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I. INTRODUCTION 

Since July, 1971, the International Fertility Research Program (IFRP) 

has provided a framewnrk through wh-ch newer developments in fertility 

regulation technology can be rapidly evaluated through a series of clinical 
field trials. The principal objectives of the IFRP have been to: 

I) 	 Scientifically field test promising developments in fertility 
regulation. 

2) 	 Shorten the time between the development of new methods 

of fertility regulation and their 'mplementation into general 
clinical practice, by providing a capability for the rapid 
analysis and reporting of data from clinical field trials. 

3) 	 Disseminate information on research findings at national and 
and in national andinternational meetings and conferences, 

international journals and research reports. 

The extent to which the IFRP can attain these objectives depends 
(clinicianson an international network of 165 carefully selected Contributors 

as well as program administrators) in 39 countries who participate in 

the IFRP's studies. These Contributors represent a variety of clinical 

and ciltu,.al settings on all 5 continents. 

The investment of the IFRP and its Contributors is made with the 
ultimatelyexpectation that improved methods of fertility regulation can 

make an important contribution to both the contraceptive needs of individuals 

and to the socioeconomic development of countries by slowing too-rapid 
population growth. It is also expected that the IFRP's research efforts 

will further stimulate new developments in fertility regulation which in 

turn may be field tested and evaluated within the IFRP Contributor network. 

I1. ORGANIZATION OF STUDIES 

The IFRP studies are organized by study area and by the type of 
Basic to all IFRP studies are standardstudy within each study area. 


data collection instruments. These data collection instruments are used
 

to record the following:
 

I. 	 Patient identification. These data are collected for use at 
the study center and are not transmitted to the IFRP. 
Patient characteristics. A similiar set of socio-demographic2. 
characteristics is recorded for all patients in all study arees. 

http:ciltu,.al


3. 	 Methods. Specifics of the method of fertility regulation used, and 
details of all related complications and difficulties are recorded 
in this section. 

one or more4. 	 Follow-up. Depending upon the study area, long
term follow-up visits are required. Pertinent data relating to these 
follow-up visits are recorded in this follow-up section. 

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

I. 	 Pregnancy Termination 
2. 	 Menstrual Regulation 
3. 	 Female Sterilization 
4. 	 Male Sterilization 
5. 	 Intrauterine Devices 
6. 	 Systemic Contraceptives 
7. 	 Conventional Contraceptives 

are written for use with each of the standard dataInstruction manuals 
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. 

three 	types of studies are available. These are,Within each study area, 
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 proce
routinely performed at his center. One reason for initiatingdures 	as they are 

"records dialogue" between the IFRP andsurveillance studies is to establish a 
(seethe Contributor in anticipation of future sdraight 5nd comparative studies 

Through this "dialogue" the Contributor gains an understanding andbelow). 
knowledge of the IFRP's standard data collection instruments, the query system, 

mailing and other procedures. In turn, the IFRP obtains information on the Con

tributor's standard procedures, volume of cases, ability to accurately complete 

the standard data collection instruments, and the percentage of patients who 

are lost-to-follow-up. 

At the completion of a surveillance study, a Consultart Report,
 

together with a set of standard computer summary tables on which the
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report is based, are sent to the Contributor. From this rer)ort and tables the 
to prepare his own scientific publication, and in thisContributor is encouraged 


way become familiar with the standard IFRP computer feedback.
 

Data from surveillance studies may sometimes be pooled for the epidemi

ological evaluation of various methods of fertility regulation when used under 

a variety of use conditions. 

Straight Stucies 
These studies are differentiated from surveillance studies in that the Con

a single method of fertility regulation. Straight studiestributor will report on 
are usually conducted on new methods of fertility regulation when performed 

least a 90 percent follow-upin a standard manner. These studies require at 
that the safety and efficacy of the method can be adequately evaluated.rate so 

Straight studies are undertaken only by Contributors who have demonstrated
 
and who have
the ability to accurately record data on the standard IFRP forms, 

a situation allowing adequate follow-up. For some a high volume of cases in 

straight studies, the Contributors are requested to complete additional study
 

in order to obtain more detailed information on theforms, i.e., Method Lists, 

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 methods rather than to evaluate any one particular method.
 

Comparative studies are conducted by carefully selected Contributors who have
 

demonstrated their ability to accurately complete die IFRPIs standard data col

lection instruments. The comparative studies are conducted according to a protocol 

which gives specific requirements for the clinicai rmethods used, the criteria 

for patient selection, the procedure for randomly zssigning methods to subjects, 
and toe number of subjects to bethe procedures for follow-up of the subjects, 


studied.
 

The following elements are common to all comparative studies: 

are randomly assigned to subjects to avoid bias in selection.I. 	 Methods 
2. 	 The physician who performs the method is always a different physician 

than the one who is responsible for follow-up care and evaluation 
of the patients. 

Lists are used to record additional information relating3. 	 Method 
to the methods used and complications and/or difficulties with these 

methods, either at the time of the procedures or during the follow
up period. 
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4. All subjects are required to sign an appropriate consent form which 

explains the risks and benefits of the study.
 
Surgical supplies and any other critical pieces of equipment are
5. 
supplied to the Contributor by the IFRP to insure that all methods 

are conducted in a similar manner. 

All IFRP comparative studies must be approved by the Chairman of the 

Department of Obstetrics and Gynecology, Medical School of the University 
and two special University Committees -- theof North Carolina at Chapel Hill, 


Committee on the Protection of the Rights of Human Subjects and the Research
 
review and approve the comparativeReview Committee. These two Committees 


studies on the Ltsis of both research design and patient safety.
 

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

Since in either the surveillance, straight, or comparative studies, socio
i.e.,demographic data are obtained only for patients undergoing a procedure, 

these data cannot be used to make inferences about thethe clinic population, 
the denominatorpopulation groups within the catchment area of the clinic, i.e,, 

populations. In order to obtain socio-demographic data for the denominator pop

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

the 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 socio-dcmographic data for all delivery
 

cases at an institution, regardless of whether the cases were or were not sterilized 
which are still in the preat the time of the delivery. Copies of these forms, 

are given in Appendix A. Using the Fertility Surveytest stage of development, 

and Maternity Records the clinic populations can be evaluatcd and compared
 

to the potential patients in the catchment area of the institution.
 

ill. SCREENING FERTILITY REGULATION NIETHODS FOR STUDY 

Through its extensive contacts with research and development centers, 
and clinicians, including its network of Contributors, the IFRP

universities, 
receives many suggestions and proposals for future re-zearch on methods of fertility 

regulation. Since limited resources are available to the IFRP with which to conduct 

the IFRP maintains several committees and consultants to screenthese studies, 
proposals for research and to advise the IFRP on research priorities. 
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1. Medical Advisory Committee. This Committee, or its subcommittees, 
reviews the IFRP's progress within each of the study areas, and 
recommends priorities for the field testing of new developments 
in fertility regulation. 

of Human Subjects (Universi-ty2. 	 Committee on the Protection of the RighL, 
of North Carolina School of Medicine) and Research Review Committee 

Office of the Vice Chancellor, Health(University of North Carolina, 
review and approve all comparativeSciences). These Committees 

protocols and evaluate the appropriateness of the protocols, their 

research design, and the potential risks and benefits to the subjects. 

3. 	 IFRP's Area Coordinators and Studies Review Committees. The 
principal function of the Area Coordinators Committee is to monitor 

the ongoing IFRP studies and to recommend studies for particular 
The Studies Review Committee evaluates the scientificContributors. 


merit, study design, and appropriateness of ongoing and proposed
 

studies.
 

4. Funding agencies. Before financial commitments are made to the 

Contributors, the IFRP's funding agencies are asked to review the 

studies. 

its scientific meritThroughout the entire review process for any study, 
and the protection of the interests of human subjects are of prime importance. 

Only new methods of fertility regulation, which have the potential for improving 
are recommended asthe acceptance, efficacy, and safety of existing methods, 

worth 	any potential increased risks to the human volunteers. 

IV. DIVISIONS OF THE IFRP 

A. 	 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, 
and representing the interests ofmonitoring the progress of ongoing studies, 


the Contributors at the IFRP. Each Area Coordinator monitors studies in a particular
 

region of the world. There are Area Coordinators for Asia (exluding India),
 

India, 	the Middle East (excluding Iran), 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 
and problems with theregarding the quality of incoming patient record forms, 

coding of these forms. 
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B. 	 Data Processing Division 

Through its Data Processing Division, the IFRP can provide its Contributors 
with rapid feedback of the data they have submitted and reports based on these 
data. This has been made possible by extensive computerization of the IFRP's 
data processing system. The keypunching, verifying, and loading of the data 
onto a data file, using a remote medium speed input/output terminal connected 
to IBM 360/75 and IBM 370/165 computers, is performed at the IFRP. The Data 
Processing Division has written computer programs which can rapidly provide 
the IFRP staff or the Contributors with the following information: 

1. 	 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 containing incomplete items or items that must be queried. 

2. 	 Lists of all unlikely and/or impossible responses recorded on the 
patient record forms. From these lists, queries are sent to the Contribu
tor, and the IFRP data files are then updated after the Contributor 
has answered the queries. 

3. 	 Standard Computer Summary Tables. For each study area these 
tables, which provide overall summaries of the data, are divided 
into two parts: demographic tables and clinical tables. Except 
for the male sterilization study, demographic tables for each study 
area are essentially identical and include about 35 tables based on 
patient characteristics. The clinical tables are specific to the method 
tested. Requests by the Contributors for the standard tables are 
usually filled and mailed on the day received. The standard tables 
are printed by the IFRP's input/output terminal, and can be obtained 
within two hours of request at very nominal expense. The programs 
for the standard tables have been written so that these tables can 
be obtained for selected sub-sets of the data, or for pooled data 
from two or more studies and/or Centers. 

4. 	 Other Computer Outputs. The IFRP has a staff of experienced programmers 
who provide support to the IFRP's research staff and Contributors 
for non-standard data output requests. 

Since July 1971, the volume of processed forms has steadily increased 
as well as the amount of computer useage time (see Figure 1) . These increases 
reflect both the number of studies being conducted by the IFRP and the number 
of requests for data analyses and outputs by the IFRP staff and Contributors. 
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Figure 1. 	 Number of Forms Processed by Time Period, 1972 through 

June, 1974. 

C. Design and Analysis Division 

The primary responsibilities of this division are to: 

the basic data management
design all data collection instruments,1. 
systems and standard computer tables, 

design protocols for comparative and straight studies,2. 
monitor the overall quality of incoming data,3. 	

in the analysis and interpretation of 
assist and train Contributors4. 

their study results,
 
prepare brief reports on completed studies for the Contributors,

5. 	
in the preparation of manuscripts for presentation

6. assist Contributors 
at national or international meetings or conferences, 

and 
present and/or publish individual methodological papers as well 

7. similar studies. 
as papers based on pooled data from two or more 

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

The Heads of each division are members of the 
adequacy of 	Contributor data. 

IFRP's Studies Review Committee which has the responsibility of reviewing and 

Through the Data Collection Coordinator 
approving all new and ongoing studies. 


and Area Coordinators, all divisions participate in the data review process which
 

is diagrammed in Figure 2.
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Figure 2. Review System for Processing Data Collection Forms. ! 



V. THE CONTRIBUTOR NETWORK
 

The IFRP is essentially a service organization to its network of 

Contributors, since it is the Contributors who conduct the IFRP's field 

studies. The Contributor determines the quality of data collected and 
Also, the Contributor has primary rethereby the value of each study. 


sponsibility for correctly interpreting and reporting study results to
 

colleagues and government officials in his own country and to the :nter

national scientific community.
 

To encourage an exchange of ideas between Contributors and IFRP 

staff members, Contributor Conferences sponsored by the IFRP have been 

held in conjunction with the following international meetings: 

1. 	 Conference on Abortion Techniques and Services, June, 1971, 

New York, New York. 
Seventh World Congress on Fertility and Sterility, October,2. 
1971, Tokyo, Japan.
 

3. 	 International Planned Parenthood Federation Indian Ocean 

Regional Conference, December, 1971, Tokyo, Japan. 

International Conference on Voluntary Sterilization, February,4. 
1972, 	 Geneva, Switzerland. 

1973,5. 	 Twenty-second Iranian Medical Congress, September, 
Ramsar, Iran. 

6. 	 Menstrual Regulation Conference, December, 1973, Honolulu, 

Hawaii. 
All India Congress of Obstetrics and Gynecology, February,7. 	
1974, Agra, India. (sponsor India Fertility Research Programme) 

Sixth Asian Congress of Obstetrics and Gynecology, July,8. 
1974, 	 Kuala Lumpur, Malaysia. 

The IFRP is presently affiliated with 165 Centers in 39 countries. 

Of these 165,Centers, 87 Centers in 21 countries are currently active.
 

Table I gives a breakdown of these Centers and the studies they are con

ducting by country. The India Fertility Research Programme is now
 

processing forms from Centers in India.
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Table I
 

NUMBER OF ACTIVE CENTERS, NUMBER OF STUDIES IN
 

EACH STUDY AREA AND FORMS RECEIVED BY COUNTRY
 

Number of talFormsActive Number of Studies by Study Area 
MS SYS Studies ReceivedCe;iters PT MR IUD FS 

16 42743 3 1 1 
U.S.A. 12 3 5 

5 609
3 - 1 - -

England 3 1 
- 3 3317 

- 1 2 _ _
Hungary 2 

- 5 19322 _
Yugoslavia 4 3 - -

940 -1 - 1 2Eg pt 5 - 4 
1443- 1 111 3Iran 12 3 3 

- 5 1185 
Turkey 3 2 - 1 2 

- 1 46--Africa 1 1 
- 277 -India 16 12 6 2 9846 

3 - - 9 
Philippines 6 2 2 2 3144 

- 2 75-1 - 1 - 1Pakistan 
1 - - 3 

Singapore 1 1 1 -
4347 

- 1 52
1 - 1 ..Korea 3 1058-3 -

Hong Kong 1 - - 

5 32081 1 _ -
Indonesia 3 1 2 

- 3 1444 - 2 -
Thailand 2 1 

229- 2 - - 2
Ceylon 2 - 

- - 1-Chile 1 1 - - 49 

- - 1 1299-Colombia 9 1 
52851 1 1 - 3

El Salvador 1 - 
- 1 60 

- - 1 -
Costa Rica I 

30 2 2 111 4384233 22Ail Countries 87 22 

=Intrauterine Contraceptive MS Male Sterilization 
PT = Pregnancy Termination IUD 

SYS = Systemic ContraceptiveFS = Female SterilizationMR = Menstrual Regulation 
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VI. CONTRIBUTOR TRAINING 

The IFRP provides training to its network of Contributors at the Contributor's 

in Chapel Hill at the IFRP offices and at the Department of ObstetricsCenter, 
and Gynecology and at other Institutions where specific training, skills and proce

of training experience are emphasized:dures 	are available. Two areas 

I. 	 Research Management, including methodology, data collection, 
processing and the interpretation of study results, and 

2. 	 Specific clinical methods of fertility regulation, such as the use 

of prostaglandins for pregnancy termination and the spring-loaded 
clip for sterilizations. 

or members of their staffs, from 19Since July, 1971, 46 Contributors, 
The training periodcountries have come to Chapel Hill for training (Table 2). 

