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INTRODUCTION 

This is an annual report regarding our case-control study that aims to examine whether 

risk factor profiles of breast cancer differ according to the estrogen receptor (ER) status 

among African-American women ages 20-64. This report covers the period from September, 

1996 to August 31, 1997. 

It was the first year of this exploratory study. Therefore, tremendous efforts had to be 

made to set up the study procedures, to make various preparations, to recruit study subjects 

and to initiate interviews. The award notification from the Department of Grants and 

Contracts Administration, Meharry Medical College, was given to the principal investigator 

on September 16, 1996. Upon the receipt of the award notification, the principal investigator, 

Dr. Zhu, began a series of preparations for the study, such as developing the quality control 

related procedures, polishing the questionnaire, working on the IRB and budget related issues 

and hiring research team members. Due to the position-control and employment process and 

procedures of the Meharry and the selection process, the research specialist (research 

coordinator) and the research assistants were able to be on board in February, April and May, 

1997, respectively.   The Research Specialist, Ms. Sandra Hunter has done a lot of 

coordination and other needed work for the project since she joined the team in February. 

She performed pre-interviews with selected women to test the questionnaire and gain their 

feedback and comments. She also handled miscellaneous affairs for the study, including 

ordering supplies, contacting study field coordinator, contacting doctors and study women, 

working on various forms and documents needed for the study and helping with hiring 

research assistants. The research assistants, Ms. Kathleen Payne-Wilks and Ms. Chanel 



Roland, joined the preparation process. They received training on the interview skills, 

knowledge of breast health and study quality control. During the study, they have made great 

efforts to contact doctors and study subjects and to schedule and conduct interviews. 

The project had been going for less than 12 months up to August 31, with the 

interviewers employed in April and May. During the period, the project has progressed. The 

research team has done a lot of preliminary work and has done their utmost to increase the 

participation of doctors and eligible women. Since interviews started only a few months ago, 

we currently do not have the questionnaire-based results available for this report. The 

following is the summary of the work done up to August 31, 1997. 

BODY 

1.   Study Hypothesis 

Estrogen-related factors, such as nulliparity, age at first full-term pregnancy, age at 

menarche, and age at menopause, are known to be risk factors for breast cancer [1]. Because 

estrogen executes its influence on the biological activity and growth rate of breast cells 

through hormone receptors [2], whether these factors can increase the risk of breast cancer 

may depend upon the existence of estrogen receptors. Therefore, it is reasonable to 

hypothesize that risk factor profiles may differ according to estrogen receptor (ER) status of 

tumor. 



2. Study Design 

This study uses a case-control design to examine whether risk factor profiles are 

different between ER-positive and ER-negative tumors among African-American women. 

Cases consist of about 200 African-American female patients diagnosed with breast cancer 

during 1995-96 and who lived in Davidson, Shelby and Hamilton counties, Tennessee.   All 

breast cancer patients were historically confirmed (ICD-0 site code C50) [3] and identified 

through Tennessee Cancer Reporting System (TCRS). Controls are comprised of African- 

American women without breast cancer who are selected through random-digit telephone 

dialing and frequency matched to cases by 5-year age range. Information on risk factors is 

collected through telephone interviews. Tumor tissue samples are collected and pathological 

reports are reviewed (when necessary) for the determination of estrogen receptor status. In 

addition, a set of colored pictures of oral contraceptive (OC) pills and a short OC 

questionnaire are mailed to the study subjects with the pay check to collect detailed 

information about OC use. 

3. Methods And Procedures Implemented 

Figure 1 shows the study procedures, which include identifying and selecting cases 

and controls, getting consent from doctors and eligible women, performing interviews, 

collecting tumor tissues and reviewing pathological reports when needed. For a high study 

quality, we need to train interviewers and conduct quality-control procedures. 



Merging 
doctors' and 
patients' files 

With doctors 
identified 

Without doctors 
identified 

1st letter to doctors 
Doctors 
responded 

Consent 

Doctors not 
responded 

Refusal Patients 
died 

2nd letter and remind 
call to doctors 

Responded Not responded 

Consent Refusal Patients 
died 

Patients with 
doctor's consent 

1st  letter  to patients 

Not responded 

2nd letter to patients 

CONTROLS 

Figure 1.  Procedures for getting consent from doctors and patients 



3.1. Identification of study women 

Cases with breast cancer are selected through TCRS. TCRS was established in 1986 

and requires hospitals and certain laboratories to report cancer patients within 6 months of 

their diagnosis. Ms. Becky Jones and Mr. Patrick Turn are TCRS collaborators for the study. 

Before the start of the study, our research team members had a meeting with TCRS 

collaborators to discuss the criteria for the eligibility of study subjects and detailed procedures 

to recruit them. Ms. Jones and Mr. Turri provide us with a list of patients according to the 

selection criteria on a quarterly basis. They also provide us with a list of all doctors in 

Tennessee. We match patients with their doctors and send a letter to the doctors for their 

consent to contact their patients. Patients with a doctor's consent are sent a cover letter 

introducing the study and a consent form for their participation in the study (appendix 1). The 

second letter is sent to those who did not respond to the first one. A reminder call (where a 

telephone is available) is made to women who did not reply to both mailings. Only patients 

who completed a consent form are used as cases for the study. 

Controls are selected using random digit dialing techniques, and frequency matched to 

cases by 5-year age range. The first step of control selection by random digit dialing (RDD) 

is to group cases diagnosed in the same calendar year whose telephone area codes and 

prefixes serve the same residence area, and then form the sampling frame by age distribution 

of the cases in the area. By randomly selecting one of the telephone prefixes of the cases and 

adding the last four random-selected digits, a call is made to find an eligible woman according 

to ethnic background and age range. 



For each telephone number called, interviewers determine (1) whether it is a 

residential or nonresidential (business line, cellular network, fax machine, disconnected, or 

changed to another number,) number; (2) whether there are any eligible women for a 

residential number; (3) how many eligible women there are (randomly select one using the 

last two digits of the telephone number, if more than one eligible women); and (4) whether an 

eligible woman consents to have an interview. Up to 9 calls over a two week period, 

including 3 day-time, 3 evening, and 3 weekend calls, are made for a telephone number that 

has not answered. If an eligible woman is identified, we describe the study purposes and 

procedures, and ask whether she would accept a telephone interview. For a woman who 

agrees to participate, a telephone interview is conducted. 

To achieve a high response rate, we use a monetary incentive. We mention to eligible 

women that we will pay them for their time for the study ($25 for a completed interview) and 

also provide them an opportunity to be entered in a drawing for an award of $200. 

3.2. Identification of doctors and doctors' consent 

TCR.S provides us the names and addresses of eligible patients' physicians. We mail 

the doctors a letter (appendix 2) and a consent form (appendix 3). The letter we send 

describes the study and asks if we can contact their patients. If a physician does not return the 

consent form after two mails, one of our staff members calls the physician's office to 

determine the status of the letter and fax or mail another copy of the letter and consent form 

10 



when needed. We recognize that continuing support from doctors is very important for us to 

recruit patients. To establish a good relationship with doctors, Dr. Zhu writes a thank you 

card to each doctor who responded to our study. 

