MR to terminate pregnancy is about 2 percent. 

While the type of vacuum source, cannula size, and length of amenorrhea may be fac

tors which are related to the failure rate of MR, these factors cannot be adequately eval
vacuum sourcesuated since the failure rates vary from center to center in which the same 

and type of cannula are used, and the subjects were similar with respect to the lengths 
of amenorrhea. Tl "h inter-center variation in the failure rate of MR may reflect the ex

perience and training of the physicians who perform the MR procedures. 

One study has demonstrated that nurse-midwives can be trained to perform MRs, that 

their complication and failure rates are no different than those of physicians who per

formed the procedure. However, in one study where nurse-midwives had been inade

quately trained high rates of complications and failure were obtained. 
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Active Studies 

STUDY NUMBER OF 

STUDY NAME NUMBER CASES LOADED 

14 Days Delayed, Days 302 4,436
 
Amenorrhea 21-45
 

Negative First Test, S 14 301 49
 
Days Delayed Amenorrhea
 
21-45
 

Czapo Protocol, 304 5
 
Prostaglandin
 

Days Amenorrhea k 21 305 1,823
 

Vacuum Source, Syringe or 310 200*
 

Flask 

Surveillance 399
 

Received but not loaded 

Completed Studies 

STUDY NUMBER OF 
STUDY NAME NUMBER CASES LOADED 

Negative First Test, :1 14 301 670
 

Days Delayed Amenorrhea 
21-45
 

14 Days Delayed, Days 302 2,834 
Amenorrhea 21-45
 

Laufe Protocol 303 306
 

Estrogen to Induce Bleeding 306 300
 
in Non-Pregnant Women,
 
MR One Week Later for Non-
Bleeding, Pregnant Women 

Total All Completed Studies = 4,110 

Planned Studies 

STUDY NUMBER OF 
NUMBER STUDIESSTUDY NAME 

8
14 Days Delayed, Days 302 

Amenorrhea 21-45
 

Days Amenorrhea k 21 305 2
 

Surgical vs. Medical 309 3
 

6 mm Metal vs. Plastic 311 1
 

Cannula
 
1
Vacuum: Berkeley vs. 312 


Syrih-r>e 
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III. STATUS OF IUD STUDIES
 

Summary of Results 

- Results from the small (119 first insertions) multiclinic trial of the Pleated Membrane 
(IUM) indicate that pregnancy with the device in situ and expulsion will not be a 

major problem. However, complaints of intermenstrual bleeding and removals for 

bleeding were frequent amont the IUM users. From these initial trials, design modifi

cations have been made with the intention of reducing the bleeding problems associated 

with the IUM. These trials have only recently been initiated and results are not yet 

available. The IUM may be better suited for post-abortion rather than inter- or intra

menstrual insertions based on the preliminary results reported from one center. 

- The results from two independent studies of the Spring Coil IUD have confirmed the 

finding of a very low pregnancy rate, but high rates of expulsion and removal for pain 

and/or bleeding. However, in these two independent studies the Spring Coil was 

inserted immediately after an induced abortion, whereas in the initial study of this 

device all insertions were either inter- or intra-menstrual. 

- In a five-year follow-up study of two variants of the M-device (M-211 and M-213), high 

retention rates were reported for both devices. Although the removal rates of the two 

devices were similar at the end of 5 years, the M-21 1 device was associated with lower 

pregnancy rates. Removal rates for pain and/or bleeding for either M device were similar 

to those reported for the Lippes Loop D. However, as with most stainless steel devices 

with a thin edge, embedding of the M device in the endometrium complicated its removal. 

A small (354 first insertions) multiclinic trial of the Anderson latex leaf IUD when in

serted in the interval and immediate post-partum periods, gave one-year pregnancy, 
expulsion and removal rates similar to 625 interval insertions of the Lippes Loop D 
at the same clinic. 

-

- Although the one-year bleeding/pain removal rate of the Lem IUD is low for immediate 
post-partum insertions, the one-year pregnancy and expulsion rates of this device appear 

to be less than optimal. While no uterine perforations with the Lem IUD have been re

ported, there is thought to be an increased risk of uterine (cervical) perforation with the 
"arms" of this device in puerperal insertions. 

- The safety and efficacy of interval insertion of the Dalkon Shield were documented in 
two large retrospective studies of 2,848 first insertions from a single clinic, and 1,969 
first insertions from a group of 3 clinics. Pregnancy and expulsion rates in this study 

similar to those reported by the University of Exeter in their large-scale field trialwere 
of the Dalkon Shield. Of the 107 women who become pregnant, incomplete information 

was obtained on the outcome of all pregnancies. However, for the 56 cases where the 

outcome was known, no instance of septic spontaneous abortion in the second trimester 
of pregnancy was reported. 