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 IFRP intends to develop regirnal and country programs capable of 

conducting studies utilizing the IFRP data collection instruments and study protocols. 

Such regional programs will be autonomous with scientific, colleague relationships 

with the IFRP-Chapel Hill. 

Depending upon the available data processing facilities in a region or 
data oncountry, the programs may elect to either collect and store their own 


magnetic tape for subsequent editing, querying, and analysis at the IFRP (Chapel
 

Hill), or the IFRP's computer programs may be transfered to the regional center.
 

Although this latter approach would provide each regional center with a complete 

data processing and analysis capability, it may not be the most economical approach 

since revisions to the IFRP's computer programs are made on a continuing basis. 

The first step in regionalization was accomplished when Contributors from
 

India elected to organize a non-profit society under India law, entitled the India
 

Fertility Research Programme. The India Fertility Research Programme presently
 

has full capability for data collection and processing. Their interim central
 

office is in Calcutta and computer facilities are located at the Computer Centre
 

of Delhi University.
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Table 2 

FELLOWS PARTICIPATING IN IFRP TRAINING PROGRAMS BY COUNTRY 

July, 1971- June, 1974 

Country Fellow Country Fellow 

Bangladesh 

Colombia 

Hungary 

Lt. 

Dr. 

Dr. 

Col. A.M.F. Burhanuddin 

Alfonso Hoyos 

F.E. Szontagh 

Iran Dr. 
Dr. 
Dr. 
Dr. 
Dr. 

Y. Behjatnia 
Sheitaneh Soroudi Moghadam 
R. Mortazavi 
Manssour Raji 
S. Sadri 

India Dr. 
Dr. 
Dr. 
Dr. 
Dr. 
Dr. 
Dr. 
Dr. 
Dr. 
Dr. 
Dr. 
Dr. 
Dr. 
Dr. 
Dr. 
Dr. 
Dr. 

Sreemanta Banerjea 
Rohit V. Bhatt 
J.K. Chatterjee 
Sam X. Charles 
S.A. Dass 
Vimala Isaac 
Kamakshi Kabir 
S. Kanitkar 
S.D. Khandwala 
B.C. Lahiri 
P.E. Mallika 
Ajit Mehta 
Shirin Mehaji 
Biral Mullick 
S.D. Mulye 
V. Rahmathulla 
N.G. Shaila 

Jamaica 

Korea 

Malaysia 

Pakistan 

Philippines 

Singapore 

Thailand 

Dr. 

Dr. 

Dr. 

Dr. 

Dr. 

Dr. 
Dr. 
Dr. 
Dr. 

Dr. 

Gene Burkett 

Sung-bong Hong 

Jose Catindig 

Bilquis Malik 

Virgilio Oblepias 

Lim Teck Beng 
Tan Wee Khin 
Seng Kwang Meng 
D. Vengadasalam 

Suporn Koetsawang 

Indonesia Dr. 
Dr. 
Dr. 

Abdulrauf 
Arie Doodoh 
Shelley Jubhari 

Turkey 

Yugoslavia 

Dr. 

Dr. 
Dr. 
Dr. 
Dr. 

Eflatun Goksin 

Ljubomir Antonovski 
Toso Cizelj 
Ziva Novak 
Milan Kupresanin 



VIII. MANAGEMENT INFORMAIIir i 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 
The data from Contributors whodata collection system and computer programs. 


participate in these studies are not processed through the usual querying system,
 

and instead, all impossible, illegal or missing data are converted into unknown
 

responses. For continuous contraceptive studies (IUDs and orals) with long
either 	at the time ofterm follow-ups, only one follow-up record is submitted; 

an event or at the cut-off date for the study. 

A frequency distribution of data converted to unknowns is provided to 

the clinic administrator to enable him to improve future data submitted. The 
available with notations giving instancesIFRP standard computer summary tables are 


of missing data as they apply to specific tables. Computer graphing of several
 

indices by month is being developed for the Management Information Service.
 

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 available1. 	 Standard Computer Summary Tables. 
selected partsto the Contributors upon request for any data set or 

of the data set. 

These 	are brief reports for the contributor2. 	 Consultant Reports. 
based only on the Standard Computer Summary Tables. The reports 

are prepared by the Design and Analysis Division. 

These 	are prepared by the Contributor, the3. 	 Conference Papers. 
If the report is prepared by the Contributor,IFRP staff or jointly. 

IFRP staff members may assist the Contributor in the analyses of 
Conference papers are printed by the IFRP for distributionthe data. 


at scientific meetings.
 

4. 	 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 appropriate format. A reprint series of journal 

articles is maintained by the IFRP for wide distribution. 

5. Monograph Series. Monographs summarize some of the broader 
This monograph series is still in preparation.aspects of the IFRP studies. 

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

DATA COLLECTION INSTRUMENTS 

CONCERN, PREGNANCY E IY 

REVEN MINATNAPPROACH 

STUDY CONVN UDTR f BO*- FtilJA!1APLL m~i
ATIONLJ4 J ,,, ,o,, u, T-

EI. IDENTIFICATION 

AREA' °--TIONAL 

2.CORE CLIENTSHEET l~lM I ~l 
CHARACTERISTICSDATA 

CONVEYO l3lElI lI METHOD 

-PARTNER- IE.-" 

STANDARDIZED DATA COLLECTION INSTRUMENTS 
FOR ALL SEVEN IFRP STUDY AREAS 



- - ---

.. INTERNATIONAL FERTILITY RESEARCH PROGRAM-CAROLINA POPULATION CENTER 

I.U.D. STUDY-ADMISSION RECORD 

No. . 

Circle AppropriateNumbers and Fill in Appropriate Boxes and Blanks. 

2. Admission Date ... month year1. Your Hospital or Clinic No...-....... day
PATIENT IDENTIFICATION: 
-... . ..... 

. .. 4. Husband's Name 
3. Patient's Name 

msoefamily first5. Address . . ...... .-

..... .. 

-Telephone 
6. RelativeFriend's Name . . ..... . 

7. Address 

r'r 1 EXAMINATION AND INSERTION
STUOY IDENTIFICATION 

1-3 3.L Uterus Position: 1) anteveted 2) retrovertad[1
Nunber 


9 u mNA

8. Center Naeme----------and 3) midposltion 

Uterus Sounded: Mmm. or more -98) 99) not done
9. StudyName ...... ... a r30. 

7-10 Ext' 1 Os to Fundus (in mm.) 57-U 
10. Patient Order in Study 

Externa Cs to internal Os (in mm.)PATIENT CHARACTERISTICS 

1) urban local 21 urban outside area E n n aO nmB11. Residence. 01 no 1I mild 21 severe II
I 40. Cevicel Eroslon:

3) rural local 4i rural outside area 


12-13 
 41. Typeof Device Insirted Today: 
12. Age: (years completed) 

CAUTION: If astdy is blind. lave type and 
14 sizeblank-proceedto Item 42.13. Gainfully Employed: 01 no 1) yes 

FType14. Race. 1) Caucasoid 21 Mongoloid 31 Negroid V
. . . . Is8) other ...... .. . . . 

Size - 
2) Catholic15. Religion: 01 none 1) Buddhist [1

3) Hinducaste . . . 4) Jewis I Muim ] El42. Dlfficult at Inesrtion: 0) no I) yes,
61 Orthodox 71 Protestant 8) other _1 

describe
16. Maital Status: I) nevermarried 2) currently married 


31 formerly married 8) other 17
 

43. Time Between Last Pregnancy's End and Today's Insertion: 
17. Patient's Education: (school year completed) II-Is 

0) neverpregnant 1) under 2 hours 2) 2-24hours E 
18. Husband'sEducation: (sc/. I year completed) 30-211 3) over 24 hours . If 

:2-23 44. Who Fitt-d the Device: 1) doctor 2) nurse 
919. Total Liv Births: 31 midwife 8) oter 

"sort - 8 28 3r o420. Children Now Living: number of males 

number of females n 

(To be Filled in Upon Request).I ADDITIONAL STUDIES 
21. Number of Additional Children Wanted: 

11-12991 not done27-I 45. Henatocrit:
22. Total Number of Abortions: 

13-14 
18 or more -8) 36 46, Hemoglobin in Grams: 991 not done 

23. Number of Sponterwous Abortions: 

30 47. Weight in ki: (SI and over - N) 115-1 
24. Total Stillbirths: (8ormore-8) 

17-I1
25. Contraceptive Method Mainly UsedBefo This Insertion: 4S Height in cm.: 


0) none 11 IUD 2) orals 3) tubectomy
 20-21-49.. - -- 

71 foemldisphragm/jelly B) other .. ... 3.31 22-23 

PREGNANCY AND MENSES 
s 

33 51. .42 

41 -jaatomy 51 condom 6) withdrawallrhythm 

26. Ever Pregnant: 0) no 1) yes 


34-11E11 52. _ _________-
 ._____26-27 
127. DateLastPregnancy Ended: 

day month year i--9 
11 Iive birth 2) stillbirth 

31 induced abortion 12weeksor les 4) induced 0 30-34
28. Lest Pregnancy's Outcome: 

lkB ) ont l brK~ 51 Today's Insertion Date: 

abortionover 12 weeks 5) spontaneous abortion
61 abortion M o_53lToaysInetinDosT] 

day month vow
6) septic aortion 8) other.. 

54. Date SetforFirst Follow-up Visit: 
29 BrestfeedingNow: 0) no 11 yes LJ 
30. Menses ri(Usually after I month) [11 11 IE.J31-401Since Lest Pregnancy: 

day month year
0) SKIProlir.38 It yet 42 

MI 43-47IiI I 1Onset:31.Date LestMensess 
day month year Insertor's Nerie 

OVER LAST THREE PERIODS 

[on days) 88) irregular Ea 4 14032. Average Length of Cycle 
.. 4-so 

33 Average Duration of Flow. (in days. 8 or more - 8) 
NO. ____-42-49 

34 Average Amount of FIow 1) scanty 2 normal 11 
3) excessive 61 

35, Dvsmencrrhe: 0) no 1) mid 2) moderate 31 severe L 52 

36 Intermenstrual Bleeding 0) no 1) stainingl sotting 
321moderate 3) severe [ 

r 4 
3) severe 14

37. Intermnatrual Pain 01 no 1) mild 21 moderate 

....Interviove's Name............... 


. . .R E M A RK S ( r atment. e tc.) . . . . .. . . .. . . . 

RhhP APR/73 

UiSA 
AIRMAIL TO:International Fertility ResearchProgram, Caroline Population Center. NCNB Plaza,Uniseriryof North Carolina at ChapelHill, ChapelHill. N.C.27514 

http:SKIProlir.38


INTERNATIONAL FERTILITY RESEARCH PROGRAM-CAROLINA POPULATION CENTER 

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

Circle Appuprit, Nuobr...r ...d Fill an Appropriate Boxes and Blank, 

- 2 Followup Visit Date d___ mon-h yearPATIENT IDrNTIFICATION: 1. You Hospital or Clinic No. day rnonth y 

d Telephonef3. Potient's Name 

4. 	 Address (if c-hanged) 

PELVIC EXAMINATION 	 - 2STUDY IDENTIFICATION 
Niitler 	 1andt-3 38 Thread Visible 0) no 1) yes 

4-6 39 X.Ray Taken. 0) no 11 yes 
5 Center Name 

and Number6 Study Name 


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

1) in situ 
Admission Form Niumber L.....I......4-.-.I~41. Devlic 

ed. where 	 - .8.9. IFRPPR P 	 ,hiSplaK rF ViAit N21 

31 absent 
9. Follow-up Visit Number 4) nor determined 

CONTACT DATA 42 infectin Signsof Uterus and Adnexa IP|D): 

10 	 Type of Contact 11 clinic visit 2) home visit 4 ) no 11 mild 2) severe 

31 moved 4) unable to locate 5) died, cause 
8) other 19spe

4 Ps 

specify
 
81 other 2044 Pregnancy Tail 0) negative 1 uncertain
11 Reason for This Contact 11 routine LJ 

: ._Jt-
12 Date 33 ContactdE 2 _2 i 

12 Dte Cola(: I J I [, 2) positive 91 not done 	 1 

M 
month yarEE]y13 Dale Contact 

day month year 46 Removal of Device Now. 
0)MENSES 	 no 

1433 1 lot rregnancy14 MenrsesSince Last Visit 01 no 1) yes 
21 for displacement Iltem 41)
 
3) for pain
 

15 Date Last Menses Onset 41 for bleeding
 
day month year 	 5) for other mediral reasons 

I	 71 for other personal reasons
16 Average Length of 

1 

Cycle fin days) BB) itrirglar 34-3 6) it;,planned pregnancy	 [ 

81 other 
17. Average Duration of Flow lin days 80 mor 


11 scanty 2, -orma' R 37 if no removal or expulsionskip to item 48
18 	Average Amount of Flow 

3) Ex cessive 
 47. I0Device Removed or Expelled, Other Method of 

19 Dvsmenorrhea 0) no 	 11 mild 21 moderate 31 severe 31 Fertilty .ontrol Accepted or Planned by Patient: 
01 none 1) IUD, specify by type and size if reinserted 

20. lntermenstrual Bleedling 0) no 1) stainingspalong Itoday. type - size 
2) moderate 31 severe 2) orals 3) tubectomy 4) vnsectomy 5) condom 

0) no 1) mild 6) withdrawal/rhythm 7) foemldiaphragm/jellY21. Intermenstrual Pain: 
2) moderate 3) severe 40 8) other
 

IUO EVENTS SINCE LAST CONTACT 
 48 Date Set for Next Visit 
NOTE: If patient had removal, expulsion or22 Any SelfE naminatron. 0l 1) yes L 42  
confirmed pregnancy,do not code this box. 