3.3. Test and revision of questionnaires 

Ms. Hunter performed pre-interview test with five African-American women to gain 

feedback concerning the questionnaire. These women represented the various backgrounds 

including breast cancer patient, nurse, house wife, engineer and customer service 

representative. All the participants agreed that the questions are suitable and the women 

would feel comfortable with the questionnaire. However, they recommended changing the 

order of the questions for further improvement. They suggested that the questionnaire begin 

with less sensitive questions (i.e. background, personal habit and lifestyle) and put more direct 

questions (i.e. medical history) later. Based upon the comments from the pre-interview test, 

revisions were made to the questionnaire. This helped the subjects feel more at ease with the 

interview process (appendix 4). 

3.4. Training of interviewers 

Telephone interviewers were trained on conversation skills on the telephone, general 

knowledge of breast cancer, and ways to address the concerns a subject may have. They were 

also trained to improve their performance in reducing under-reporting of information and item 

non-response, avoiding inductive questioning and evading inferring from an incomplete or 

11 



inadequate reply. They were asked to examine completed questionnaires immediately after an 

interview for any errors, inconsistencies, unusual answers and missing values, and to make 

corrections or compensations where possible. An overview of interview procedures 

(appendix 5) and a brief interview guide (appendix 6) were provided to the interviewers 

3.5. Data collection 

We use telephone interview technique for the information on breast cancer risk 

factors. Measurement of tumor tissues and medical record review (when needed) will be used 

for the determination of ER status. Because study women may not be able to recall the use of 

oral contraceptive pills accurately, we send them a set of colored OC pill pictures and a short 

form (appendix 7) with a paycheck after the telephone interview. The women are asked to 

complete the OC form and return it to us using the enclosed stamped envelope. 

3.6. Quality control-related work and procedures 

A. Evaluating interviews: For the fidelity of interviews, Ms. Sandra Hunter, the 

supervisor of interviewers, randomly chooses 20% of interviewed women and asks them over 

the phone six selected questions to make sure that an interview has been made, the questions 

have been answered and the answers have been accurately recorded. 

B. Monitoring and improving RDD calls: All telephone calls and their outcomes are 
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recorded. Therefore, we can monitor every component of the response rate for RDD, 

including the number of answering machines, busy line, ineligible women, etc. This 

information allows us to know the changes over time in non-response and modify maneuvers 

to improve response. 

C. Data editing: A three-step edit process (interview edit, editor edit, and coder edit) is 

taken. During editing, a completed form is examined for any errors, inconsistencies, unusual 

answers and missing values. Corrections or compensations by such as calling back to the 

subject are made when necessary. After data are entered in the computer, another 

examination is conducted to correct any errors in entering data. 

D Research administration: In addition to day-to-day communications on the research 

activities, we established a weekly-meeting system. In the meeting, the progress of the past 

week is summarized. All research members are asked to present and discuss any potential 

problems and good experiences in communications with study women. To reduce any 

possible errors in document and data handling, we developed a flowchart for data handling 

procedures (appendix 8). Mrs. Sandra Hunter arranges all data collection activities and 

examines and maintains all data to avoid or reduce any overlapping, missing or inaccuracy. 

In addition, a subject tracking system (appendix 9) was developed to integrate data from the 

different sources. 

13 



4.   Current Status Of Study 

4.1.     Doctors' consent 

As the first wave of data, TCRS provided us 187 eligible patients with breast cancer. 

Out of the patients, 22 had no doctors identified. The common reasons for no doctors 

identified are that only a resident or hospital rather than a doctor was indicated, or doctor was 

in rotation. A packet containing a cover letter and a consent form was sent to 79 identified 

doctors. For doctors who did not respond, we sent the second packet and made a reminder 

call if they did not respond to the second mail either. A doctor we contacted kindly provided 

consent for the additional African-American patients she diagnosed in recent three years 

(n=20)(these patients were included as eligible women and duplicates will be excluded if 

reported to us again by TRCS in the future). Table 1 summarizes doctors' responses to our 

letters and remind calls. 

Overall, 70% of doctors (n=55) responded to our study with the number of 128 

patients (69.2% of all patients with a doctor identified). For these patients, doctor's consent 

was obtained for 108 of them (84.4%). 

14 



Table 1. Doctors' responses according to the first mailing, second mailing and reminder call 

Status of patients 

Doctor not Doctor with doctor's response 

responded responded Agreed     Refused      Patient 

to contact  to contact   died 

1st mail 54" 25< 54 ** !** ;** 

,nd 2na Mail 41 13 26 

Reminder call 24 17 28 

*, number of doctors; **, number of patients 

4.2.     Participation of eligible patients and interviews completed 

One hundred and eight patients had doctor's consent for us to contact them. We sent 

the patients a packet including a cover letter and a consent form. A second packet was sent 

and a reminder call was made (when a phone number is available and there was no response 

to the second mailing) for women who did not respond. Table 2 shows the outcomes of our 

first and second mailings and reminder calls. 
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Table 2. Patients' responses according to the first mail, second mail and reminder call 

Women responded 

Agreed to Refused to 

participate        participate 

Women not responded 

Unable to   Other 

locate 

Total 

1 st mail 14 89 108 

,nd 2na Mail 17 74 93 

Reminder call 17 40" 

*, the number of patients with a telephone number available. 

Among patients to whom we contacted, the percentages of women who agreed and 

refused to participate in the study were 36.1 and 8.3, respectively. The rest of them either did 

not respond to the study or could not be located. Up to August 31, thirty-three patients have 

been interviewed and therefore included in the case group. We subsequently mailed to these 

cases a set of colored pictures of oral contraceptive (OC) pills and a short OC questionnaire 

with the paycheck. The completed OC questionnaires are being returned to us. 

It is known that African-Americans are less likely to participate in clinical trials or 

other studies [4,5]. Although we paid participants for their time for the study and provided 

them with an opportunity to win another $200 and although we have used an intensive 
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procedures to get their responses, the current participation rate of eligible women is still lower 

than we expected. 

4.3.      Selection of controls 

Random-digit dialing (RDD) for selecting controls was initiated about one week 

before the end of this report period. Information about the procedure will be available in the 

next report. 