- The Dalkon Shield can be safely irserted immediately after an inevitable or incomplete 

abortion with satisfactory performance of the device. However, compared to interval 
obtained.insertions of this device, higher 6-month rates of pregnancy and expulsion were 

C-7
 



In a study of 408 post-partum insertions of the Dalkon Shield the one-year pregnancy 
and expulsion rates were higher than those reported from centers performing inter
and intra-menstrual insertions. The one-year removal rates for pain, bleeding or medical 
reasons were similar for post-partum and interval insertions of the device. 

Based on 198 insertions of the Cu-7 and 200 interval insertions of the Cu-T 200 at a 

single center, higher rates of pregnancy, expulsion and bleeding/pain removal were ob

tained with the Cu-7 during the entire study period (24 months). Some of these differ

ences may be in part related to the prior contraceptive practice of the two groups 
37.4 percent of the Cu-7 compared to 83.5 percent of the Cu-T patients had previously 

used an IUD. 

Two studies with the Weiss device were terminated after 45 insertions because of a high 

number of expulsions and the incidence of heavy and prolonged bleeding. While the 

device took the shape of the Lippes Loop on insertion in a few cases, more often it 

assumed an irregular, three-dimensional shape. 

Tecna IUD study is ongoing but at the end of one year, displacement and subse-The 

quent expulsion and/or pregnancy is a major problem. Nearly 10% of the devices were 

spoiled because of difficulties related to inflation of the bag at the time of insertion. 
The fact that these difficulties were encountered in the hands of a skilled investi
gator suggests that technical difficulties such as the loading of the saline and pos
sible leakage are currently a major barrier to the use of this IUD. 
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Active and Completed Straight Studies 

IUD 

Spring Coil - Progesterone 

Spring Coil - Mestranol 

Spring Coil - 500 mg Cu 

Spring Coil - Plain 

Quadracoil - 85 mm 2 Cu 

U-Coil - Cu 

Lippes C 

Lippes C - 150 mm2 Cu 

Lippes D 

Dalkon Shield 

Cu-7 

Cu-T-200 

Weiss 

Szontagh 

Tecna 
Grafenberg Ring 

Anderson Leaf 

LEM 

Completed Comparative Study 

IUD 

NUMBER OF PATIENT 
STUDIES CATEGORY 

1 Post Menses 

1 Post Menses 

1 Post Menses 
Post Abortion 

5 Post Menses 
Post Abortion 

1 Post Menses 

1 Post Menses 

4 Post Menses 
1 Post Menses 

4 Post Mer ies 

7 Post Menses 
Post Abortion 

3 Post Menses 

3 Post Menses 
Post Abortion 

1 Post Menses 

2 Post Menses 

1 Post Menses 

1 Post Menses 

1 Post Partum 

1 Post Partum 

NUMBER OF
 
CASES
 

100 
100 

100 
261 

228 
1,438 

250 
250 

1,479 
250 

1,248 

5,502 
500 

698 

1,682 
158 

45 

4,847 
278 

100 

371 

1,495 

PATIENT NUMBER OF 
CATEGORY CASES 

M-211 vs. M-213 Post Menses 841 

Planned Straight Studies 
NUMBER OF PATIENT 

IUD STUDIES CATEGORY 

U-Coil 2 Post Menses 

Cu-F-200 1 Post Menses 
Post Abortion 

Szontagh with Copper 1 Post Menses 

IUM small 1 Post Abortion 

Lippes C with Copper 1 Post Menses 

Cu-T-200 1 Post Menses 

Textured IUD (Battelle) 1 Post Mense
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Planned Comparative Studies 

PATIENT NUMBER OF 
IUD CATEGORY CASES 

IUM: 

- Standard, modified Post Menses 200 
wishbone 

- Standard, hydrophilic Post Menses 200 
coated 

- Standard, medium, Post Menses 300 
modified wishbone 

- Standard, hydron Post Menses ?00 
EVA 

- Standard, medium Post Menses 200 

- Standard, modified Post Menses 500 
wishbone 

- Standard, EVA, Post Menses 300 
modified wishbone 

- Standard, EVA Post Abortion 200 

- Standard, modified Post Abortion 300 
wishbone, Lippes D 

Cu-7, Lippes D Post Menses 450 

Quadracoil: Plain, 
85 mm2 Cu 

Post Menses 450 

Lippes C, Lippes C with 
150 mm2 Cu 

Post Menses 450 

Lippes D: Plain, Post Menses 300 

200 mm2 Cu 

Anderson Leaf: 