3 	 LastDate Device Present (tisusualosetadate 1.3.6 DATE L62
day month veer
 

'24. irst Date Device AIsent: _2, 
thus, set visitdate NOW/


day month vear 

24 months after insertion, 

43 Examiners Name 
25 Noticed Displacement Signs 0)n 1) 

Date Noticed d(26. 
day month yea, 

27. Noticed Expulsion 0) ) 1) 44 

_28. Date Noticed 
d .7mnh~ 	 I.F.R.P. USE ONLYday month year 

70
29 WasDevice Removed 0)n 1) yes 145 Termination Type 

30. ByWhom 	 50 rerminaron Date -]-75 
day month year 

_4731. Reason 

32. Date Removed ay oh eday month year 

1 	 7
33Pregnancy Since Last Visit 0) n 1) yes L 4. 

34. Dale of Conception 
day month year REMARKS
 

of Jast menses.)
 
(Add 14 days to start 

1) live
 

birth 2) stil birth 31 induced abortion 12 weeks
 
or less 4) iridtcedl abortion over 12 weeks
 
5) spontaneous abortion 61 serIc abortion 4
 

35 Pregnancy Outcome 01 currently pregnant 

8) 	 other 

36 	 Date of Termination 
day moirri yer 

31 Have Yo leconmenihrl rhr. Method to atFriend Since 
11 yres 	 1150Last Visit 01 no 

wr's NareInlerviri 	 AP APR73 

AIRMAIL TO hiternuato il Jer ty Re arih Pp.ram. CarnhinaPipuitirnCenter, NCNB Pl.m, Cl xeltr., N C..21514 I &A 



INTERNATIONAL FERTILITY RESEARCH PROGRAM-CAROLINA POPULATION CENTER 

PREGNANCY TERMINATION STUDY 

Circle Appropiate Numberlsand Fill in Appropriate Boxaesand Blanks. 

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

3. 	 Patient's Narne 4. Husband's Name . 
family first maiden 

5. Address .... 	 .. Telephone 

6. 	 Relative/Friend's Name ------

7. 	 Address Telephone.-

STUNY IDENTIFICATION 	 TERMINATION PROCEDURES 
U.Center 	 endNumber 1-3 36. Dilatation ard Curettl: 0 I 2 3 4 - 63 

9. Study Nltie ___-ad untber . 37. Vacuum Aspiration: 0 1 2 3 4 _ 04 
Wat Curate Chack Performad: 

10. Patiant Order in Study I T7-10 (orcle) no ye 	 seaN 

PATIENT CHARACTERISTICS 	 38. Intra-amniotic Injection: carle 0 I 2 3 4 - N 

11. Residenc: 1 urban local 2) urbanoutside are 	 39. Hysterectomy: , 0 23 
mut 	 0o23 61131 rurallocal 41 rural outsdewu 

12-13 40. Hystarotomy: 4v wln 0 1 2 3 4 -	 0 
1. 	 Ago: (years completed) 

41. Protagliandin: type route 	 0 1 2 1 4 - U 
13, Glainfully Employed: 01 no 1) yes 14do" 

0 1 2 3r 7042. Other 	 _ 
14. Race: 1) Caucasoid 21 Mongoloid 3) Napoid r" 

6) other 1-1 1 43 Dilatation in Millimters: 00) not dilated ?1-72 

15. Raligion: 0 none 13 Buddhist 21 Catholic 44. Lameria Used: 0) no 1) Yes, type -.... . 73 
3 Hindu, coat-- -- ___-- - 41 Jewish 5) Muslim ri 
61 Orthodox 73 Protestant 8) other ... . - 11 45. 	Retained Products of Conception After First Procedure: 

03 no 11 yes 2) yes, patient diacontinued treatment 0 74 
16. Maital Statue: 1) never mvrried 2) currently maried 46. Rao-velation of Estimated Duration of Pragnency(se
 

31 formerlymeoried 8) other .. 17 Item 29): 0) nochenge I) estimeteincraed
 

17. 	Patient's Education: (school year completed) 1-1a 23 estimate decreased 3) no proeincy 4) doubtful 
pregnancy 51 vesicular mole 8) other . . .. . . . 73 

18. Husbtd's Education: (school year complered) -120-21 47. Concurrent Surgery. 0) none 1) IUD 2) tubectomy 
83 other ____ is--

19. Total Live Births:e 22-23 Oeao'~m 7 
(8Opmeratorsl NCOemP -ICAI20. Children Now Living, number of males (BOr more * B) COMPLICATIONS I' 

number of females - n 48. Uterine Perforation 0) no 1) suspect 2) yes 111 

E 6 49, Cervical Laeraonor 	 0) no 13 yes, w,,hout sutura 
2) yes, with suture 12

21. Number of Additional Children Wanted 

22. Total Number of Previous Abortions. 27-	 50. Excessive Blood Low 0) no 1 yes1 

23. Number of Spontewous Abortions. (1 or more - 8) 2111 	 51 Transfusion Given. 0) no 1) yes_ ml. 1 

24. Total Stillbirths: (8or more - B) -30 	 52. Viock Related to Surgery: 0) no 1) Ve L..J1 
25. Contraceptive Method Meainly'JUd in Month of This 53, Favo 38OC./100,4°F. or Over, 24 Hours Ater Termintion: 

Conception: 0 none 1) IUD 2) orals 31 tubectomy 03 no 1C yes 21 vies, requiring ntibioticsi 111 
43 vaesctomy ) condom 6 wilthdrewllrhythm 03 n
 
7) foaemldiqphreemlelly 81 other ... .. 3. 54 Anesthesia Complications. 03 none ane
21 1) 

2) vomiting 3) convulsions 4) shock 

5) combination 8) other 0 11_ 
ADDITIONAL STUDIES (To be filled in upon request) 

55. Any Complication Requiring Additional Hospitalization: 
26 . . ....- no 1) observation 23 medical treatment 

27, 34-35 3) eoparotomy 8) o.her .I. . . . . . . 1 

..56. Other Complications----..... . .. 

28.--- ---	 7 ------------ 1 -a0 

_1-.__ 57. Death 0) no 1) yes,cause---------------. 	 21 

58. Prophylactic Antib"ovics Given: 0) no 1) yes ,.22 .MEDICAL DATAL 

59. Proptiivactic Oxytocics Given: 0) no 1) yes 23 

(menatriale vn w"Ps) I=,,-=, 41-42 60. Poattefmnotion Fertility Control Planned or Used: 
29. Estimated [urstion of Pregnancy-r 

3 - M I IUD 23 orals 33 tubectomy 4)vlMctomy30, oneI' m'i condom withdrvwall/rhythmn foom/diaphragneenvtOO t:99)not 	 4 035) none 6) 7)991 not cdone30. HemtociitI 
31. Hemo lo in in Greai: 991 not donel l 411-a4lily4 O h rI 	 Im 

U-1 
abortion 2) incompletelinevitile abortion 'QI 
33 threatened abortion 4) systemic 5) systemic 82. Initiation Date: 3-36 
with 1. 2 or 3 63 Psychiatric only 7) pelvic only, [ 1 

32. Proaexisting Medical Conditions: 01 none 13 septic 61. Admission Date: 	 1 0 

spscify .. .- 8) other . .. .4.. . 6-- Com pletion Dote: 	 U -42 

u 	 day y33. Patient Scheduled as: 13 outpatient 21 inpatient 	 64. Final DischarpgDte month 44

34. Admission Temperature -
O
C. OF. 4	 

65. Nights in Hospital [ I W 1:
35. Anesthetic; 03 none 1) analgesia only 2) local 

3) regional 4) general 5) 1 plus 2 6) 2 plus 4 I 66. Time Boteen Initiation andCompletion: 2-a 
8I other .. ... - . ------ __(99 hours or over - 98:59) hours minute 

REMINDER: 	 Your study requires a follow up visit aproxinately one month after termination. Do not record visits A than 14 days alter termination. 
Confirm post dschrps complictions by review of medical recordl 69. Beding Requiring Curattage- 0) no 1) yes SI 

70. Faver Requiring Antibiotics: 03 no 1) yes a 
67. 	Follow-up Outcome: I) clinicvisit 2) home visit 

3) - 4 unabletoloca 5) died cusesI 71. Other ComplicatiOns ...- fl Well 

I . . - 8) other . .	 . . 72. Readmission Related to Termination: 00) no 
68. Fertility Control Accepited or Used 03 none II IUD 	 number of rights 4111I4112 

2) orals 3) tubectomv 4) vasectomy 5) condom 1 

6) withdnoweal/Plrhythm 71 lolmmdoophroge~rnllly r 7 Date of Follow-up Vit:t
 

d ay mo nth year14S 1othe r 	 .. . . 

IFRP APR/73 NO .4-41 	 74. Completed Wa From Discharge to Follow-up! 70-71 
Recorded By------------------------- ...... 

l )*I/. N.C 27514 USAAIRMAIL TO: InrerisesionelFerrtilry RerrhProgram.Caroline sspusarionCenter, NCNBPlse. tnleiristy ol Mrth Carolin at Chaelhill. ( 



---

I,/'INTERNATIONAL FERTILITY RESEARCH PROGRAM-CAROLINA 
MENSTRUAL REGULATION STUDY 

POPULATION CENTER 

Circle Appropriate Numbers and Fill ,n Appropriate Boxes and Blank9. No. 

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

3. Patient's Name - am "n 

5. Address . 

6. Relative/Friend's Name .. 

7. Address -.. ... ... 

STUDY l0EMIIF )CATIONd 

.Center Name -- - -.. and Number 

[L9. Study Namset and Number 

10. Patient Order in Study 

pA fTCARACTERISTICS39. 
urban local 21 urban outsideeared, 

31 rural local 41 rural outside arie 
11. Reaidence: I I 

12. Age: (years€omerletedl 

13.Gainfully Employed. 01 no f)ye 

14 	Race: 1)Ca ca oid 2) Mongoloid 3) Negroid 
a) other ............ .. .... 

1. 	 Religion: 0) none 1) Buddhist 21 Catholic 
31 Hindu, caste _ _ 4) Jewish S Muslim 

ilOrthodox 71 Protestant 8) other ------ 

16.Marital Status: i)never merried 2) currently merried 
..
3) formertyrrried S)other ... .. 

17. Patient's Education: (school yercoMPle1d) 

IS. Hueand's Education: (school year compnleted) 

19. Total Line Births: 

20. Children Now Living, number of mal, (oar 
number offemls 


21. Number of AdditionIl Children Wanted 

22. Total Number of Abortion$: 
8 

21 Number ofSpontaneousAbortion$ (8ormore) 

24. TotelStllbirths: It o more 8) 

2&. Contraceptive Method Mainly IUd Thin Month. 0) none 
I) IUD 2) orals 3) tubectomy 4)vmctomy 
S) condom 6) withdrewel/rhythm 71 foamldiaphragml 

jelly1 other -	 ..... 

STUDESTo . equst)56.pon F~ledinADDITIONAL srUoES (To Me Fuledn Upon Request) 


-- - -3 -57. 

LII IfMEDICAL DATA 
27. Date Lest Menses Onset: day month 


28. Number of DaysMern Delayed: 

29. Hetnatocrit: 99) not done 

991 not done L...L. 62. Post.Procedure Fertility Control Planned or Used: 
30. Hemoglobin in Grams: 

31. IPeistingMedicl Condition: 01 none 

1) pelvic 2) systemic 3) 1 plus 2 4) psychiatric only 
.
.
.
.
I)other . 

32. Patient Scheduled As, 1) outpatient 21 inpatient 

33 Admission Temperature -_.. ..- C. . . . 

1) indefinite 21 positive 9) not performed34. Results of Initial Pregnancy Test: 01 nsgtetiue 

36. Specimens Collected for Lter Analysis. 0)none 1blood 
2 ) u rine 3 ) u terine t isse 4 )co mb iato n : __-

X Anesthetic: 01 none 1I analgesiaonly 2)1local 
31 regional 41 gonerall 5) I plus 2 61 2pius4 
8) uther. 

69. Follow-up Outcome 11 clinicvisit 2) home visit 

3l moved 41 unableto locate 51 died, cause 


-.... - SIother ... 


70. Frtility Control Accepted or Used 0) none 1) IUD 
2) orals 3) tubectomv 41 vsetomy 51condom 
6) withdrsawl/rhythm 7) foam/disphreomlieiiy 

.thr.oplcains..n ____. - _S1 other 	 -- .0 

Micothoscopir E... ... ........
... ...

71.Results of M.rop ofoUtrin Tissf

0)no evidence of pregnancy 

docidua, etc.1) presumptive evidence of pregnancy: 

21prod~ucts of conception identified 

31results not known 

9) exam not done 


4. 	 Husband's Name 

.	 Telephone 

.
 

Telephone 

PROEDtE 
1-3 37 Vacuum A4-iraton: 21 SOW d 3 

-rt eCheck Performed: 01 no 1 

7-10 9:y -

Cannule Type ..... .
 