5.   Recommendations In Relation To The Statement Of Work 

5.1 Determination of ER status 

Before data collection began, our other project had been recommended for funding by 

the Department of Army. This new project will include the patients of this study and collect 

tumor tissue specimens for the measurement of ER gene methylation status. Because of the 

availability of tumor tissues, we suggested to determine ER status using laboratory tests 

instead of medical record reviews where possible. The reasons for doing so are twofold: (1) 

ER measurement values based on the same laboratory criteria are more comparable than those 

from medical records that come from different laboratories; and (2) the laboratory results can 

be compared with the measurements of ER gene from the same tumor tissues. The 

comparisons may provide very important information for future studies. The Meharry IRB 

has approved this change. 
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5.2. Number of subjects 

Although our project staff has made tremendous effort to get a high participation rate 

of eligible women, the current responses from them are below what we hoped. To get a 

sufficient number of study subjects, therefore, we may need to have a greater pool of patients. 

We may add patients diagnosed in 1997. 

5.3. Timelines 

According to the Statement of Work, the time span for data collection should be from 

the 7th month to the 15th month. Because the research assistants for the project were able to be 

on board only 3 and 4 months ago, the activities for the selection of subjects and collection of 

data started later than expected. Therefore, we have to extend our time for the activities. The 

additional reasons for such an extension are (1) a large number of telephone calls (including 

RDD) and large amount of preliminary work vs. the limited budget, (2) more effort than 

expected to get doctors' and patients' consent, (3) a proposed expansion of the patient pool, 

and (4) proposed laboratory measurements of ER status. 

CONCLUSIONS 

It was the first year of this exploratory case-control study. The research team 

members have made tremendous efforts to establish the study field, to identify and select 
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study subjects, and to make various preparations. During several months from the 

interviewers' joining the team to August 31, we have contacted 79 doctors and interviewed 

with 33 patients who had a doctor's consent for us to contact and who agreed to participate in 

the study.   A set of colored pictures of oral contraceptive (OC) pills and a short OC 

questionnaire have been mailed to these study subjects with the paycheck to collect detailed 

information about OC use. Random-digit telephone dialing procedures for selecting controls 

have been started. 

Seventy percent of doctors we contacted responded to our study and 36% of patients 

with a doctor's consent agreed to participate. These rates are lower than we expected. 

Therefore, we propose adding patients diagnosed in 1997 to have more cases. We also will 

compare the demographic and disease characteristics between responding and non-responding 

patients to assess the potential effects of the non-responses, using the information from TCRS. 

Although our project staff has made tremendous effort, we were unable to finish 

sufficient interviews in terms of the Statement of Work because of the late employment of the 

interviewers and the difficulties in getting consent from doctors and patients. In the coming 

year, we will increase our patient pool to obtain an adequate number of cases. We will 

conduct RDD to select controls and start collecting information on ER status. We hope that 

we can get needed information with an extended period for data collection and through our 

collective effort and diligence. 
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MEHARRY MEDICAL COLLEGE 
SCHOOL OF  MEDICINE 

I005   D    B.   TOOD,  JR.,   BOULEVARD 

NASHVILLE, TENNESSEE 3720S 

(6 IS)   327-6 572 

DEPARTMENT OF 
FAMILY AND PREVENTIVE 

MEDICINE 

{Date} 

{First, Last} 
{Address} 
{City, ST, Zip Code} 

We are requesting your help for an important study on women's health. The purpose of 
this study is to evaluate African-American women's health status and related events. 
Your doctor, {First Last, MD,} has given us permission to contact you for the study. 

This study involves a 55-70 minute telephone interview, using a specimen of your tumor 
tissues stored in your hospital, and reviewing your pathological reports when needed. 
We realize that your time is important, so we'll pay you $35 for the study. In addition, 
we will enter your name into a drawing for $200. 

By spending only 55-70 minutes for participating in the study, 
You will receive... 

$35 and 
A chance to win $200 

Your participation in the study is completely voluntary. You can skip any questions and 
stop the interview any time. Whether or not you choose to participate will have no 
effects on any future health care from any institution or any other benefits to which you 
are entitled. All information collected will be kept strictly confidential as required by 
law. Your name will not appear on any reports that may result from this study. To 
participate, please sign the enclosed consent forms and the release of information form. 
Please return to us all copies of the signed forms using the enclosed postage-paid 
envelope. We will mail a copy of the consent forms back to you for your file. Also, 
please remember to include your telephone number on the consent forms. 
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We hope you are willing to take part in this important study and help us in improving 
African-American women's health. If you have any questions, please call Ms. Sandra 
Hunter, Research Specialist, at (615) 327-6890 between 7:30 a.m. and 4:30 p.m., Monday 
through Friday. Thank you very much for your time and consideration. 

Sincerely, 

Kangmin Zhu, M.D., Ph. D. 
Principal Investigator 
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MEHARRY MEDICAL COLLEGE 

SCHOOL OF  MEDICINE 

I005   D.   B. TODD,  JR.,   BOULEVARD 

NASHVILLE, TENNESSEE 37208 

(SIS)  327-6 572 

DEPARTMENT OF 
FAMILY AND PREVENTIVE 

MEDICINE 

Date 

«FirstName»«middle_initials»«LastName»«End_title_initials», M.D. 
«Address 1» 
«Address2» 
«City», «State» «PostalCode» 

Dear Dr. «LastName»: 

I am writing to you to seek your help for our case-control study on Breast Cancer and 
Risk Factors among African-American Women. This study is funded by the Department 
of Defense.  As you are aware, African-American women have a higher mortality rate 
and are more likely to develop estrogen receptor-negative tumors that have worse 
prognosis. This study aims to evaluate whether etiologic profiles are different according 
to estrogen receptor (ER) status or methylation status of the ER gene of the disease 
among African-American women. The results of this study will eventually contribute to 
the prevention of breast cancer. 

The study involves a 55-70 minute telephone interview with patients who have been 
diagnosed with breast cancer. The patients are identified through the Tennessee Cancer 
Reporting System. Before the study, we will seek the patient's consent in writing to 
participate in the study. We will have a telephone interview with the woman who agrees 
to participate in the study. We will also collect her tumor tissue specimen obtained from 
the routine diagnostic or treatment procedure, and review her pathological reports when 
needed. The patient's participation is completely voluntary. The patients will be 
informed about their rights as a study subject and they can skip any questions or stop the 
interview any time. We will be paying the participants $35.00 for their time for the study. 

This study has been approved by the Meharry Medical College Institutional Review 
Board. Your patient(s) listed are eligible for the study. We would like your permission 
to contact the patient(s) for this study. Please indicate on the enclosed consent form the 
patients whom we can contact, sign the form, and mail it back to our office using the 
enclosed stamped envelope. 
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Your support for the study is very important since the validity of the study depends on 
high participation of eligible patients. We hope that you will be able to assist us in this 
important research effort. If you have any additional questions concerning the study, 
please contact Ms. Sandra Hunter at (615) 327-6890. Thank you very much for your 
time and consideration. 

Sincerely, 

KangminZhu, MD., Ph. D. 
Principal Investigator 
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Return To: 

Meharry Medical College 
Department of Family & Preventive Medicine 
Atta: Sandra Hunter, Research Specialist 
1005Dr.D.B. ToddBlvd 
Nashville, TN 37208-3599 

I give my permission to the research staff of Meharry Medical College to 
contact the patients for the study whose names I have checked. I have also 
indicated the patients who are deceased and health status is not suitable for 
your staff to contact. I understand that any information obtained will be held 
strictly confidential as required by law. 