- Plain vs. Cu Post Menses 200 

- Plain vs. Cu-Zn Post Menses 200 

- Cu vs. Cu-Zn Post Menses 200 
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IV. STATUS OF FEMALE STERILIZATION STUDIES 

Summary of Results 

- When offered in service programs, colpotomy, culdoscopy, laparotomy and laparoscopy 
all have clinically acceptable rates of safety. However, the vaginal techniques are associ
ated with higher overall rates of complications (mostly pelvic infections) when compared 
to the abdominal techniques. While wound complications were rarely noted after sterili
zation via the vaginal route, they were relatively frequent after sterilization via the 
abdominal route. 

- A study of interval, post-abortal, and puerperal sterilizations via laparotomy with the 
modified Pomeroy technique indicated: 

* The rates of complications were similar for the interval, post-abortion 
(by D&C or vacuum aspiration), and puerperal cases (by vaginal delivery). 

• The complication rates and rates of readmission for treatment of compli
cations were higher for hysterotomy and sterilization than for sterilization 
after an abortion by D&C or vacuum aspiration. 

• Cesarean section with sterilization has a higher morbidity than vaginal 
delivery with sterilization. The higher rates were more likely attributable 
to the cesarean section than to the sterilization procedure. 

- Sterilization via laparotomy with a Pomeroy ligation of the tubes does not result in 
significantly increased complication rates after abortion at 15-20 weeks' gestation with 
either Prostaglandin F2., (single 50 mg or multiple 25 mg dose schedule) or hypertonic 
saline. 

- Costs to the patients in terms of surgical and hospitalization time and time required for 
patients to resume their normal activities are lower for the endoscopic procedures com
pared to either colpotomy or laparotomy. 

- When performed in a single clinic, laparoscopy and culdoscopy resulted in similar rates 
of operative and early post-operative complications. Both procedures were acceptable 
to the patients. 

Laparoscopic and culdoscopic sterilizations can be safely performed on an outpatient 
basis using local anesthetics. 

- Laparoscopic sterilization performed within 84 hours of a normal term delivery appears 
to be a practical procedure which does not significantly increase the duration of post
partum hospitalization. 

- Outpatient laparoscopic sterilization combined with first trimester abortion by vacuum 
aspiration (VA) does not result in significantly increased rates of complications or hos
pitalization when compared to outpatient first trimester abortion performed by VA as 
a single procedure. 

- A study of interval sterilizations via laparoscopy with electrocoagulation (980 cases), 
spring-loaded clips (991 cases), and tubal rings (312 cases) for tubal occlusion indicated: 
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* Rates of operative and early post-operative complications were similar for the
 
- operative, 1.2%, early post-operative, 1.9%.
three techniques of tubal occlusion 

* Rates of technical failure, i.e., failure to perform the elected technique of occlusion, 
than for elecwere significantly higher with the spring-loaded clip technique (1.5%) 


trocoagulation (0.4%), or tubal tings (0.0%).
 

* Rates of technical difficulties at surgery not requiring a change in the planned
 

sterilization technique were significantly higher for the spring-loaded clip tech

nique (6.8%) compared to electrocoagulation (3.5%) or tubal ring (2.9%) tech

niques. Mechanical and/or optical difficulties with the prototype spring-clip
 
the major sources of technical failures and difficulties.applicator were 

studies of interval sterilization via laparoscopy with electrocoagulation and 
- Comparative 

division of the tubes or the application of spring-loaded clips in which the technique of 

to subjects indicated:tubal occlusion was randomly assigned 


Technical difficulties were more frequent with the spring-loaded c!ip technique,
 

primarily as a result of mechanical problems with the laparoscope.
 

Rates of surgical and early post-operative complications were similar for the two 

techniques. 

more frequent after the application of spring-loaded clips.Post-operative pain was 
However, rates of post-operative complaints including pain were similar for the two 

techniques. 

women sterilized via laparoscopy with electro
- In a long-term follow-up study of 635 

obtained based on 86.2coagulation and division of the tubes, the following results were 
seen for at least one follow-up examination 4 to 31percent of the patients who were 


months post-sterilization:
 

The failure rate (pregnancy rate) of the procedure was 0.7 percent.
 

Significant gynecological abnormalities occurred in 2.4 percent of the cases 

within 4 to 8 months, in 3.0 percent of the cases within 15 to 21 months, and 

in 1.4 percent of the cases within 22 to 31 months of sterilization. 