40. Connula Size (inmml 

41tIuimSuc
1..co 	 le)U3

j -. 42 Dilatation andCurettaee 

4a DilatationinMilhmeters 001 notdilated ete 	 c4. D l ai in Mi 

Is 44, Prostaglandin Compete IFRP (U.se em 37 ddes IO u A m nstrtion 

45 ()hat3Drug Form ti70 (UseDgm37Acodis) 
h 

37 codw 71- --- (UoseitemL... 46OherMthod 
7247 Concurrent Surgery 0) non@ 1) IUD 21 tubactomy

SI other-----------------------~~OperaltOrs Name---------.............
1 

[----40
meOpr NCA 

1-.21 48. Any Complications Related to Procedure'
 

1)yes, idd'tionel hospitalizatIon not required
22-23 0) n 
21yes, additional hospitalization required L19. 
 [i 1 

01 no 2) yea24 4. Utr Perforiatioh: IIsusect 

50.Cervical Laceration: 0) no 1)yea, without suture 
21 yea, with suture 

27-3 61. Slood Lost Over 100 ml 01 no 11 yes 

l-- MI.i 52. BoodTmndusion: 01 no 1) ya, 

3o53. Shock Related to Surgery: 01 no II yes 

54. Vomiting, 0) no 11 nauseaonly 2) mild vomitlrsg 
31 moderate vomiting 41 severevomitingi 

55. Diarrhea 0) no 1)mild 21 moderate 3) 

0
.. 31...2 

Fewer39
0
C.1100.4 F. or Over. 24 Hours After Procedure: 

01 no 11 yes 2) Vi, requiring antiuiotic 111, 

3-- Aneslhest Complictions: C)none 1)apna 2)lvonlitir 

wond woundtiee 

Loadi 

yeual 

-

iVutemm37 codes) 
e -i3 

E _ 67-0 

3)convulsions 4)itock 6) pration 6) hiseededce 
7) combinwation:_ _ 81 other-- --

~ 	 ... ~.22 
37-41 58. Other Complicetlon. 

year 59. Death 0)no I)ys. cause 

so4 no 11 yet60.Prophylactic Antibiotic* Given:0) 

61. Prophylactic Oxytocic Given: 0) no 1) yes 

0 none 11 IUD 2) oral, 3) tlubsltomy 
41 vesectomy SI condom 61 withdrwelrhythm 

7) foamldraphraernm/talty SI other 

63. Admisson Dele: 

64. initiation Date: 

[165. Comtpletion Date:1CI 66. Final Discharge Dat-e 
67. Nights in Hospital 

1 2 6 7 N ig h t m Ho si al: 

6B. Time Between Initiation and Completion: 

ja
 

r5 


0
 

23
 

j 24 

I 

E T 

1 

41-4@ 

3 -54I_
 

(31 hours or ove-r : hours minume.S)
IeS 
then F4dys affer prormdLesa'one month afreprocedure.Do nor record viusts le 

REMINDER: Your studyrequires a follow-up ihit approxins relly 
Confirm posridicharie comrplicationl by review of medical record, 

FOLLOW-UP DATA 
72. Results of Follow-up Pregnancy Test 0) negative 

1) indefinite 2) positive 91 not performed 

J 73. Bleeding Requiring Curettage: 01 no 

40

74.FewerRequiring Antibiotics, 0) no 

75. Other Complicatios 
7.1. 	 W0)no76.Readmission Related to Procedure: 

11 yea 

1 yes 

04-St 
"-" 

77. Dale ofFollow-up Visit 
57 Reorded by -

I /O-1
 
O FRP/MR 8/73 NO.2 

AIRMAIL TO: International Fertility Roellch Profram, Univserrity of North Caroline, NCNB Pil",a. ChapelHill, N.C. 

LIPdy mot year 
i4-71 

27514 U.SA. so i 



INTERNATIONAL FERTILITY RESEARCH PROGRAM-CAROLINA POPUL i1TION CENTER 
FEMALE STERILIZATION STUDY-ADMISSION RECORD 

Circle Appoporite Numbers and Hexagons and Fill in Appforiate Boxes and Blanks 	 No. 

PATIENT IDENTIFICATION: 1. Your Hospital o.- Clinic No. 2. Admission Date d o mnh Ya 

3. Pat'fntfs Name ....... 	 . 4. Husband's Name
 
famdyfirst " maidenT
 

5, Address 	 .. . . . . . . . . . . . . .. . Telephone
 

.	 Address . ........... ..
6. Relative/Friend's Name .. . . . . . . .. . .	 7, . . 

STUDY IDENTIFICATION MEDICAL HISTORY
 

It Center Name--------- - and Number 1-3 39. Abdominal Surgery: 0) no 1) yes: pecilfy 70
 

.N...- - and Number 4-4 40. Pelvic Surgery: 0) no 1) yes: icify . . 71
 

Il Patient Order inStudy I-L.. 7-10 41.Systemic Disem: 0) no ) yes:specify 72
 
9. StudyNew, 

PATIENT CHARACTERISTICS 	 42.Other Complaints -------- . 73-74 

II. 	 Raidance: 1)urbeonlocal 21urban outside at EXAMINATION AND SURGERY
 
31rural local 41rural outside area 12 43. Pelvic and Operative Examination: 1) normal 2) adhesions
 

_ 3) prolapst 5) cyst 6) combination 12. Ago: (years completed) 	 E 13-14 4) fibroid .-. 
8)other . ---------------------------- ... 75
 

13 Gainfully Employed: 0) no 1)yes 15 44 Pelvic Infection: 0) none II yes, acute 2) yes. chronic7
 

14. Race: 1) Caucasoid 2) Mongoloid 3) Negroid Ii 
8)other --.... ... ... ... ......... 16 45.Anesthesia; 0) none I) analgesia only 2) local


3) regsonal 4) general 6) 1+2 6)2+4 8)ather . -. . . 77 
2o 

1, Religion: 0 none I) Buddhist 21Catholic 3) Hindu. 
rll 


ciase . 4) Jewish 6) Orthodox I
------ 5) Muslim 	 L 78-SO 
7) Protestant 8) otherI 	 t 
71 P, 1 her , - ri mrd46. Planned Procedure 1) culdoscopy 2) vaginal ligation
 

16 Marital Status ) never married 21currently marriedbdominal
 

rtelstatu - 1urren-----------lly 

3) rmerly mrrid S)lather ...	 "ligetion 6) abdominal hysterectomy 7) tranKrvical 

17 Patient's Education (school year completed) 19-20 8lother ..------.------------------.. 	 . 12 

18. Husband's Education Ischool 	 21-22 Performed Procedure. fUse Item 46 Codes) . 13year completed) 47 

23-24 48, Technique Used- .- . .---------------. . . --- E 14-1519. Total Live Births. 


number ofmal om.r 25 49 Difficulties atSurgery ................ -L-.JL-J16-17
20LChildren Now Livng, 
(B or more f ) 50. Pregnancy Termination This Adminsion

number ot females _ ) 1 .... v h,.~~.iOr 

0) no 1)Iconcurrent with steridlto
 
2C. Age ofYoungest Child (8or more years-2 2) preceding steriliaton 3) after steSl, $ation IB
 

22. Total Number ofAbortions 	 28-29 51 Pregnancy Termination Procedure: II D&C 2) vacuum 
21 Number of Spontaneous Abortions (8or more - 8) 30 	 aspiration 3) irous imnioic
 

41hysserosoiy 5) cesareen 61vaginal delivery
 

24 Total Stillbirths (8 or nore - 8; 31 	 81other ........ .
 

25. Contraceltive Method Mainly Used Before this Operalion 	 . PrgnancyT
2) orals 3) su)ieclomy

O)none 1IIUD 

4) vasectomy 5)cl)ndom 6) milhtlraai/rhylhntm1 5 te uqr hsAr~sor(s rm5 oe)2
 
7)fo a ildisph ra giv/elly 8) o ther 3 2 5 3O th erS rgm y T hisA d ison fUs I tm5 0 C od s)
 

sicity protedure .... ---- -H2-2326LPatient Status 1)private 2) nonlir tVle 33 	 -. 

27. Patient Scheduled as 1)outpatient 2) inpatient 34 54 Suigicai Time (From incision through cloture) 24-2 
(oniminutes, 	 -2598 minutes and over 98) 

PREGNANCY AND MENSES 55 Projihyiactic AntlirotIcs Given 01 no 1) yesE 26
 

28 LastPregnancy's Outcome 0) not irevoio.sly prigirnt COMPLICATIONS STERILIZATION TO DISCHARGE
 

1) live birth 21stillbirth 3) induced aborlion 12 weeks 56 Any Coiilications Related to Sterilization Procedure
 
or teIN 4) induced abortion over 12askn0) 1)yes, no dlitional hospitalizationreuiorad
 

5) spntaneous ebortion 6) septic aborton 7)erFols 21 yes, additional hospitalization tufei d 

Bshr 57 ll.cesto~e Blood Loss 0) no 1) yen LI 
29. Date Last Pregnancy Endedt 	 37-:2 b8 Blood Transfusion Given 01 no 1) yes nil 30 

30 	Date LastMensaOnset I .IlJ J. .7I L 59 Suigical Citipihica lions 01 none IIshock 2) Isutvel
 
year amon reiuired 41 1.l1-2
ladker injury 3) leperrotomy5) 1r3 6)2.3 7)1l2#3 B) otherL 131 

E 60 Fever 38
0
C 1100 40F.or Over. 24 Hours After Surgery31. Currently Pregnant 001no number ofweeks 45-49 

0)no I yles 21yes,requiring antibiotics L.J32 
32. Average Length of Cycle (idays) 	 _50requer 61 Anesthesia Conplications41 5I aspiration1)aspneiheadtache2) vomiting) 1)-51 31 convulsions shlock 01none r 

6) E~ 

33 	 Average Duration of Flow In days. 8 ormore -8) 52 7)combtilon S1other 33 

34. AverageAmount of Flow I)scanty 2) normal 3) excessive 53 62 Other Complications ....-	 35 

35. Dysrnlnorther.. 0) no I mild 2) moderate 3) severe 54 63 Dealh 0) no 1Iyes, cause .3. 
Intervi--wr's Namea(print) .... . .iL, b55_S64 Ad.... DI 	 1 

64 Aditsion Date [111 11111]2III1 3
MEDICAL DATA 6Si Fill Y1 [ 3-4
 

M 143

36 Weighrtin kg (98and over 98) 	 57.s 65 Sugery Date 

L5-61 66 Discharge Dale 	 . L 48-52
37 Height in cm: day month year 

35. Hematocrit: 99) not done 	 1 62-63 Sur'geons Name (print) . 

REINVER: Retain this formnand complete irat the first follow-up risir 7 21 daysafter sterilization. 

FOLLOW-UP DATA 	 12 Fever Requiring Antiioics 01no ) yes 

67. Patient Discharged 01 SKIPS TO I TEM 75 Il 73 O C c
 
11yes a D 64 73 Ot
 

68 	 Follow up Outcome 1I clinic visit 2) home visit 74 Resimpltion of Full Work or Househokl Activities 0) no I) 57
 
3) roved 4) unable to locale 5) contines wrong address 7 1 Yo ecoir.ended... Sletituzation to Anvone Sin..
H 	 . 
6) died, cause - . 8) olher ..... ... J 8 Yotur Otperation) 0)ino tI yesL
 

69 Reason I)scheduled follow This--"isitI II ll I
For This Contact i 4 
2) emergency 8) other I. . -EIG 76 Daleof Thisf ui)Vitl 

77 For NestF¢,tl... V1s] .I e70,Number of Addlinoal Contacts Related ti Sterilization [ Date Set iiV si, I I I 
(8 or more - 8 :1 67 	 day month year 

71 Readmission Related to Stertllraton 0o no 

LJ
AIRMAIL TO Internaional Fertility Resarch Prpam. Carolina Population Center. NCNB Plaia. Chraiel Hill. N C 27514, U SA 	 Oo 



FERTILITY RESEARCH POPULATION 

FEMALE STUDY--FOLLOW-UP RECORD 
INTERNATIONAL 	 PROGRAM--CAROLINA CENTER 

STERILIZATION 
PRETEST
 

Circle Appropriate Numbers and Fill in Appropriate Boes and Blanks. 

No. 2. Follow-up DatePATIENT IDENTIFICATION: 1. Your Ilospital or Clinic 
day month year 

Telephone_3. Patient's Name 
first maiden
fatlIV 


changed)
4. Address (if 

PREGNANCY AND MENSES SINCE LAST FOLLOW-UP VISIT 

13 (If uterus removed SKIP to Item 40) 
STUDY IDENTIFICATION 

_ and Number5. Center Name_ 

6 32. pregnancy Since Last Follow-up: O)no 35 

l)yes - Complete Pregnancy Confirmation Form6. Study Name and Number 	 3G..I7-10 33. Number of Kasa since Last rollow-Upt 

- SKIP to Item 40 (8 or more - )7. Patient Order in Study O)none 	 37- SBIl-IN-{1 

8. IMI P Admission Form No. 	 11-1 34. Average Length of Cycle:(in days)BB)irregula 

of Flow: (in days, a or more-U) 	 L 9 
35. Average Durationof Admission Only)

ADMISSION INFORMATION (Complete at Time 

17-IN 36. Average mount of Flow: 
3lescelsive
9. At What Age Did You (First) Get Married: 	 llscanty 2)nocinal4
M.-..AeeLono.oJ III 
I4ID. Who Was Most Important in Your Decision to[ 

I)mild 2)moderute 2)aevere 

3)friend/relatlve 4)doctot 5)family [ 19 38. Intermenstrual Bleeding: O)no l)staining/ 42 

planning clinic staff B)otherL---J spotting 2}moderate 3)severe 

Request Sterilization: l)self 2)husband 37. Dysmenorrhes: O)no 

F] 
43-47
11. Primary Reason for Preferring Sterilization 	 T I - W 

39. Date Lest Menses' Onset:
to Other Me~hods: Il)other methods not easily 

day month year


available )other methods unreliable 


3lundesirakle side-effects of other methods 
 40. Overall Attitude Towards Sterilization 4

4)inconveni'nce of other 20methods 	 1)atisfied 2)dissatisfied 3)undecided 

B1other _
 
Interviewer' 
 Ham 

I~self 2)husband
12. Referral Source: 


3)family planning/health staff 4lprivate MEDICAL DATA 
50-SI 

7)unoperated person B)other_ L 41. Weight in kg.: (90 and over - 98)
physician 5)other agency 6)operated person I 21 

42. e:atocrit: (oi k. a 3) 99)not done5,Operated: l)hospital/clinic--static13. Where 	 teamic--sbile 
team 2)hospital/cli 


1)mobile clinic 4)temporary facility I 22 LICATICU OR Ii BlI LT N -P
 

Pelvic D~no
51doctor's office ISother_---____ 43. Surgery: l)yes 
23 450)no l)atalning/
14. Intermnstrual Bleeding: 


44. Systemic Disease: O)no 	 1)yes 5
 
spotting 2)moderate 3)severe L 

15. Breasts: O)normal l)masses 2)galactorrhea 2 	 56
 

3)bleeding 4]combination 45. Wound Coplications: 0)n l)yes 7
 

8)other_--_ _7 49. pain: O)no l~mild 2)eoderete 3)severe
 

[j 
4B
 

25 47, Drainage 0) nO 

16. Pap Smear: Onormal lWatypia 2)dyplasia 


5)yes

3)carcinoma in situ 4]lnvasive carcinoma 


59
8other 	 9)not done I 

48. Suture Problems: O)no l)yes 
7-71 DAY FOLLOW-UP Intrc rAY 	 FOnotresme60
 

17. Resumption of intercourseI 	 272 49. Keloid: )no l)yes
 
61
 

number of days after sterilizatof 


18. oyspareunia: 0)no llyee 	 29 50. Separation: Dma l)ys 62
1i 

51. Otherspecify: E0
 

SPECIAL STUDIES 
 3 52. Other Complications: O)no l)yeaXspecify: 63-64 
19.E
 

33- 53. Pelvic or Back Pain at Time of This Visit: 

l)mild 2)moderate 3)severe 6520. 