Patient Name Contact Do Not Deceased Phone# 
Contact (Desirable) 

Print Name   Signature    Date 
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Study ID: 

Interviewer ID: 

TCRS# 

Date of Interview: 
/      /  

(mooth/day/ynr) 

Time Interview Begin:  ! «-10/p.m. 

Time Interview Ended: j a.nL/pjK 

Reference Date: 7 
(MoMk^ear) 

WOMEN'S HEALTH STUDY 

(CCS-1) 

Meharry Medical College 
Family & Preventive Medicine 
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ON THE TELEPHONE: 

Hello, my name is (YOUR NAME). I am from Meharry Medical College. I am calling 
Ms. (NAME OF SUBJECT). 

IF THE SUBJECT IS HOME: 

How are you, Ms. (NAME OF SUBJECT)? I am (YOUR NAME) from Meharry Medical 
College. As you have agreed, we would like to interview you for our study on Women's Health. Is this a 
time convenient for you? 

No-SAY, What time is good for you? WRITE DOWN:   Time   Date  
SAY, I will call you at that time. Thank you, bye-bye. 

Yes- GO AHEAD WITH THE INTERVIEW 

INTRODUCE THE STUDY AND THE SUBJECT'S RIGHTS AGAIN, AND 
ARRANGE PRIVATE SETTING FOR INTERVIEW 

TO BEGIN THE INTERVIEW: 

Now, Ms. (NAME OF RESPONDENT), I would like to begin asking you questions related to the 
study. I'd like to repeat that your information will be kept completely confidential as required by law, and 
you also may refuse to answer any questions. 

SECTION A: BACKGROUND INFORMATION 

First, I would like to ask some questions about your background. 

Al. What is your date of birth? /        / 

(month, day, year) 

A2. Have you ever been married or lived as married? 

No (GO TO A5) 0 
Yes l 

A3   How old were you when you first married or began living as married?  (age) 

A4. How many years have you been married and/or living as married?       (years) 

A5. What was your marital status when your breast cancer was diagnosed? 

Married 1 
Separated 2 
Divorced 3 
Widowed 4 
Never married 5 
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A6. Were you employed when your breast cancer was diagnosed? 
No 0 
Yes 1 

A7. What was the name of the company and your job title where you worked 
for the longest period before your breast cancer was diagnosed? 

 (industry) 

  (job title) (code) 

A8. What was your approximate weight when you were 18 years old? 
Please exclude weight during pregnancy. _ (pound) 

A9. What was your approximate weight one or two years before your 
breast cancer was diagnosed? Please exclude weight during pregnancy. 

 (pound) 

A10. What is your maximum adult height? / 

(feet, inches) 

All. What is the highest level of school that you completed before your 
■   breast cancer was diagnosed? 

No school 0 
Elementary school      \ 
Middle school 2 
High school 3 
Vocational or technical training school 4 
Some college or junior college 5 
College 6 
Graduate or professional school 7 
Other (specify)  g 
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SECTION B: PERSONAL HABITS AND LIFESTYLE 

B1. Did you ever smoke a total of 100 cigarettes or more before 
your breast cancer was diagnosed? 

No (GO TO B9) 0 
Yes 1 

B2. At what age did you start smoking? (age\ 

B3. Did you smoke when your breast cancer was diagnosed? 
No 0 
Yes(GOTOB5) l 

B4. How old were you when you quit smoking? (age\ 

B5. How many total years did you smoke before your breast cancer 
was diagnosed? Please exclude any years that you quit. (years) 

B6. About how many cigarettes did you usually smoke per day 
before your breast cancer was diagnosed? (cigarettes) 

B7. During periods when you smoked, did you smoke filter or 
non-filter cigarettes? 

Filter 1 
Non-filter 2 
Both ...3 

B8. When smoking cigarettes, did you usually not inhale at all, 
or usually inhale into the chest? 

Notatall 1 
Chest 2 

B9. Did you drink any alcoholic beverages (beer, wine or liquor) 
at least once a month for 6 months or longer before 
your breast cancer was diagnosed? 

No(GOTOBH) 0 
Yes 1 

BIO. At what age did you start drinking alcoholic beverage? (age) 
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B11. Did you drink alcoholic beverages during six months before 
your breast cancer was diagnosed? 

No  
Yes (GO TOB 13) 

B12. How old were you when you stopped drinking? (age) 

B13. How many years did you drink before your breast cancer was diagnosed? 
Please exclude any years that you quit. (years) 

B14. During the five years before your breast cancer was diagnosed, how 
often did you engage in physical activities (job or leisure) for 20 
minutes or more a time, to the point where you were out of breath 
or worked up a sweat? 

Never 0 
Once per month or less l 
2 to 4 times per month 2 
1 to 2 times per week 3 
3 to 4 times per week 4 
More than 4 times per week 5 

B15. Did you ever use an electric blanket, electric mattress pad, or 
heated water bed on a regular basis before your breast cancer 
was diagnosed? 

B16. How many total years had you used one before your breast 
was diagnosed? 

No (GO TO Cl)    0 
Yes      1 

cancer 
 (years) 

B17. During the years in which you did use an electric blanket, 
electric mattress pad, or heated water bed, for how many 
months per year did you usually use one? (months) 

B18. When you used the electric blanket, electric mattress pad, or 
heated water bed, did you leave it turned on most of the 
time while you slept, or did you use it only to warm the bed before you slept? 

Warm only 1 
On most of the time 2 
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SECTION C: MENSTRUAL HISTORY 

Now, I would like to ask some questions about your menstrual periods. 

C1. How old were you when you had first menstrual period? (age) 
Never (GO TO D1)1 00 

C2. Did you still have your menstrual periods three months 
before your breast cancer was diagnosed? 

No 0 
Yes (GO TO C5) l 

C3. What was the reason you did not have a menstrual period 
three months before your breast cancer was diagnosed? 

Uterus removed 1 
Ovaries removed 2 
Both uterus and ovaries removed 3 
Natural menopause 4 
Radiation therapy 5 
Drug therapy 6 
Pregnancy (GO TO C5) 7 
Other (SPECIFY) 8 

C4. At what age did you have your last menstrual period if your periods 
stopped before your breast cancer was diagnosed? (age) 

C5. How old were you when your periods became regular, that is, 
the time from the beginning of one period to the beginning of 
the next did not vary by more than ten days? (age) 

Irregular (GO TÖ~C8) 00 

C6. Before your breast cancer was diagnosed, what was the average 
number of days from the start of one period to the start of next, 
during times when you had NOT been on "the pill" or using an IUD?  (days) 

C7. Before your breast cancer was diagnosed, how many days did your 
period usuallylast,-duTing-tTmes-when you had NOT-been-on "the pill" 
or using an IUD?  (days) 

C8. Before your breast cancer was diagnosed, has there ever been a time 
since you started menstruating when you have had no periods for four 
consecutive months or longer? Please exclude pregnancy, nursing 
and use of birth control pills. 