Some changes in menstrual function occurred. There was an increase over time 

in the proportion of patients who developed irregular menstrual cycles and 

dysmenorrhea. 

- Sterilization camps offer a convenient method of providing sterilization services to
 

in areas where such services are not generally available. The overall complicawomen 
tion rate for camp sterilizations performed by the physicians from one hospital was 

not higher than for inpatient sterilizations performed at this hospital. 



Active and Completed Surveillance and Straight Female Sterilization Studies by Procedure, 
Technique, and Long-Term Follow-Up Category 

CASES WITH 

FOLLOW-UP 


STERILIZATION TECHNIQUES OF NUMBER NUMBER 
PROCEDURE TUBAL OCCLUSION STUDIES PATIENTS* 

Culdoscopy T3ntalum Clips 3 268 

Pomeroy, Modi- 4 494 
fied Pomeroy 

Cautery 

Fimbriectomy 2 26 

788 

Colpotomy Fimbriectomy 2 51 

Pomeroy, Modi- 3 54 
fied Pomeroy 

Madlener 

Purandare 2 266 
Technique 

371 

Laparoscopy Cautery 15 2,303 

Spring-Loaded 10 1,217 
Clips 

Tubal Ring 1 399 

Pomeroy, Modi- 1 28 
fied Pomeroy 

3,947 

Laparotomy Fimbriectomy 2 336 

Pomeroy, Modi- 9 2,663 
fled Pomeroy 

Supra-Pubic Uter-
ine Elevation-
Pomeroy 

Supra-Pubic 
Proctoscopy-
Pomeroy 

Madlener 

Purandare 3 904 
Technique 

Uchida 

Irving 1 42 

3,945 

CASES WITH NO
 
FOLLOW-UP
 

NUMBER NUMBER 
STUDIES PATIENTS* 

1 37 

37 

2 170 

8 972 

1 23 

2 261 

1,426 

5 199 

199 

3 40 

13 4,161 

1 39 

1 13 

1 116 

2 202 

2 44 

4,615 

* Number of cases processed as of March 1, 1975. 
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Active Comparative Female Sterilization Studies 
by Procedure, Technique, and Category of Patients 

STERILIZATION TECHNIQUES OF 

PROCEDURE TUBAL OCCLUSION 

Laparoscopy 	 Cautery, Spring-Loaded 
Clip 

Culdoscopy, Tantalum Clips, 
Laparoscopy, Cautery 

Planned Straight Female Sterilization Studies by 
Procedure, Technique, and Category of Patients 

STERILIZATION TECHNIQUES OF 
PROCEDURE TUBAL OCCLUSION 

Culdoscopy Tantalum Clips 

Pomeroy, Modified Pomeroy 

Cautery 

Colpotomy Fimbriectomy 

Pomeroy, Modified Pomeroy 

Laparoscopy Cautery 

Spring-Loaded Clips 

Tubal Ring 

Laparotomy Fimbriectomy 

Pomeroy, Modified Pomeroy 

Tubal Ring 

Supra-Pubic Uterine 
Elevation-Pomeroy 

Supra-Pubic Uterine 
Elevation-Tubal Ring 

Supra-Pubic Proctoscopy-
Pomeroy 

Hysteroscopy Cautery 

Corrosive Dyes 

Transcervical Transcervical Quinacrine 
Quinacrine 
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CATEGORYV OF 


PATIENTS 


Interval 


Interval 


CATEGORY OF 

PATIENTS 


Interval 


Interval 


Interval 

Post Abortion 
Post Partum 

Interval 


Interval 

Post Abortion 
Post Partum 

Interval 

Post Abortion 
Post Partum 

Interval 

Post Abortion 

Interval 

Post Abortion 

Interval 

Post Abortion 
Post Partum 

Interval 

Post Abortion 
Post Partum 

Post Abortion 

Interval 

Post Partum 

Interval 


Interval 


Interval 


Interval 


Interval 


NUMBER OF 

STUDIES 

2 

NUMBER OF
 
STUDIES
 

2 

2 

1 
1 
1 

1 

4 
3 
3 

8 
2 
1 

2 
1 

13
 
5 

1 
1 
1 

5 
4 
3 

1 

5 
2 

1 

1 

1 

1 

1 



-- --

Planned Comparative Female Sterilization Studies 
by Procedure, Technique, and Category of Patients 