0135-36 no 

21. _______--__________________ 

360 I 54. Etiology of Pain: 0)unknown 1)unrelated 

____to surgery,specify_ 

17 2)related to surgery6specify____
22. Follow-up Visit: 116 month 2)12 month 


3)18 month 4)24 month 
55. 	Readmission Related to Sterilization Since 

number of night{.j 67-6e 
23. Follow-up Outcome: 1)clinic visit 2)home 


Last Follow-up Visit: 0Olno 


5)confimed wrong address 6)died,cause: 16
 
visit 3]moved 4)unable to locate 
 I]


8)other lJ PHYSICAL EXAMINATION
 

O)normal l)masses 2)galactorrhee
 

follow-up 2)emergency B)other_ L...] 3)bleeding 4)combination___9
 

0 other
 

24. Reason For This Contact: I)scheduled -- 19 56. Breasts: 

25. Number of Additional Contacts Related 


to Sterilization: (B or more -
 I 57. Adnexsa: 1)normal 2)abnormal,specify: 

21 58 Uterus:. normal 	 2)abnormal,,pecifyt Conc 


71
27. Date Co-at da M6. 


59. Cervix: l)normal 2)abnormal,specify:
 
72F_1 

Complete at b-month Follow-up Visit Only. 

26. Resumption of Full Work or Household F1 31 60. Pelvic Infection: O)no l)yes--ecute 73
 

Activities: U)no Il)yes L 2)yes--chronic 
 El 
61. Pap Smear? D)nnral 1) atypia 2) dysplasia29. Lactating at Time of or Since Sterilization: 

D)no l)no - but ) i 32 2)ys 32 3)carcinoma in situ 41invaive carcinoma 7 

desired to J B)other
u) skip to Etel..2)e _ 	 9)not done 

62. Pregnancy Signs: O)no III75
 
D)no - SKIP to Item 32 I33 


30. Has Lactation Stopped: 

l)yes 4 Complete Pregnancy Confirmation Form
 

I)yes,but desired to continue 2)yes 63. other Abnormalities: O)no l)yel'specify:
F-1 
I 76-77F-3-	 M31. Number of Months After Sterilization 


B) lJ(8 or more -Lactation Stopped: 

79-00
IFRP/FS fu/2-74 


Hill, N.C. 27514 U.S.A. 
AIRMAIL TO International Fertility Research Program, Carolina .,opulation Center, NCNBPlaza, Chapel 
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INTERNATIONAL FERTILITY RESEARCH PROGRAM-CAROLINA POPULATION CENTER 

SYSTEMIC CONTRACEPTIVE STUDY-ADMISSION RECORD 

PRETEST	 NO. 

end An-sCice Ap.prie Number$and Fillin AtproPrJkfBox" WW 

PATIENT IDENTIFI( %TION: 1. Your Hospital or Clinic No. _ _ .... 2. Admission Date day moth VOW 

_4. Husband's Name
famly _ ______n first3. Patient's Name 

Telephone 
_5. Address _ 

6. 	Relative/Friend's Name
 

Telephoie

7. Address 

OVER LAST THREE PERIODSSTUDY IDENTIFICATION 
.-	 s 37. Average Length of Cycle: (in days) 01 irregularandNumber8. Cnter Name 

i (in a y s; 8 o m 8 ) 

. Study Nam and Number 4-4 3. Aves e Duration of Flow: r ore 

• 	 3) excessive Fl-,e 3. Average Amount of Flow: ) scanty 2)normal1 110. Patient Order InStudy 
Dyeneorhe: 0)no 1)mild 2) modesl 

21 urban outsideaea 
PATIENT CHARACTERISTICS 	 30L 3)w 

oOynorse0)oI)ml2)odat31seeU
11. Residence: 	 1) urban local 

Is 41. Inlmentruol Bleeding: 0) no 1).tlninslpotting
31 rural local 4) rural outside a 2) moderate 3) tevesa 

12. Aee: (vatscompleted) 	 12.13 42. Ininsnstruel Pain: 0)no I)mild 2)modwe 3sl 
113.Gainfully Employed: 01 no 1) yes 	 14 neiwr'Nae7 
14. Race: 1) Caucasoid 21 Mongploid 3) Negroid j Interviwe'sName
 

ie MEDICAL DATA

8) other 

Cat1-1t1S. ReliiEon: 0 	 none 1) Buddhist 2)1-rritocriC ic 43. 99) notdone 
3) Hindu, ato 	 __ - 4 Jewish 5) Muslim "] 
6I Orthodox 71 Protestant 8) other __ - .- I 44 Hemoobin in Grams: 991not done 


married 2) currently married 4 oo Pinur
I5 Marital Status: t) never 
17 45. BloodP.s Systolic 9re:N0) not done 

3) formerly married 8) other 
Ditolic , 

17. Pitient's Education: (schoolyear completd) e-e 

_ M.Weyt (98ando w-,g)
INhtinkg.:

18. Hudand's Education: (school year completed) 


- -3 47. Haight Incm.:

19. Total Live Births: 

2 4 Primary Preexlstlng Medical Condition:
 
2X.Children Now Living: 
 number of males 

fit no living children (8 o more - 8) 
SKIP TO ITEM 22) number of females 

21.Age of Youngest Child: (completed yers,8 or mt - 8) I 3 PRESCRIPTION 

. 27? 49. Contraceptive Precribed Today: 5)daily combined orals 
2) defy sequential orals 31doily minipill 41monthly22. Number of Additional Children Wanted: 

11-B-	 orals 5) injectbles 6) vaglinl ring 7) Implants
23. Total Number of Abortions: 


othdect bN or
 
(8 r mor i 

24 Number of Spontaneous Abortions: 	 0 

identifiction by Ne or Cod 

Before This Prescription: F51, Number of Cycles Given This Visit: (imonths) 
25.T S50. 

29. Contraceptive Method Mainly Used0| none 11)IUD 2) Drill 3) tubectomny 
7) foam! _]S)withdrkl/rhythm4) vasectomy 5)condom 	

52. How Will Patient Recelve Next Supply: 1)It follow-up visit 
__a__ __ellydi___ 8) other 2) cllnic depot 3) community idepot 4) phermacy 

5) mobileunit Whomedelivery 71mail 
ADDITIONAL ITEMS (To BeFilled in Upon Request) 8)other - l 

Today's Data. El]2.3-4 	 531 
2R 	 da month vow 

54. Date of Starting Contraceptive: = r M1 
_w 30- day month year 

41-42 	 55. Who Prescribed the Contraceptive: 11do.toy 21nurse 
3) midwife 8) other 

W1
PREGNANCY AND MENSES 

43 6, Daes Set For Pirst Follow~up Visit: [I = )U
31.Ever Pregnant: 0l no 1) yes 

[ E8 da mnth y.o--32. DotLestP_.ncy Ended: L-' 
day month yw 

Prescribeir's Name2) stillbirth33. Lait Prell y'sOutcome: 1) live birth 
31 induced aortion 12 vreeis or less 41 induced FOR SELF.STA RTING CONTRACEPORS:NOTE:

weeks~Ion over 	 12 5) spontaneous abortion 
Retain this form until the firt Follow-up Conact-confirmin the 

_ _o 12
iothlia 8) e ret- ____n9 S rton 8 ohinitiation 	 ofcontriclion--butnot longer then9Oday& 

(SEE MANUAL FOR INSTRUCTIONSi
34. Iresesedin Now: 0) no 11 yes 3 

36. Mnse Since Lee Pregnancy: 

01 (D - SKIP TO ITEM 43 1) yes 54 	 NO. 

3.Date Leo Manata Onset: L.L L.LJ aL ueil 
day month yeer 

COMMENTS: 

4 

13-14 
ISstli 

1-3 
111,i-22 
3

26-D'2
 

7A
 

341 

" 
3I"]-

U 

IFRP APR/73 

an, CO1 Hill, N.C 27514. USA. 
AIRMAIL TO: InternationalFertilityResearch Program, CrolinePopulation Center, NCNB Pf 



INTERNATIONAL FERTILITY RESEARCH PROGRAM-CAROLINA POPULATION CENTER 

I& SYSTEMIC CONTRACEPTIVE STUDY-FOLLOW-UP RECORD 

PRETEST
 

Cwcle Apoopre Numtws and FillinAppropriaee Bo# and BlIanks 

PATIENT IDENTIFICATION: 1. Your Hospital or Clouc No. 2. Followtip Date 
eday moanO year 

3.Patient's Name 	 Telephone 

4.Addreu (ofchanged) 

CONTINUATION DATASTUDY IDENTIFICATION 
andNotbe, 1 3 36 Coilaoer, Iy,,yar,on liv Nalmeo,Code5 Centor Nam.@ 

IiiI ] .u-lt
6 StudyNarme and Ne.be J 	 4- 4o 

1- tO 
7. Pal~ent Order in S,,dv 

12 17 11 flly SKIP TO BOXA 
8 IFRP Adlnuon Form Numoibe 

Follow up Visit Numnber l1I 19lY i , .y SKIP To BOX A 12 

CONTACT DATA 

10 Type ofContt I visit lh ,w istl 31 U. H)X A (Ait Y CONTRACI 61TIVE 

41unalaIe tO locate 5) ilt. callowill M........' Not,, .I Cio,.r , IDav%M-s-eiI lasr 

8l o0ther ?t.. ~ 1 ?13-74 
t	 F1
IrI rit-l,,1t Reason lot This Con h 

.. .. 1),
t1 To,, ,..t.. l. Msle Latsr C i,- L7 111
8) 	 other 

12 Date r , CT M M.....IIJEIZIZ 	 24 28 SKIPr3ItEMf43 

day "r.Ito V',.
 

day l yr 	 I N ,,..,r )I I Air t,l lri, 4(0 iJr.li,,n,,ttt-l, r At 

21-23I'l (I, 1I 	 i 
14 Date Co I t.Star.l far j 

(1 o13.-.,rrrlyi,Irrilom dr'y ,,lrr. r.'i 	 .i ir 

N- P Slarolrl 0' SCE MANUAL
 

flaysF Srr 2 
42 Allrot T, hr V.,1 01 lo 1) V" 

Never t~wterSEEMANUAL41~ 	 AN a, , .yI Layl AdIo,,l.Iif 

MENSES 


1,ll!Last M4'ril's' (lris1
a|1 


1r.,393' -4 ) O l1.,. L1lav 

i LdJ rr.,rh Vila,
19 A ,. ,.... ,Iv1i,,w 1 1- If11 o ,,,'oui 

t 

,I - 4O 4 ', [ t, , ,, It l i M il.I By II Po .t..I 

20 f~s..,~~a ar,, 11 ~ t...J421 8i.11o..rr3Ii,.,,I 1,,iirl 	 ,r 
4I .....v ' 

l i q OI i q,',.i J
21 Itrlet.. ,l ,*li -lI sl.I 	 1.22,1tlepar 1i,,t"ier__....	 1 37-M 

I. 	 vl.Ni.il) 11i4P , r,...i.l. 1 ir.h, wI r-leto' 	 Doi0i 
31I , 	 47 ptf.,rr.,ry N,,,. t o *rl'i ,'aslr,,lllt U~s.OliliA,,,Iiver. 

r t .n 21 .. l awayvtI. eiorh e ireadi iilt noPREGNANCY 


l nitl.
 

23 Breslcll'tvedlhq No,. 
4 
 5 tdnI i I1:l s Iihtl 

01 11 Vl,-

-n.reas.24 Pregr.. . iir,,r I ast V.1 I ' SKIP T(I T/1f4 -29 

fil F irltlhly A1-14R 	 Orhr Mfoll C.... A ltri Planned 

hi Patienl 01 ii. , II I0JD 2. 55tril25 Pegnan.y no.-.s.lI8 V 11 tr .i 21 .y vi, a' 
,


erdinnaliin in hlsIlirv ,,rin 4) . , ii..... lllli..r 
1ye lrr-riy


81 ()th-,rL 4; vllilslcllooyt1 4 ilioii 61 wllitid aVhythilo

46 	 ,.. 

oa l , , r26 Dale fClot lAd 14 d.l,.l 	 I|Ih t lylI,.,,, 8rhhe,61 l 4 

I r~~.~~.har. lA le 
. . 

fiIIt 1.111n, I itteqllir
A, .... '..t 49 protiiy R'iason lIt irqlidar Usp 01 l ,or 

27 :orI lfoftnls. 21s Ie ile, Is I 'lInly not oallale 

h i ",-'iel - 41 rno h,ededl 4227 Pr l, 0.0,, .) 01-I..l...a 12 ' k s h r 	 i y o'urtrl- RI lht .er 
2:Istl.l"bi ;1) llatlIll 12 Ilvh " W,tlli e
 I1%
 

Last S,1iltiy I I al follow topvoll 
ht,.lanilo-r1., l.Vlr-. 1 e' .i si' ,,,lv,5 I,0,, [1 60 ow D)l,Palint Rw're-vt*4l 	 l . 4E 21"i.ll,o ilrlpot 3) on-i..'inIv depot 4 lpharrr nyV

61 witic abortion RI ..rhlr 

i....rI.
28 Dal- il T &1 
r,ty O +ilth yea 8'OthrOlrie ,o I 61 rtry 	 lI 3 

Ths Method toAnyone Slnc
 
MEDICAL DATA 
 51 No. PIt.t R. tor.i.....i..I., 

.... ......
..... 	 01no. 01 447 , foli... ofo jJLasts-o, Visit 1 y"s 	 1~ Ir'rral..r~r391.,,l,.,r, 

_6.y
( Follow,11 da n h2 , Date SetTo day n~onfih ylloorII rr oo *30 ii,.,rorJ IiflobGolilam9901 l...... 

31 Blool Presi"' SySi 	 Id..... s Nwlrr999il 	 ri.Vnt-

32 lv,.Yht on k (g8 .d,,I, 981 

ADhoITlNAI ItIMS IT,. B'-FAiled..- tip1 RRPqoAR 

34 

11AP APR,'13 

C..~ Ato,hoot.......... CI INH Pr.,., Ch. Moo~l N C 21b14 11 & A
 
A IR4A II )1 10 



INTERNATIONAL FERTILITY RESEARCH PROGRAM-CAROLINA POPULATION CENTER
 
MALE STERILIZATION STUDY-ADMISSION RECORD FORM
 

OiAmib/wte .r a exasons,andFill in A ronitfoxseansd8lanks. 	 No..........
 