No 0 
Yes  1 
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SECTION D: REPRODUCTIVE HISTORY 

Now, I would like to ask you some questions about your pregnancy history. 

Dl. Did you have a pregnancy before your breast cancer was diagnosed, 
regardless of whether the pregnancy was carried to term? 

No(GOTOD5)  o 
Yes...: 1 

D2. What is the total number of pregnancies you had before your breast cancer was 
diagnosed, regardless of whether the pregnancy was carried to term? Please exclude 
the pregnancy when your breast cancer was diagnosed.  (pregnancies) 

Uncertain 99 

D3   What was the outcome of your (1 st/2nd/etc.) pregnancy1? (ASK EACH 
PREGNANCY SEPARATELY) 

Qutcome Pregnancy 

12        3 456.78 

A miscarriage (<20 weeks gestation) 111         11111 
A stillbirth (>20 weeks gestation) 22        2         22222 
An induced abortion 33333333 
A tubal or ectopic pregnancy 444         44444 
Multiple births (at least one born live) 55        5         55555 
A single, live birth 66        6         66666 

D4. What was your age at your (lst/2nd/etc.) pregnancy? 

Pregnancy 1  (age) 
Pregnancy 2  (age) 
Pregnancy 3  (age) 
Pregnancy 4  (age) 
Pregnancy 5  (age) 
Pregnancy 6  (age) 
Pregnancy 7  (age) 
Pregnancy 8  (age) 

D5. Was there ever a period of 12 months or longer during which you 
had unprotected intercourse on a regular basis (>3 times per month) 
but did not become pregnant before your breast cancer was diagnosed ? 

No 0 
Yes 1 
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D6. Did you visit a doctor, clinic or hospital for an infertility test? 

D7. What was found to be the cause or causes? 

No o 
Yes i 

Nothing found 0 
Problem with ovaries l 
Tube blocked 2 
Problem with uterus 3 
Problem with both uterus and ovaries 4 
Endometriosis 5 
Malefactor 6 
Other (SPECIFY) "'7 

SECTION E: CONTRACEPTIVE HISTORY 

Next, I would like to know the birth control methods you have used and the length of time you used. 

El.. I would like to read you a list of birth control methods. Please tell me if you or 
your partner had ever used any of them before your breast cancer was diagnosed. 

None  Q 

Birth control pills  j 
Condom, rubber alone        2 
Foam, alone  3 
Condom and foam together        4 
Jelly, cream, suppository alone 5 
Diaphragm with jelly or cream  6 
Diaphragm without jelly or cream    7 
Douche  g 
IUD, loop, coil    9 
Female sterilization (tubes tied)  10 
Male sterilization (vasectomy)    1 \ 
Rhythm or safe method by temperature or mucous test 12 

"" ""Rhythm'orsafe-method        13 
Withdrawal/pulling out    14 
Shots (monthly, bimonthly)  15 
Other (SPECIFY)  !.'""Z'Z'Z'Z"^ 16 
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E2. Please list the birth control methods you used for six months or more before your breast 
cancer was diagnosed, the approximate length of time used, and age at which you started 
and Stopped using it. (EACH METHOD AND ITS CONTINUOUS TIME SPAN OF USE SHOULD BE A 
™^™!^Y~lF THE RESP0NPEm HAS USED THE SAME METHOD AT TWO DIFFERENT 
POINTS IN HER LIFE, TWO SEPARATE ENTRIES SHOULD BE MADE) 

I. 

2. 

3. 

4. 

5. 

Contraceptive method 
(USE CODE from El) 

How long had 
you used it? 
(years) 

At what age 
did you begin 
using it? 

At what age 
did you 
stop using it? 

IF BIRTH CONTROL PILLS REPORTED (FROM El), ASK E3, OTHERWISE GO TO FO. 

E3. You mentioned that you used the birth control pills. I would like to know if you used any of 
the following pills, dates started and stopped, and complications.(WRITE DOWN ADDITIONAL 
TIME SPANS IF THE RESPONDENT USE A BRAND AT MORE THAN ONE POINTS IN HER LIFE) 

Birth control pill 

1. Triphasil 

2. Ortho-Novum 

3. Lo-Ovral 

4. Demulen 

5. Tri-Levlen 

6. Other (specify) 

Did you use 
it? 
Yes    No 

0 

When did you When did you    Did you have any 
start? stop using it?    complications due to 
(month, year)   (month, year)    using it? 

/ / 

/ / 

/ / 

/ / 

/ / 

/ / 
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E4. Did you use any birth control pills within 3 months before the diagnosis 
of your breast cancer? 

No o 
Yes i 

SECTION F: MEDICAL HISTORY 

Next, I would like to get some information about your medical history including medical problems 
medical examinations, and medical treatments. 

FO. How did your breast cancer initially present? 

A lesion palpated in a routine physical examination i 
A lesion palpated in a self-examination 2 
A lesion found in a routine mammography    3 
Malignant changes incidentally found in 

a microscopic examination  4 
Nipple discharge  5 
Enlarged lymph node(s)  6 

F1. Did you ever have lumps or changes in your breasts that were 
not malignant before your breast cancer was diagnosed? 

No (GO TO F9)  o 
Yes 1 

F2. When was it first noticed?  / (momh> year) 

F3. How old were you when you first noticed them? /age) 

F4. How old were you when they were first diagnosed by a doctor? (age) 

No diagnosis by a doctor 00 

F5. What was the diagnosis? (SPECIFY)  

F6. Did you have a breast biopsy or lumpectomy related to 
diagnosing or treating this problem? 

 (code) 

No o 
Yes i 

F7. Did you have a mammogram in connection with diagnosing 
or treating this problem? 

No o 
Yes i 
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F8. Did you have a breast examination performed by a doctor 
on you for diagnosing this problem? 

No 0 
Yes 1 

F9. How many mammograms did you have as a routine examination 
of your breasts during five years before your breast cancer was 
diagnosed? 

 (mammograms) 
None 00 

F10. How many clinical breast examinations have been performed 
by a doctor on you as a routine check-up of your breasts during 
five years before your breast cancer was diagnosed? 

 (examinations) 
None 00 

Fl 1   How many self-examinations of the breasts did you usually have 
per year during five years before your breast cancer was diagnosed? (examinations) 

None 00 

F12. Did you ever have surgery of any type on your breasts one year 
before your breast cancer was diagnosed? 

No(GOTOF16)    o 
Yes 1 

F13. Was this surgery performed for 

Increasing breast size • i 
Decreasing breast size 2 
Changing breast shape 3 
Removing one breast 4 
Removing both breasts  5 
Other (SPECIFY)  .6 

F14. How old were you when this surgery was performed? (age) 

Fl5. Were there any complications during or after the procedure, 
such as leaking? 