STERILIZATION 
PROCEDURE 

TECHNIQUES OF 
TUBAL OCCLUSION 

Culdoscopy 

Colpotomy Hemoclips, Tubal Ring, 
Spring-Loaded Clips 

Laparoscopy Tubal Ring, Spring-Loaded 
Clips 

Tubal Ring, Spring-Loaded 
Clips 

Tubal Ring, Cautery 

Tubal Ring, Tantalum Clip 

Laparotomy Tubal Ring, Purandare 
Technique 

Supra-Pubic Uterine 
Elevation-Tubal Ring, 
Modified Pomeroy 

Supra-Pubic Uterine 
Elevation-Pomeroy, 
Dassenaike Technique 

CATEGORY OF 
PATIENTS 

Post Abortion 

Interval 

Post Abortion 

Interval 

Interval 

Post Partum 

Interval 

Interval 

NUMBER OF
 
STUDIES
 

1 

5 

1 

7 

1 

1 

1 

1 
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V. STATUS OF MALE STERILIZATION STUDIES 

- To date only one prospective study has been initiated and is not yet completed. This 

study will involve 250 subjects. A retrospective study of 250 subjects is planned for 

initiation. 

Study forms have been finalized and printed and the data management system com-
in a position to initiate new straight and comparative studies.pleted; the IFRP is now 

VI. STATUS OF SYSTEMIC CONTRACEPTIVE STUDIES 

- No results are presently available. One study - a surveillance study of the side effects 

associated with daily oral contraceptives - has been completed, but has not yet been 

analyzed. Another study - a comparative cross-over study of three daily oral contracep

tives - is in progress. This study will evaluate the side effects associated with Norinyl 
to another.1/50, Norlestrin 1, and Ovral and the effects of switching from one oral 
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APPENDIX D
 

IFRP REPORTS AND PUBLICATIONS
 

MEMORANDUM
 

All ContributorsTo: 

IFRP Publications Unit 
From: 

July 1974 to April 1975 
Date: 

Subject: Dissemination of Research Findings 

.eriod from July 1974 to April 1975, 68 research papers were
 

During thc 

prepared by the IFRP Publications Unit for conference presentation or journal
 

publications of these, 48 were prepared wholely or in part by contributors and
 

prepared from pooled data by the IFRP staff. Many of the conference2h were 

papers will be published in proceedings or are pending publication in journals. 
pregnancy Termination, 21; Menstrual

Papers were written in all six study areas, 
fj ur a s n c n er n e
 

Regulation 9 ; Femaleo 

Three were research methodology

teriliaon 2;Intrauterine Devices, it,and 1each on 

Male Sterilization and Systemic Contraceptives.9weeRaeuaton 


papers. These papers were accepted by a wide variety of journals and conferences
 

including , o frn e etlt 
- vin World Congress 0JournalsAmeican Journal of Obstetrics and Sterility 

e-nn cour - vi Asian Congress on Obstetrics 

New Englan journal of Medicine and Gynecology 
- American Fertility Society
 

-
 IPPF Medical Bulletin 
American Association of Planned -

Journal of Obstetrics and -
Parenthood Physicians

Gynaecology of the British American Public Health Association -
Commonwealth 

- International Federation of Gynae
- Fertility and Sterility 

cology and obstetrics
Surgery Gynecology and Ob'zetrics-

e iumogyGynecological 
- Journl of Reproductive M,dicine 


Journal of the Asian Federation of _ Symposium oG ng

- andEndoscopyObsttric

obstetrics and Gynecology - International Family Planning 
Research Association 

In addition to the papers listed in this appendix, the Publications Unit has pro

gaphic arts assistance to Contributors on a number ofvindividual 
vided editorial and 

ic wide acceptance of your research papers confirms the value of the 
This Unit looks forward to serving you in the same way 

rforming.reseaciou. aThe 
.

research you are pe
during the coming year. 



INTERNATIONAL FERTILITY RESEARCH PROGRAM 

PUBLICATIONS AND PRESENTATIONS 

PREGNANCY TERMINATION SERIES 

PT-1 	 Hendricks, C.H., Brenner, W.E., Ekbladh, L., Brotanek, V., and Fishburne, JJ., Jr. 

Efficacy and 	Tolerance of Intravenous Prostaglandins F2a and E2. Presented: 
Ninety-Fourth Annual Meeting of the American Gynecological Society, Phoenix, 
Arizona, April 14-17, 1971. Published: Amer. J. Obstet. Gynec., 111:564-579, 
1971. 

PT-2 	 Brenner, W.E., Hendricks, C.H., Braaksma, J.T., and Fshburne, J.1., Jr. Intravenous 
Prostaglandin F2(, for Abortion - A. The Efficacy and Tolerance of Three Dosage 
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