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

day mcftl vow 
3. Patient's Name 	 ............. 4. Wife's Name --------------....
 

/eer fwsn md 

.Addr-ess 	 Telephone -.,-.
 

6 	 Relatiiv/Friend's Name and Address ... . 

STUDY IONTIFICATION 	 AODITIONAL ITEMS fTo Be Filled In Upon Reguar} 

7. Cotr Name - ad Number 1-3 34. 

9LStudy Name _ and Number ..	 J jat 

9, PatientOrd Number 	 7t-10
 

MEOICAL HISTORYPATIENT CHARACTERISTICS 

10.Reistance: 1) urban 21 rural 	 12 36. Injury or Operation ofScrotumffestis: 0) no I) yes _6 

II. 	 PitMt'SAIP: (1ces ) 13_14 37. Exceiw Pain inScrotum/Tutis: 0) no 1) yes 64 

I IWifslAV: iverscoed)ef III.-Is 	 3L Swelling of Scrotum[Testis: 0) no I) ys 

11.PFint's Education: ( A-1visrcom red] I 117-11 	 30. Hernia/Appendix Operation: 01 no 1) yes 66 

14 Wife's Education: (safi yer conlad) Is-= 	 40,Other RelatedHistory: 0) none 1) yes- specify: M e?-" 
1. 	W0i's OEcuptaion: 0) unemployed ) reed 41. Seua 1-r
 

studenrthusewfe 2) professional 3) m aeoiI 41.Seaal Hisy: I) Uinfectory 2) unsatiscto0ry, 
 [
4) chlal )SIcrafturrai 6) opertive 71 	 spcf---------1----- -6 
9) othesr 	 !! 21-22 EXAMINATION 

II,Wlfe's Occupeton: Us Item 1 Code 2324 42. Height in cm. 	 70-72 
17.Relision: 0) none 1) Buddhist 2) Catholic 	 43. Weight ir, kgE 73-76 

3) Hindu 4) Jlewih 5) Muslim 6) Orthodox 
7) Protestant 8) othsier -	 [I 44. Urogenital Abnormalities 0) none 1) yes, specify 

II.Raoe: 1) Caucasoid 2) Mongoloid 3)Negooid "ll_ 	 _ _ _1 76-77 
a) otherL a3 45. Other Existing Medical Condiionc: 0) nore
 

Ia F,14st taitue: 1) rirtermarried 1) psychological 2) systemic 3) combinalon:. 7
 
2) l-smmar | e3)mut marriages i 8) Other, speci)fy
 
41 currently mried, one wife - answer iten 20-27 [ 27 STERILIZATION PROCEDURE 	 L..L 7J-0 

COMPLETE FERrILITY NISTORY OF WIFE 	 46. Anesthetic: I) local 2) regional 3) combination, 

20. Lat Prntoncy Outcome 0 neaer preniant 	 specify 8) other __ _12 

47. Type of Incision II single-vetical 2) single-horizontal
 
1)currestlypresetan 2) lie birth 3) still birth 3) double-vertical 4) doubi. -horizontal
 
4) indued abortion 5) spontlaneus abortion 
 8) other ...... 13
 
61 ctoLec P E
21. Do0te L, tPr--nncy Ended' E -D I]M' E D -34 48 Sterilization Technique 

day monrth year 

22. Total Live Biths: 	 E 3-36 

23. 	ChildrenNow Living: number of males 3_ 
to or we )L a 14-15 

number of fernles - 3B 49. Length of Vas Reoected: lin mm.) 00) not done 16.17 

24. AgeofYoungest LivingChild (80ro ylryears- -" 39 50. 	 VasLigetureMaterial Used: 0) none 1) silk 

25. 	Total Number of Abortions: 40-41 2) ln 3) nylon 4) chromic catgut 
5) tantalum clip 8) other_ 18 

26. Number of Spontaneous Abortions: (Bor mom - 8) 42 51. Abnormal Findingg/Difficulties at Surgery: 0) none 

27. Tota Stillbirths: 	 yes:18orn 	 t8)) sify19-20 

21.Tote) Living Children Fathered 4445 	 52. Prophylactic Antibiotics Given: 0) none I) Ilocal 21 
29 	 Contraceptive Method Mainly Used During Pat 12 Months: 2) systemic 3) both 

0) none 1) IUD 2) orals 3) tubectomy IMMEDIATE COMPLICATIONS 
4) vmectomy 5) condom 6) withdrawal/rhythm 5lio7) 	 fom/rudiaphragens/it'y 81 other 4 5,3.Any Cornpfistionfl)Related to Sterilization Procedure:7). Prima ea/s Co osgTheration:) ..	 0)- no 1) yes, hospitalization not required 

30.Primary Rmon for Choosng Thi Operation: 	 0) no 2) yes, hospitalization required ,.--,J22 

1) 	 ssc-economic 21 medical 3) eugenic

contracepite failure 5) does not like/trust other '- 5.Ijr Inr oTsiua
4) J 4. Tes rey 0rt noy/
 

methods 8) other -11 Pempiniform Ples: 0) no ) yes
 
31.Referral Source: 1) self/wife 2) fanly planning staff 55. Hematome Scrotum: 0) no ) yes 

3) other health staff 4) privatephyscian 5) other 
agecy 6) operated pereon 7) unoperated person 5& Anesthesia Complication)): 0) no I) yes
 
6) other ___________1-- L 50 57. Other Complications


32. Where Operated: I hospital/clinic Ittatic team) 	 A 2627 
2) hospital/clinic )mobile se) 3) sterilization camp .8 
4) doctor'soffice 8) other 58.Surical Time iii Minutes 198o over-91 28-29Else 

For Operation:33.Who Palid 1)sif 2) insurance 59 Surgery Oat[ 	 3) 38 
3) publicigency 41 private agency Dw da. Murgnry 

8) other day mnth
 

[MO w 
Interviewer'sName- _---Surgeon's 	 Name L___L 38-39 

REMINDER: Retainthis form and comphite /rat the first follow-up visitone week after sterilization. Visits occuriig 
more than 21 days aftersurgery should be recorded on the follow-up form. i 

ONE WEEK FOLLOW-UP 	 6o) 
60 Follow-up Outcome: 0) not yet discharged 65. HerntomaofScrotum: 0) no 1) yes 41 

1) clinkvhit 2) homeviart 3) moved out of are 66,Abscess of Scrotum: 0) no 11 yes 42 
4) unble to locate8) confirmed wrong address 
6) died, cause H-- 67. ExcesivePaininScrotum/Testis: 0) no 1) yes 43 
a) other " 54-- 68. Other Complications: 44-4 

81.Wound Heeled: 0) no 11 yes L 56 	 44A5 

6Z. Any Complicartionll)Related to Sterilization Procedure: 	 69 Date of This Follow-up Visit: L J 47.52 

0) no - skip to em ya, hospitaliation not required 	 i -- I r I 
21 yes, hosepiteliation required L 70.Date Set For Three-month Visit: 54-59 

day month year
61 	Ferper 38C.100.4" F. or Over. 24 Hours After Surgery: 

01 no 11 yes 2) yes, requiring antibiotics 67ord ly 

, 
No.___ _ _,,_71-764. Wound Septk: 0) no 1| yes 5 IFRP MS 8/74 

Plat, Chapel Hill. N.C. 27514 U.S.A. L_.Jso 
AIRMAIL TO: Ineernatfion. Fertility Research Program, Carolinapopulation Center, NCNB 



INTERNATIONAL FERTILITY RESEARCH PROGRAM-CAROLINA POPULATION CENTER 

MALE STERILIZATION STUDY-FOLLOW-UP RECORD 

Circle Aroproare Numbers and Hexagons, and Fill in Aspsprotriate Boxes and Blanks. 

2. Follow-up DalePATIENT IDENTIFICATION: 1. Your Hospital ofClinic No. 
day modli yer 

.. . . Telephone...
3. Patient's Name . . 

last first middle 

----.. .. .
4. Address ifchanged) 

-
- - - ADDITIONAL ITEMS(To Be Filled in Upon Requt)"STUDY IDENTIFICATION 
e--

& Center Name -- - andNumber 1-3 29. 
4 7 -4 8
 

30. 
6.Study Name ........ . nd Number -'4-


31---.. [r I7.Patiant Ordar Number ~ I7-10 
11-16

SIFRP Admrision Record Form No. 

9. Follow-up Visit: I) 3-month visit 2) 6-month visit
 

81 other---------------------------
 I 17 PHYS4CAL EXAMINATION 

32. WMight in Kg.: 51-63CONTACT DATA 

Since LiltReported Contact.)10 Type of Contact 1I clic visit 2) home visit (Pease Record Any Abnorrel 

3) moved out of arm 41 unable to locate(As 

5- conforted .... had 61 died.cause. .. 33.EpididVmo-orchiti, 01 no 1) yes s 

8- c4.iF..o..ariris:s06nodied, Icause 

349 Funicuitis: 01 no 1) yes 511. Reason For This Contact: I routine 

81 other .--.-.--......... ... 3...... m190) no 1) ye
 

M12. Data This Contact Til][1 21-26 
11 yes 570) no36. Abscess:day month year 

0)no 1) ye l37.Sinus:CONTINUATION DATA Since Last Follow-up) 

13. General Halth andWellBeing. 01 no chlnge 38. Testicular Atrophy: 01 no 1I yes i 
improved
- -- 2) deJiorted- specify: 27 39. Hydrocele/Varicocele: 0) no 11 Ve a 

0) no 11 ye[] &I40. Speimatocale:14. Contraceptive Method Mainly Used: 

TOI) none 11 abislience 2) lubecromy 3) IUD 

41 orals 5) condom 61 withdrewallrhythm Fl 41, Otiher Complications: 0) none 11 yes: specify
 

71 foem/disphregmlloliv 8) other ...... 28
..... 


Duration ofConraceplmnt62
I15. 


01 leI then one month 1) 1 month 21 2 months
 
42. Enlarged/Tender Prostate/Seminal Vesicle: 

3) 3 months 4) 4 months 5) 5 months [i 

29 0) no 1) yes 9) not examined 64 
61 6 months or more 

0) no 1) yes: specify _ 65 
43.Additional Surgery Required:

1) repulse 21 irregular6. Regularity of Use. 

17 Suspecteld Preqnancy of Partner Since Last Follow-up Fl
 
0l no 1 ) yes - Complete Pregnancy Qinuirnsarion Form L,.-J31
 

44. Hospitalization Required: 0) no 

18. Sexual Activity Since Last Follow-up number of nights: (Sormore -8) 
0) no change 1) improved 21 deteriorated I.SSMNE 66 

3) not yet resumed LATEST ;EMEN TEST 

45. Weeks Between Operation and Test: (98orover98) 67-68 
19.Satisfied With Operation 0) no 1) yes 2) indifferent 33 

99) Test not done 
20. Recommendeds Male Sterilization To Anyone Since.i 

Last Follow-up 0) no 1) yes 34 46.Number of This Test: i8or more -8) E169 
Estimated Number of Ejaculations SinceInterviewrlf's Name . .. .47. 

70-71Operation: 00) no ejaculations (98rover-98 
CURRENT COPLAINTS RELATED TO STERILIZATION 

21 Pain in ScrotumlTestis 0) no 1) ye3 
 48. Resultof Test: Isperm per low power field) E 72-73 

11 yet00) none (96 or over -98) 

01 no 11 yes 

22. Swelling in Scrotum/Testis 

(i sperm itn, repst tat and sm instruction manuse/ 
0 no Ii yes

23. Lower Back Pain: 

The patientshouldbe soon for follow-UP visitsREMINDER:Of no 1 yes24.Lower Abdom Pain 

three and six months affer surgery. 

49. Date Set for Next Contact: L._ 7474-792b,Painful Coitus 01 no II yes 

month year
26. Hemospermia 01 no I) yes dey 

e r' 

01 no change 11 increased 2) decreased L..2. 42 Enemies Nme so 
27. rrequancy of Nocturnal Micturition: 

29. Other: 0f none ) vea-sPecify: M 43-4 

COMMENTS: 

IFRP MSlu 8/74 

North Carolina 27514 U.S.A.
flescarch fruobvam,Carolina Population Cantpr, NCNB Plaa. Chapel Hill,

AIRMAIL TO! InternationalFerirvr 



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

INTERNATIONAL FERTILITY RESEARCH PROGRAM-CAROLINA POPULATION CENTER 

MATERNITY SURVEY RECORD 

CIRCLE APPROPRIATE NUMBERS AND FILL IN APPROPRIATE BOXES AND BLANKS. No. 

PATIENT IDENTIFICATION: 1. Your Hospital or Clinic Number ._ _ 2. Admission Date 

4. Husband's Name__3. Patient's Name 

5. Address 	 Telephone 

STUDY IDENTIFICATION 

6. Center Name - and Number 1.3 23. Total Number of Abortions: 32.33 

7. Study Name__ and Number 4.6 24. Number of Spontaneous Abortions: r 
8. Patient Order Number 1a 8or more =8)L.-J 34 
PATIENT CHARACTERISTICS 25. Total Stillbirths; L 

e 8) 	 35 
9. Resireice: I1 urban 21 rural 

. e u r 26 Contraceptive Method Mainly Used 
10. 	 Wife's Age: (years completed) 13.14 Prior to Pregnancy 

11. 	 Husband's Age (yearscompletedl) 15J6 01 none 1)IUD 2)orals 
3) female sterihizaiion 

12. 	 Wife's Occupation; 0)unemployed 4)male sterilization 
1)retir'Alstjdent/hcusewife 5)condom 6)withdrawal/rhmrhm 
2)professional 31manager/farmer 71foam/diaphagm/lelly 
41clerical 51craftsman 6)operative " 8) other- gm/jely 5' 
7)laborer 81other - - _- - --- 1. 36 

27 	 Sterilizatiorn this Hospitalization: 
13. Husband's Occupator;: (use Itef12 	 o)no II yes 37 

Srodes)Amission Date, E]EL. 3843]. 

e. cryn14. 	 Race: 1)Caucasoid 21 Monioloiil 119 	 Vt.,

31Negroid 81other ... 11t 
. I L.J. 444929. 	 Delivery Date15. 	 Religion 0)none 1)Budist 

do month 
21Catholic 31 Hirril, caste ...... - ___E-

4)Jewish 5)Mushi 6)Oth(xJox 30. Discharge Date. L L . L .. 5055 
ES day lvrerh ypa,7)Protestant 81other ............ L._J 


ADDITIONAL STUDIES 

16 	 Wife's Education 
1To he filled in upon request)

(school year completed) 	 2122 
5623 31.17, 	 Husband's Educa, oi. 