No 0 
Yes 1 

F16. Were you ever diagnosed with a cancer not in the breasts before your breast 
cancer was diagnosed? 

No(GOTOF19)     0 
Yes 1 
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F17. What was the cancer? (SPECIFY)  (code) 

F18. How old were you when your cancer was first diagnosed? (a„e) 

F19. Were you ever treated with radium, cobalt or other 
radioactive isotope before your breast cancer was diagnosed? 

No....: o 
Yes 1 

F20. Did you ever have a surgery on your ovaries before your breast 
cancer was diagnosed? 

No(GOTOF23)  o 
Yes 1 

F21. What was the surgery? (SPECIFY) ___^ (code) 

F22. What was the medical problem that caused this surgery? 
(SPECIFY) _ _  (code) 

F23. Before your breast cancer was diagnosed, did you ever use estrogen 
such as Premarin other than for birth control? These could include 

■ vaginal creams or suppositories, also injections or skin patches. 

No(GOTOF26) 0 
Yes 1 
Uncertain (GO TO F26) 9 

F24. We'd like to know some details about the use before your breast 
cancer was diagnosed, according to each of the following forms: 

Did you use estro-      How many      How many      At what At what 
gen before that date   times a day?    days used       age did age did 
in the form of..? per month?     you you 

start? stop? 

Yes No N/A 

1. Pills 1 -0 3 _ 

.2. Shots 1 0 3 _ 

3. Creams 1 0 3 

4. Suppositories 1        0 3 
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F25. Did you use estrogen within 3 months before the diagnosis of 
your breast cancer? 

No. 
Yes 

.0 

.1 

F26. Before your breast cancer was diagnosed, did you ever use 
progesterone such as Provera, Amen or Aygestin other than for 
birth control? Progesterone is sometimes used in conjunction- 
with estrogen. These could include vaginal creams or suppositories, 
also injections or skin patches. 

No(GOTOGl) 0 
Yes i 
Uncertain (GO TO Gl)  9 

F27. I would like to know some details about the use according to each 
of the following forms: 

Did you use pro- How many      How many At what   At what 
gesterone before times a day?    days used age did   age did 
that date? per month? you        you 
In the form of...? start?     stop? 

Yes     No      N/A 

1. Pills 1        0 3 

2. Shots            1 0 3 

3. Creams         1 0 3 

4. Suppositories 1 0 3 

F28. I would like to read a number of reasons women are given female hormones. 
Please tell me if a doctor ever gave you female hormones for any of the 
following reasons. 

To reduce discomfort from a dry vagina 1 
- '^cr^eavyx^inTgdarxtrtoo frequent tnenstmai periods 2 

To help become pregnant  3 
To test to see if you were pregnant 4 
To end a pregnancy  5 
To prevent a miscarriage 6 
For difficulty in nursing or to dry up breast milk 7 
To prevent bone thinning g 
As a skin treatment  9 
Other (SPECIFY)  ZZZZZZZZZ.'.'.'io 
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SECTION G: FAMILY HISTORY 

Now, I would like to ask the history of breast cancer among your family members. 

Gl. How many full sisters do you have, living and deceased?  (full sisters) 

None 00 

G2. How many half sisters do you have on your father's side 
living and deceased? '  (full sisters) 

None 00 

G3. How many half sisters do you have on your mother's side 
living and deceased? '  (full sisters) 

None 00 

G4. How many daughters do you have, living and deceased?  (daughters) 
None 00 

G5. Has anyone in your family, that is, your parents, brothers, and 
sisters, your children, ever been diagnosed as having cancer? 

No (GO TO G7) 0 
Yes l 

G6. I'd like to know some details about cancer in the family members: 

1st family       2nd family      3rd family 
member "member member 

1. Who was diagnosed as having 
cancer, that is, what is their 
relationship to you? (INDICATE   
IF HALF SISTER OR BROTHER) Relation Relation Relation 

2. What type of cancer did 
(he/she) have? 

Type of Type of Type of 
-cancer -cancer -eancer 

3. How old was your (FAMILY 
MEMBER) when (he/she) was 
diagnosed as having cancer? 

Age Age Age 

4. Did (he/she) die of cancer? No 0 No 0 No     0 
Yes....l Yes....l Yes....l 
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G7. Has any of your grandparents, grandchildren, uncles and aunts ever been diagnosed with 
cancer? 

No (GO TO HI) 0 
Yes i 

G8. I would like to know some details about cancer in these relatives: 

1st 
relative 

2nd 
relative 

3rd 
relative 

1. Who was diagnosed as having 
cancer, that is, what is their 
relationship to you? 

Relation Relation Relation 

2. What type of cancer did 
(he/she) have? 

Type of 
cancer 

Type of 
cancer 

Type of 
cancer 

3. How old was your (FAMILY 
MEMBER) when (he/she) was 
diagnosed as having cancer? 

4. Did (he/she) die of cancer? 

Age Age Age 

No     0 
Yes....l 

No     0 
Yes....l 

No     0 
Yes....l 

SECTION H: DIETARY INFORMATION 

Next, I would like to ask you some questions about your dietary habits. 

H1   About how many-times did yoir^o rm a titet to loseTveight -befbre-your-breast cancer was 
diagnosed? 

Never 0 
1 to2times 1 
3 to 5 times 2 
6 to 8 times 3 
9 to 11 times 4 
12 or more times 5 
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H2. During the year before your breast cancer was diagnosed, did you take any vitamins or 
minerals? 

No(GOTOH3) 0 
Yes fairly regularly 1 
Yes, but not regularly 2 

IF YES, how frequently did you take For how many 
 (NAME OF. EACH VITAMIN) years? 
fairly regularly? (Less than 1=0 

(None=0 l-2years=l 
1-3 weeks=l 3.5 years=2 
4-6 weeks=2 6-9 years=3 

1 per day =3 10ormore=4) 
2 per day=4 
3 or more per day=5) 

Multiple Vitamins 

(code for (code for 
Stress-tabs type   frequency)   years) 

Therapeutic, Theragran type   

One-a-day type 

Other Vitamins 

Vitamin A 

Vitamin E 

Calcium or Turns 

Vitamin C 

H3. Before your breast cancer was diagnosed how many units per Vitamin E tablets did vou 
take? 

None     0 
100 "'.'.'.'.'.'.'" 1 
200 2 
400 .3 
1000 ........4 
Don't know 9 
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H4. Before your breast cancer was diagnosed how many milligrams per Vitamin C tablets did you 
take? 

None  0 
100     ! 
200 ]'Z. .'".".'.".".'." 2 
400    3 
1000 ,. ".'"."".'.M 
Don't know 9 

H5. Did you take pills containing any of the following nutrients before your breast cancer was 
diagnosed? 

Iron 0 
Beta-carotene 1 
Zinc 2 
Selenium 3 
No, or don't know 9 

H6. Before your breast cancer was diagnosed, what kinds of the following fat did you usually 
use in cooking? (to fry, stir-fry or saute) (MARK ONLY ONE OR TWO) 

Lard, fatback, bacon fat 0 
Pamor no oil 1 
Crisco 2 
Stick margarine 3 
Butter 4 
Soft tub margarine  5 
on z;;6 
1/2 butter, 1/2 margarine 7 
Low calorie margarine 8 
Don't know, or don't cook 9 

H7. Before your breast cancer was diagnosed, what kinds of fat did you usually add to your 
vegetables, potatoes, etc.? (MARK ONLY ONE OR TWO) 

Lard, fatback, bacon fat 0 
Low calorie margarine 1 
Stick margarine 2 

■   Soft-tub margarine 3 
1/2 butter, 1/2 margarine 4 
Butter 5 
Whipped butter  6 
Crisco 7 
Don't add fat 9 
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H8. Before your breast cancer was diagnosed, how often did you eat a low-fat or non-fat version 
of the following food? 

Always Sometimes Rarely 
low-fat low-fat low-fat 

Cheese 0 i 7 

Ice-Cream/Yogurt 0 1 2 

Salad Dressing 0 1 7 

H9. Did you often add salt to your food before your breast cancer was diagnosed? 

Seldom/Never       0 
Sometimes    1 
Always        2 

H10. Did you often add pepper to your food before your breast cancer was diagnosed? 

Seldom/Never         0 
Sometimes  ] 
Always  2 

HI 1   Did you often eat the skin of chicken before your breast cancer was diagnosed? 

Seldom/Never    0 
Sometimes       1 
Always  2 

HI2. Did you often eat the fat on meat before your breast cancer was diagnosed? 

Seldom/Never 0 
"Sometimes  j 
Always     2 

44 



H13. Before your breast cancer was diagnosed, how often did you eat the following foods 
from restaurants or carry-outs? Remember to think about all meals (breakfast, lunch dinner 
or snacks). 

Restaurant Food 

Fried Chicken 

Burgers 

Pizza 

Chinese food 

Mexican food 

Fried fish 

Never     1-4 5-11 1-3       once    2-4      almost 
in past      times       times times        a      times     every 

past year  past year   a month  week  a week   day vear 

0 

0 

0 

0 

0 

0 

1 2 

2 

2 

2 

2 

2 

3 

3 

3 

3 

3 

3 

4 

4 

4 

4 

4 

4 

5 

5 

5 

5 

5 

6 

6 

6 

6 

6 

6 

H14. During the past year before your breast cancer was diagnosed, how often did you eat the 
following foods and what was your usual serving amount size: small, medium or large. 
If is medium size (READ MEDIUM SERVING FOR EACH FOOD)   REFER 
TO THE CHARTS ON THE FOLLOWING PAGES 
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Hl 5. I would like to ask you some summary questions about your dietary intake. How often did 
you use fat or oil in cooking in your foods within the year before your breast cancer was 
diagnosed? 

Less than one per week 1 
1-2 per week 2 
3-4 per week   3 
5-6 per week 4 
1 per day    5 
11/2 per day  5 
2 per day         7 
3 per day     g 
4 or more per day         9 

HI6. Within the year before your breast cancer was diagnosed, about how many servings of 
vegetables did you eat (not counting salad or potatoes)? 

Less than one per week   1 
1-2 per week. 2 
3-4 per week       3 
5-6 per week 4 
1 per day 5 
11/2 per day 6 
2 per day  j 
3 per day.         g 
4 or more per day    9 

HI 7. Within the year before your breast cancer was diagnosed, about how many servings of fruits 
did you eat (not counting juices)? 

Less than one per week 1 
1-2 per week 2 
3-4 per week 3 
5-6 per week 4 
1 per day 5 
14/2 per-day 6 
2 per day 7 
3 per day g 
4 or more per day 9 
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H18. Within the year before your breast cancer was diagnosed how many servings of cold cereal 
did you eat? 

Less than one per week 1 
1-2 per week 2 
3-4 per week 3 
5-6 per week      4 
1 per day 5 
11/2 per day 6 
2 per day    7 
3 per day       g 
4 or more per day      9 

SECTION I: OTHER 

Finally, I would like to ask you several additional questions. I would like to remind you that all 
information you give us is kept strictly confidential and you may refuse any of them. We appreciate 
your honesty in answering these questions. 

11. What was your religious preference when your breast cancer 
was diagnosed? « 

None 0 
Protestant 1 
Jewish 2 
Catholic 3 
Latter Day Saints 4 
Other (specify)  5 

12. What was your household income before taxes in the year 
before your breast cancer was diagnosed? 

Less than $15,000  1 
$15,000 to $29,999    2 
$30,000 to $44,999       3 
$45,000 to $59,999 "..!"''" 4 
$60,000 or over     5 

13   How many-people-hvmg -mTotirrroiisehold-were- supported 
by that income during that year? (persons) 

14. How old were you when you first had sexual intercourse 
with a male? ,     .  (age) 

Never (GO TO THE ENDING STATEMENTS) 00 
Uncertain 99 
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15. How old were you when you first had sexual intercourse on 
a regular basis? (age) 

Never 00 
Uncertain 99 

16. On the average, how often did you have sexual intercourse 
with a male before age 20? v 

Never  0 
Less than once per month 1 
One to three times per month  2 
One to three times per week 3 
Four or more times per week 4 
Refused      7 
Uncertain    9 

17. On the average, how often did you have sexual intercourse 
with a male between age 20 and 29? 

Never 0 
Less than once per month 1 
One to three times per month 2 
One to three times per week 3 
Four or more times per week 4 
Refused 7 
Not available (younger than age 20) 8 
Uncertain 9 

18. On the average, how often did you have sexual intercourse 
with a male between age 30 and 39? 

Never       0 
Less than once per month 1 
One to three times per month 2 
One to three times per week 3 
Four or more times per week 4 
Refused 7 
Not available (younger than age 30) 8 
"Uncertain 9 
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19. I would like to read a list of genital infections. Please let me know if you had any of them 
diagnosed by a doctor before your breast cancer was diagnosed. If you had one diagnosed 
please tell me the age at which you first had it, and times you had it. 

1. Venereal warts or 
condylomata 

2. Genital herpes 

3. Syphilis 

4. Gonorrhea 

5. Other sexually- 
transmitted diseases 

Were you diagnosed 
with it? 
Yes     No      Uk 

0 

0 

0 

0 

3 

3 

3 

3 

At what age 
were you first 
diagnosed? 

How many times 
did you have it? 