(school year completed) 23324 2. __
 

18. 	 Marital Status* 1Inever married 
2)currently married 31formerly m 2 33. 5 
married 81other .2 

596027
19. 	 Total Live Births. 6 34, 

20. 	 Children Now Living - 8 35 _.. 61-62 
28

(8 or more_8) number of males 
numier of females. 29 

21. 	 Age of Youngest Child. f 3 
(8 o, more years a 8) 	 30ireviewe's N 

22. 	 Number of Addlitonal Children Wantel 0 31 

COMMENTS. 

IFRP/,wl. Jurm.8 74 
NCN B Pi u.s.Chap l H ll. N ith C arilii 275 14 U S A 

nnm. C ar i Popu iattop C rntrw.
AIR MAIL 10 Inie.vnr triialF e:tlhiii Rv sarchP rn ohri 



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

_____________ 

~ 
~ INTERNATIONAL FERTILITY RESEARCH _,POGRAM-CARLIA POPULATION CENTER 

SURVEY.RECORD'.FERTILITY 

NO-~' 
.,.1 I"Circle ApproprIato Nurlc.rs and Fill .in Appropriate Boxesand Blank)s '5. 

FAMILY IFTIF1CATI N: 1. Your Hospital o 

. . ...
 o f . "ous :4. Spouse 's Name 
3. Head . l S 


±:rst middlea ~ '''~~
 

,,,,,,, , .. ... 
, ,:i4: 4 ............>S 3Th.. f~.

Addre S > 


4 i4.' 
.. 5 

:>" .. ... .... .' 
' 

5. 5. s ' 3" 

' 5 :., . . . .... . . r , ,.7 

. ..... ........
--- .. .. 


:' 

. .ie,.543 

l)former " married,)
6. Center l)'uoand 
i 

_ .. j.L - ... 2) urr--:.,. Iy mareris '. and SKIP to 
7..Surw~s'..t frde nueried Item 25
 
B. F i inly LI~iIJZL7Z1 13 3)curreritly' married#, 

than1 spouseImore 4)urreT~tly mnarri ezdFAMILY. 7 >

14 ,oeptsllYi~ . sidcncoc 1)urban rra, ~ 

29
maotne oralfo)Liver 'Dirths<19.,Total
)l~bO~ilrf: i 15-16.Age: .,0.s d'sadb 

20. Childre1nNlow Living:, 44~(years com~p.leed 171 .

rumber of males 30
v, re...) n17-184 o
11. Wife' 'Aq: 
 of females D31nuber. 


.3 2. u.~art~&~,.:utztiJ Ouncr~ly~d, 

-. . 21. '!-.ihberofAdwitio al Children a a 
.;! . . . . 

of' Abortionl:4)2c'44h CQbzev. Total±. 33-3 

Nu ter of Spontaneous ,r 
.
13 Wife's OcCupat~on: 23. s5: 

35
 
item 122codes) [7 20 Abortions:r (8 or more' )

(use (8 or more,- 8) j 36' 
24. TotalStillbirthS
2)Mongo ,id .....
. .....
14. Face: 1)Cau-asoid ..... .. . ... ......... . ....2.. 


D21 5.Coritraceptive 1c-thc~d Mainly:Used 

Past Six Monh: 0)none,During
lBuddhist15. Religion: 0)none 1) 
, 1)I1LLD 2) orals , 3)feflale sterilization 

M)atholic. 3).Hindu,casJtC 
4)male~sterilization 5)condom


'5P:!uoim G)OrthodC xV4)3cwish . 22 6)withdrawal/rhythl 7)foam/diaphragm
7)prcs~ustalit 61,othcr_ 

2'4 Jelly E)other' 37L.J' .. 4.>~ 

.,,'5'~ 
'22 


3 16. yHusbt±ndl Edu~cation.: 

.1 r tITIONAL ITEM326'..3
,25-26
1.Wife's rduc'2tiof: 

38- 39.2'. 


27., i 3

3I.-terviewcr', 

74380NO. 

. .3I,
.
9-73 


S A 

C 21 ... ... ... ..,S ............... 
4 U 


... .. , .. ... ,33'S... .. : 

NCNP-a3 

a i a -ia 3 1"S...-

ten
35 

http:Nurlc.rs


INTERNATIONAL FERTILITY RESEAROI POPULATIONPROGRAM--CAROLINA CENTER 
PREGNANCY FOm--PRETESTCONFIRMTION 

Circle Appropriate Numbers and Fill In appropriateBoxe and Blanks. 

PATIENT IDENTIFICATION: 1. Your oespital/clinic No. 

2. 	 Patient's Name_ 3. Musband's Memo
 

feed first maiden
 

4. Address 	 Telephone 

STUDYIDENTIFICATION: (Code for the Study in which e patient wvs enrolled when pregnancy Is suspected to have occurred.) 

5. Center Name and Number 6. Study Nm and Nber 7. Patient Order No. B. IF" Adission Form No. 

(If 	 xxpicion and conflrmation reported earlier, SXIP to Itm 22.) 

PREGNANCY 	 (Fill out at first suspected.)SUSPICION: 	 contact at which pregnancy is 

9. Reason For This Contacts 	 12. menstruation Since Last Contacts 0) I)ye 
 W 
1scheduled follow-up
2)suspocted pregnancy 
B)other 13. Date of Last Nenses Onset, J.JLJL.LJ 

da month year10. 	 Pregnancy First Suspected By, 

l)doctor at this center 14. Additional Contraceptive Used Since Last Contact.
 
2)doctor elsewhere 0)none i)abetinence 2)IUD 3)orals 4)condom
 
3) patient 5)withdrawal/rhyths 6) foam 7)dis&hregm/jelly
 
B)other 8)other _ _ _
 

II. 	 Reason For Suspicion: 15. Date of This Contats W 	 ]DII II 
1)Lissed menses 	 day month yearday________year
 
8)other 

PREGNANCYCONFIRMATION:(Wf uncertain at time of contact, hold form and complete in one month.) 

16. Diagnostic Method Used, 	 Reasons for this Estimation: 
O)pregnancy already ter..nated - SKIP TO ITEM 22 
1)pregnancy test,spocify name 
2) pelvic examination 
311 plus 2 
B)other__
 

17. Result of Dionnovis: 
O) not pregnant * SKIP TO ITEM 29 Fl 20. Possible Reasons for Contraceptive/Procedure 
I)prtgnancy confirmed Failure _ 

18. Estimated Gestational Age.
 
(number of weeks from lest menstrual period) 

19. 	Estimation of Whether Pregnancy Occurred Before
 
or After Last Procedure/Nothod Used,
 
l)definitely before Fill in Reasons and
 
2) probably before ) SKIP TO ITEM 21
 
i) uncertain
 

,probably 	 21. of This Contact.after 	 Date 
5)definitely after L-. 	 day month year 

PREGNANCYOUTCOME: 

22. Tctrmination Decisions 26. Re-estimation of Whether Pregnancy Occurred Before
 
O)no termination at this contact--) or After Last Procedure/Method Uses
 

pregnancy will continue to tere SKIP TO ,TEN 29 l)definitely before
 
l))oet contact r---I 2)probably before SKIP TO ITM 27
 

sp,.Ynancy terminated 3) uncertain
 
4)probably after
 

23. Pregnancy Outcome, 	 5)definitely after
 
1)spontaneos abortion 	 Estiation, BasedReasons for Above on Teminationt 
2) induced by patient 
3) induced at this center 
4)i duced elsrwhere 
5) stillborn 
6) live birth--pramatute 
7) live birth--ature 	 27. Additional Reasons for Possible Contraceptive/ 

Procedure Fallure, Based on Termination:
 

24. Congenital Malformation:
 

O)no i) yes 9)unknown L_._ 
25. Estimated Gestational Age at Termination 

number of weeks 00)patient not pregnant JT 
2B.Date of Termination: 414.. 
29. Date of T).is Contact,
 

(if 	 other than above) day month year 

OMENTS 

ZFRP/PC / 9-73 

AIRMAIL TO7,International FertilitVResearch Program, Caroline Population Center, NCNBPlaza, Chapel Hill, N.C. 27514 U.S.A. 

is
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APPENDIX B
 

SUMMARIES OF IFRP STUDIES
 
AND PROTOCOLS
 

IFRP Comparative Studies Applicable At 
Each Period In The Fertility ContinuumFertility Events 

Male Sterilization Study*11 
Mestra Priod J ... . .. 	 ,,----. 

Blind IUD Study (Not Recently Pregnant Patients) 
l 	

IStudiosI.0 ~ 	 of Oral Contraceptives . 

Study (Not Recently Pregnant Patients)Femais Sterilization 

Ov ul a ' i n ( t i l iz ti n )  

I fe I W eek '
 

Gestation 
Menstrual Regulation Studies:FirstMid Menstrual Period 4-


Induction of Uterine Bleeding with Suction Curettage 
5 Medical Versus Surgical Induction of Uterine BleedingIle-°y ,._..6
 

n Me Study of D&C and VA for First Trimester AbOrtion 

B Cannul e Studies 
Study of D&C end VA for Treating Septic9 

or Aseptic Inevitable Incomplete Abortions 
Trimester Abortion Insertioni 

S Female Sterilization Study (concurrent to 
10 Blind IUD Study (Post First 
11 

I l 12 	 First Trimester Abortion 

, 13- -

I 	 14 Mid-Trimester Abortion Study 
15 Study of Intraeamniotic Saline. Intra-amniotic Prosta. 

16 glandin F2c, and Urea forInducing Mid-Trimester Abortion 

17 Blind IUD Study (Post Second Trimester Abortion Insertion) 
189 Female Sterilization Study (concurrent to 

20 	 Second Trimester Abortion) 

3 Blind IUD Study (Post Term Delivery Insertion) 

T r . , Female Sterilization Study (in the 
1 immediate post-partum period) F 



I. AN OUTLINE OF THE PROTOCOLS 

For all study areas (abortion, menstrual regulation, female and male 
sterilization, IUDs, and oral contraceptives), the format of the protocols is 
basically the same. A brief outline of the format is given below. 

A. 	 Methods, Techniques, Devices, Drugs to be Studied 
Each protocol specifies the "methods" to be studied. For some protocols 

the principal investigator 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 12 IUDs. 

B. 	 Subject Selection 

All protocols specify the number of subjects to be studied as wel! as 
specifying certain criteria for subject selection. For the female sterilization, 
IUD, and oral contraceptive studies, the principal investigator will specify 
the category of subjects he desires to study: not recently pregnant, immediately 
post-abortion, immediately post-delivery. 

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

randomly assigned to subjectsIn all comparative protocols "methods" are 

as follows. The principal investigator receives from the IFRP a set of envelopes,
 

Indicator Card. of envelopes corresponds
each containing a Method The number 

to the number of subjects in the study. Prior to performing the study procedure
 
(abortion, menstrual regulation, sterilization, IUD insertion, or dispensing
 
oral contraceptives) the physician opens the envelope corresponding to the
 
subject's patient order number. The Method Indicator Card inside of the
 
envelope designates the particular method to be used in the procedure. 

D. 	 Study Forms 

In addition to the IFRP forms which are completed for surveillance 
studies, comparative protocols require at least two additional forms: the
 
Method List and Consent Form. The principal purpose of the Method List
 

to record the method assigned to the subject and to obtain pertinent information
is 

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
 

the study is being conductedform regardless of whether the hospital/ clinic where 

has its own consent form. This is a requirement of the Committee for the
 
Protection of Rights Gf Human Subjects of the University of North Carolina
 
School of Medicine which must approve all of IFRP's comparative protocols.
 



E. 	 Study 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 post-procedure care and follow-up evaluation 
of the subjects. Whenever feasible, the physicians responsible for follow
up care and evaluation of the subjects are kept unaware of the specific procedure 
used for any subject. 

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:
 

1. 	 C.H. Hendricks, M.D., Chairman, Department of Obstetrics 
and Gynecology, UNC School of Medicine 

2. 	 Research Review Committee (UNC Office of the Vice Chancellor for 
Health Sciences) 

3. 	 Committee on the Protection of the Rights of Human Subjects 
(UNC School of Medicine) 

4. 	 IFRP's Medical Advisory Committee 
5. 	 Studies Review Committee (IFRP) 

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

II. PREGNANCY TERMINATION STUDIES 

First Trimester 
I I 

Dilatation & Curettage Vacuum Aspiration 

Inevitable, Incomplete Metal Cannula Plastic Cannula 
Abortion 

Septic Aseptic Vented Non-Vented Rigid Flexible 
D&C VA 

Second Trimester 

r 	 I 
With Sterilization Without Sterilization 

I I I I II 

Hysterotomy Prostaglandins Saline Urea Saline Prostaglandins 

Single Multiple ". With Single Multiple
 
Dose Dose Oxytocin Dose Dose
 

-2



A. First Trimester Abortion Studies 

Comparative Study of Ragab's Cannula 
Ragab's cannula* with andThe objectives of this study are to compare 

at the uterine opening for effectiveness, technical ease,without the jet stream 
and safety for performing induced abortions by vacuum aspiration in women 

from 6-12 menstrual weeks' gestation. These objectives are evaluated in 

a "blind" study design with a random allocation of methods (cannula with 

or without the jet stream) to subjects. One hundred and fifty subjects will 

be aborted by each method. All subjects will be required to return for a 
The data willfollow-up physical examination 2-4 weeks after the abortion. 


sent each month to the IFFF.
be recorded on standard forms and 

Comparative Metal versus Plastic Cannula Study 
The objective of the study is to compare the performance of the 8 mm 

metal and 8 mm plastic cannulae for performing abortions by vacuum aspiration 
arein women from 7-10 menstrual weeks' gestation. The different cannulae 

each randomly assigned to 150 subjects. Only generally physically healthy 
Standard procedureswomen requesting an artificial abortion will be studied. 


for performing the vacuum aspiration will be followed. All subjects will
 
a follow-up physical examination 2-4 weeks afterbe required to return for 

standard forms and sent eachthe abortion. The data will be recorded on 
month to the IFRP for review. 

Comparative Flexible Versus Non-Flexible Plastic Cannula Study 
to compare two types of plastic cannulae --

The objectives of the study are 

flexible and non-flexible -- for effectiveness, technical ease and safety in
 

by suction curettage in women from 6-12 weeks'
performing artificial abortions 
gestation. The objectives are evaluated in a "blind" study design with random 

allocation of cannulae to subjects. Generally, physically healthy women requesting 
included in the study. Each a therapeutic termination of pregnancy will be 

will be used in aborting 550 subjects. Standard procedurestype of cannulae 
abortionsfor performing abortions by suction curettage will be followed. All 

sterile procedures, with paracervical block anesthesia,will be performed using 

and using a cannula size appropriate to the subjects gestational age. All
 

a physical examination 2-4 weeks
subjects will be required to return for 
at a number of differentafter the abortion. The study will be conducted 

sent eachhospitals, and the data will be recorded on standard forms and 


month to the IFRP for review.
 

Comparative Study of Dilatation and Curettage and Vacuum
 
Aspiration
 

are to compare the effectiveness and complica-The objectives of this study 
(D&C) and vacuum aspiration (VA) for performingtions of dilatation and curettage 

at 6-12 weeks' gestation. The procedures -artificial abortions in women 
to subjects in a "blind" study design.D&C or VA -- are randomly assigned 

by D&C and 210A total of 420 subjects will be studied; 210 will be aborted 
subjects aborted by each procedure, 105will be aborted by VA. Of the 210 

weeks' gestation.will be of 6-10 weeks' gestation and 105 will be of 11-12 

Jet Ejector Vacuum Cannula for Abortion: A New Engineering*Ragab, M. I., 

Principle. Contraception 4: 199, 1971.
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and VA will be followed. All subjectrStandard procedures for performing D&C 
will be required to return for a follow-up visit and physical examination 2

4 weeks after the abortion. All data will be recorded on standard forms 

and sent to the IFRP at monthly intervals for review. 

Comparative Study of Dilatation and Curettage and Vacuum Aspiration 

for Treating Septic or Aseptic Inevitable, Incomplete Abortions 
(D&C)The objectives of this study are to compare dilatation and curettage 

and vacuum aspiration (VA) for effectiveness and safety in the treatment of septic 
from 6-12 weeks' gestation.

or aseptic incomplete or inevitable abortions in women 
study design where the procedures--

The objectives are evaluated in a "blind" 
or VA--are randomly allocated to subjects. Only generally physically healthy

D&C 
from 6-12 weeks' gestation requesting treatment of an inevitable or incomplete

women subjects.
abortion and consenting to participate in the study will be selected as 

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

to the hospital in shock (all types), and
medical conditions, subjects admitted 

to the hospital. A total
subjects not treated within 48 hours after being admitted 

of 420 subjects will be studied; 210 will be aborted by D&C and 210 will be aborted 

by VA. For all subjects an intravenous drip of 1000 cc of 5%dextrose in normal 

rate of 200 cc/hr will be continued
saline with 10 IU oxytocin (10mu/cc) at a 


Standard procedures for performing D&C and VA will

throughout the surgery. 

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

ordinarily used at the institutions. All abortions are performed using sterile
 

procedures, with paracervical block anesthesia administered when necessary. 

All subjects will be required to return for a physical examination 2-4 weeks 

after the surgery. The study will be recorded on standard forms and sent each
 

month to the IFRP for review.
 

B. Second Trimester Abortion Studies 

Comparative Mid-Trimester Abortion Study 
to compare the effectiveness and complications

The objectives of this study are 
(PGF 2 ) and hystero

of the intra-amniotic saline, intra-amniotic Prostaglandin F2 

at 16-20 weeks' gestation. aThe saline and 
tomy methods for aborting women 

methods will be studied with and without concurrent sterilization and
PGF 2 
the hsterotomy method with concurrent sterilization only. Two dose schedules
 

(1)a single dose of
 
of intra- amniotic PGF 2 a administration will be evaluated: 


PGF 2 a, and (2)an initial dose of 25 mg PGF 2 repeated at 6, 24 and 30
 
50 mg 

With either the saline or PGF 2 methods 
hours if the patient does not abort. 

in which 
the trial is declared a failure if the patient fails to abort within 72 Rours, 

second method will be used to complete the abortion. All sterilizations 
case a 
will be performed using the Pomeroy technique. Abortion methods will be randomly 

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

abortion with sterilization and abortion without sterilization groups. 


follow-up visit and physical examination 2-4

will be required to return for a 

All data will be reported on standard forms to the 
weeks after the abortion. 

IFRP at monthly intervals for review.
 

Comparative Study of Intra-amniotic Saline,lntra-amniotic 
Prostaglandin 

Fj , and Urea for Inducing Mid-Trimester Abortion 

tives of the study are to compare the effectiveness and com
7 % oje 

1) intra-amniotic hypertonic
plications of the following four methods of abortion: 

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



amniotically administered with a repeat dose of 20 mg 24 hours later if the patient 
has not yet aborted, 3)a 25 mg dose of PGF 2 intra-amniotically administered 
after intra-cervical placement of laminaria tgnts, with a repeat dose of 25 mg 
of PGF2a 6, 24, and 30 hours later if the patient has not yet aborted, and 4)an 
80 gm dose of urea intra-amniotically administered, and intra-venous oxytocin 
(200 mu/min). The study will also evaluate whether with each of the above abortion 
methods the administration of intra-venous oxytocin after delivery of the 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 amnioinfusion 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 continued or 
initiated for one half of the subjects aborted by each method. If the subject does 
not spontaneously expel the placenta within 4 hours by the appropriate conventional 
therapy. All subjects will be required to return for a follow-up examination 
2-4 weeks after the abortion. The data will be recorded on standard forms and 
sent each month to the IFRP for review. 

Ill. MENSTRUAL REGULATION 

MENSTRUAL REGULATION 
Prostaglandin F2.r Suction 

Electrical Hand
 
Vacuum Pump
 
Source
 

Comparative Menstrual Regulation Study - The Induction of Uterine 
Bleeding with Suction Curettage 
The objectives of the study are to compare the relative effectiveness, 

safety, and technical ease of performing menstrual regulation (MR) with different 
vacuum sources (Berkely pump or 50 cc Karman Syringe), and different types
 
(flexible or non-flexible) and sizes (4, 5, 6 mm) of cannulae. In this study MR
 
is defined as suction curettage performed in women with a delayed menstrual
 
period of 1-14 days to insure the woman is not pregnant or does not continue
 
to be pregnant. The objectives of the study are evaluated in a "blind" study
 
design where the different MR procedures are randomly assigned to the subjects.
 
For each vacuum source, type and size of cannula 200 subjects will be studied.
 
Standard surgical procedures for performing abortions by suction curettage
 
will be followed. All subjects will be required to return for a physical examination
 
2-4 weeks after 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 continue 
to be pregnant. The study will be conducted at a number of different institutions, 
and the data will be recorded on standard forms and sent each month to the IFRP 
for review. 
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SurgicalComparative Menstrual Regulation Study - Medical Versus 

Induction of Uterine Bleeding 
The objectives of the study are to compare the continuation of pregnancy, 

and side effect rates of the intrauterine administration of PGFcomplication, 
ard the suction curettage methods of menstrual regulation (MR), i.e., the i~duction 

of uterine bleeding in women with a delayed menstrual period of up to 14 days. 

study design where the different MRThe study objectives are evaluated in a 
procedures are randomly assigned to subjects. For each MR procedure 100 subjects 

with a delayed menstrualwill be studied. Only generally physically healthy women 
and who have a positive pregnancy test prior to the

period of at most 14 days, 
I!iR will be selected as subjects. Prior to PGF 2 administration all subjects will 

b:e sedated intravenously with 100 mg meriperigine hydrochloride, 0.4 mg atropine, 

and 	20 mg diazepam (valium). Five milligrams of PGF 2 dissolved in 2 ml of 
20 minute period, transcervically0.9%normal saline are administered over a 

through a 1.5 mm (OD) polyethylene catheter through the undilated cervix into 

the uterine cavity to the fundus. All subjects undergoing MR with suction curettage 
Standard surgical procedureswill first be administered a paracervical block. 

The suctionfor performing abortions by suction curettage will be followed. 

curettage will be performed with a 6 mm plastic (Karman type) cannula and a 

50 cc Karman syringe. All subjects will be required to return for a follow

up history and physical examination two weeks after the MR, and again at 8 weeks 

after the MR. At the time of the first follow-up visit a pregnancy test will be 

to each subject. All subjects consenting to participate in the studyadministered 
will consent to have a therapeutic abortion by the usual methods of the institution 

if they continue to be pregnant. The study will be conducted at a few carefully 

selected institutions, and the data will be recorded on standard forms and sent 

each month to the IFRP for review. 

IV. STERILIZATION 

A. Female 

I 
rCuldoscopy 

FEMALE STERILIZATION 

Leperoscopy, Lprt 

Hemo- Modified Single "Double Modified Excision-
Clips Pomeroy Puncture Puncture 

1 1 UI" 
Cautery Clips Rings Cautery 

Pomeroy Ligation 

Interval Interval Interval 
Post-AbortionPost-Abortion 

Post-Parturn
Post.Abortion 

Comparative Female Sterilization Study 
Each investigator participating in the comparative female sterilization studies 

methods of sterilization, with the appropriatewill select for study two or more 
The methods ofsurgical approach, in the appropriate category of patients. 

Modified Pomeroy, Shaw-Vienese, hemoclip, spring-loadedsterilization are: 
The surgical approaches are laparotomy, culdoscopyclip, silastic ring and cautery. 

not recently pregnant, immediatelyand laparoscopy. The categories of patients are: 
The objectives of the studies are to comparepost-abortion, and post-term delivery. 

and technical ease of performance of different methodsthe complications, cost, 

of sterilization. These objectives are evaluated in a study design where methods
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are randomly assigned to subjects. A total of 150 subjects will be sterilized by 
each method. Only generally physically healthy subjects over 21 years of age, 
legally capable of consenting to the sterilization, and consenting to participate 
in the study will be selected as subjects. All subjects will have easy accessibility 
to the hospital for 24 hours emergency care and will be requested to return for 
follow-up examinations at 7-21 days and 6 months and 1 year after the surgery. 
Standard forms will be used to report the data which will Le reviewed at monthly 
intervals.
 

B. Male 

COMPARATIVE VASECTOMY TECHNIQUES
I I 

1.Excision & Ligation of the 4. Tantalum Clip Application 
Cut Vas Ends (Standard 5. Fulgarization of the Lumens 
technique) of Cut Vas Ends (Schmidt 

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

3. Excision of Vas, Ligation of 
Proximal (testicular)
 
Segment and Covering of
 
Distal Segment with Fascial
 
Sheath
 

Comparative Male Sterilization Study 

The objectives of the study are to compare the complications and 
failure rates of the sterilization techniques listed above. Each investigator selects 
two of the above techniques for study in a study design where the techniques are 
randomly assigned to subjects. Two hundred subjects, over 21 years or age, legally 
capable of consenting to the sterilization and consenting to participate in the study 
will be selected as subjects. All subjects will return for follow-up examination 
7-15 days after the sterilization, and after at least fifteen ejaculations or not less 
than one month 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 at 
least one month later or after at least 5 ejaculations. All subjects will be required 
to return for a physical examination and semen test six months post sterilization. 
Standard forms will be used to report the data to the IFRP. 
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DEVICESV. INTRA-UTERINE CONTRACEPTIVE 

INTRA-UTFRiNF DEVICES 

Plain Metal Loaded Hormone-Bearing 

Standard Spring Coil 
I

Dalkon Shield 

Copper-7
I

Spring Coil with Copper 

Spring Coil with 
Poetrn 
Progesterone 

Standarl-Small Coppe/IT.200 

Sat-i-Coil 33-S 

Saf-T-Coil Nullip 25-S 
Lippes Loops A, C, D 

a. Nullipara 

b.Multipara 
Not recently pregnant 

Post-abortion 
first trimester 

Post-abortion 
second trimester 

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

Comparative "Blind" IUD Study 

The objectives of the study are lo compare the continuation rates and the 
over a two-year period.specific complications associated with two or more IUD's 

Only women with no gynecologic abnormalities and who have not previously used 

an IUD will be studied. The principal investigator will select two or more IUD's 

for study using one patient category. The study IUD's include: Spring Coil 

with or without copper, Spring Coil with progesterone (60 mg), standard Dalkon 
and D, Saf-T-Coil-Shield, small Dalkon Shield, Copper 7, Lippes Loops A, C, 

Other IUD's will be included33-S, Saf-T--Coil Nullip 25-S, and Copper T-200. 

as they are developed The patient categories are: Immediate post-abortion, 
(multigravida), and nulligravida.immediate post-delivery, not recently pregnant 

inserted within 1 week of the first day of the subject's last normalAll IUD's are 
menstrual period, abortion, or delivery. IUD's are randomly assigned to subjects 

with each study IUD assigned to 450 subjects. IUD's
in a "blind" study design, 

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.
 

Standard forms are used to report all data to the IFRP for review at monthly intervals.
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VI. SYSTEMIC CONTRACEPTIVES 

Orals
 
Daily C mbined
 

I I I
Ovral Norlestrin Demulen Norinyl 

1mg. 1+80 
2.5 mg. 1+50 

Comparative Studies of Oral Contraceptives 

The objectives of the studies are to compare continuation rates due 
to medical reasons and the incidence of specific side-effects for two or 
more oral contraceptives. Generally physically healthy women between 15 
and 44 years of age desiring oral contraceptives will be studied. Not 
included in the studies are: 1) women using oral contraceptives for 
therapeutic reasons, 2) women 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 contraception. The 
principal investigator will select two or more study drugs for study in 
one of two different comparative studies using one patient category. The 
study drugs include Ovral, Norlestrin 1 mg., Norlestrin 2.5 mg., Demulen,
Norinyl 1+80, and Norinyi 1+50. All study drugs are routinely prescribed 
in the United States. Other drugs will be added as they are developed and 
approved 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 pregnant, 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 
those routinely required for women in the United States using the study 
drugs. All women will be followed for one year. At the beginning and completion 
of the study all subjects will undergo a complete physical examination. Oral 
contraceptives are randomly assigned to subjects in a "blind" study design. 
Each study drug is assigned to 305 subjects. Standard forms are used to report 
all data to the IFRP for review at monthly intervals. 
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