I would like to thank you very much for your participating in this study. We 
appreciate you for your time and your help. As you know, we will be mailing you a 
check for $35.00. Please let me know if you have any questions about this study, this 

IF RESPONDENT SAYS "YES", ANSWER THE QUESTION 
IF RESPONDENT SAYS "NO", SAY "bye-bye". 
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SECTION J:  INTERVIEWER REMARKS 

J1   Respondent's overall cooperation was: 

Very good    j 
Good         2 
Fair ,• 3 
Poor. .4 

J2. The quality of information obtained from this interview is 

Very reliable \ 
Generally reliable 2 
Questionable 3 
Unsatisfactory 4 

J3. The main reason for unsatisfactory or questionable quality 
of this interview was that the respondent: 

Was physically ill         1 
Had poor hearing or speech 2 
Did not understand or speak English well 3 
Was insufficiently knowledgeable 4 
Was confused or distracted by frequent interruptions 5 
Was inhibited by others around her 6 
Was bored or uninterested       7 
Was upset or depressed        g 
Was embarrassed by the subject matter 9 
Was emotional unstable     10 
Was hostile or uncooperative  11 
Other (SPECIFY)  ZZZZZ.12 

J4. The interview was conducted with the respondent while she was 

Alone         j 
With husband present 2 
With others present and listening (SPECIFY) 3 
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GUIDELINES FOR TELEPHONE INTERVIEW 

Purposes of Improving Interview Skills 

1) To increase the response rate 
2) To obtain accurate information 
3) To obtain complete data and reduce missing items 

Issues For A Good Interview 

1)      Psychological Preparations 

• Perform an interview as if you have no knowledge of study 
group 

• Perform an interview as if you have no knowledge of study 
aims 

• Do not expect whether an interview will be difficult or not 

2.)      Interview Time 

• Tell a study subject time length for an interview to ensure 
sufficient time 

• Convenient for study subjects 
• Make an appointment if necessary 

3) Speaking on the phone 

• Friendly 
• Nice 

4) Introduction 

• Read introduction remarks as presented in the questionnaire 

5) Asking Questions 

• Read a question as it is in the questionnaire 
• In the order presented in the questionnaire 
• Ask all questions needed (skip when indicated) 

80 



Read all linking or transitional statements 
Read slowly and clearly 
Repeat a question, when necessary, in full 
Use non-directive probing 
No inductive questioning and directive probing 
Provide question-by-question feedback 

7)      Recording Answers 

Record only what has been said by study women 
Record it correctly 
Write a note when an answer is not clear 

8)      Editing 

• Check all answers immediately after an interview (missing, 
unclear,...) 

• Go back immediately to make up 
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Brevlcon* tablets 
(norelhindrone wilh ahlnyf estradiol) 

Chs;W SCI   iy<j;u H$eJ BrsviciirtarjW'fo Ij-ttciv WjjiM 

Ctaot* $02 if«« *Stiil  ÖKVi'ijv,+»We'ts iS-ikv se.c, 4r 

tv>*cs. 
fiiffit i-ial 

'SOT***;': iiZttt©' (inert «Wei) 

iV'VV501 

^toorwöndö 

W^mk 62if - 

Ij 502 ! 

f^nettMblell 

i. 
,623 At,, 25 

:' Products sh<rwo*BTO«*villabt« 

LEU? 

J: 
Nbrfai» #35 tablets 

<:   (riarettifncirone with 

;no' t+Bft , Morinyl« 1+50tablets 
DI Al$^j$v, Nbrihyl»1+80tablets 
- _  . (norathfnqrotwwitfrmastranbi) 

62 6 
o». "3   ■'M3 

6z4  '>ü» 
lAWt'    NHlf- i ■*-ist-kii!>l»>1> 

(Compact 
:' shown smaller 
than actual size) 

■""" ■■ Loeshöi» |Sj 1/20:  , 
(Tmg.^oreiiimdraneacetateand     ' 

!Q meg. aUitny) estradiol tablets. USP) 

^äTlteHÖävis" 

(Compact 
shown smaller 

than actual size) 

Loestrin* 
1 mg. norethtndrone acetate and 20 meg. 

ethinyl eslradlol tablets. USP) 
Each brown tablet contains 75 mg. 
 Jerrous fumarate. USP. 

(Compact 
v sfiWflSmaJIer 
than actual size) 

Loestrin* (ft) 1.5/30 
«i.'-'- 

agmtg-ethlnytestradiQl tablets. USP).    ,". 

13 

Parke-Davis 

3S> 

ä 551! 

v /(Compad 
shorn smaUfti 

£:tfian actual* sfcal 

3:1.5/30 
%S'r^'nttrtOTr^tortfr'acatete and 30 theg. 

If ' 
ferrous 

■--.--.   tümarate.U3P.      -. '• •      ■ 

Seart» Both sides of tablet shown 

-■"{':        151 i 

(Compadt 
shown smaller 

than actual size) 

Demuleo1/35r<-2t,-28 "■_, 
(ethynodiotdiacetate 1 mgf:>   - 
etMnyfestiadiolSSrncg)  V* \: 

The 28-day Compack® also coh- 
tains 7 blue placebo tablets. 

Searie Both sides of tablet shown 

w ■   ^.-., ^ '^Comoacft 
'-:■,,.■■   ^T^^v'^'slwwn smaller 

. ^^^   than actual a'oe) 

Demulen 1/50*-2t, -2& 
(ethynodio) diacota» 1 moy 

v v   emihyleatradJolSOmcg) 

The 28-day Compack18 also cot> 
tainsT pink placebo tablets. 

LO/OVRAL» 
(each tablet contains 0.3 mg. norgflstre» 

with 0.03 mg. ethinyl estradloQ 

14 

Wyetti 

(Dispenser shown smaller \ 
.than;adiiaI.sfeB):- ■J'-\   j3' 

2514 
VJ562; 

^J^' pemar 

(21 whits taWets, each containing 0-3 mg. 
norg«stret with 0.03 mg. ethinyl estradlot, anc 

,7 pink inert tabfata) 

15 I CKulcii-jU                 H 

^——»•, 

751 
■B^ita.              — _ni^aBSl 

Ovulen-21      | 
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16 

Ortho 

ORTH0-N0VUM" 
10711D2T Day Regimen 

(Each while tablet contains 0.5 mg of norethin- 
drone with 0.035 mg of ellllnyl estradiol) 

{Each peach tablet contains 1 mg of norethin- 
dratJjjithMMmjriahhiytKtra^^ 

IT 

-._>* 
Ortho 
compacts 
ahown smalli 
than actual 
size-; V 

^ 16 991 

Also available ,      ,"«*H".^\' 
In 28-day 1:J  j-.'.'\ ;'>*tr\. 
regimen V^A^'V'/ä 
containing 7      \ *;,   :-iXi'i. containing 
inert green 
tablets- 

ORTHO-NOVUM" 
7/7/7D21 Day Regimen 

w^tK —— 
[Dlspensar shown smallar 
than actual size) 

:60I'! 

75" 

Ptlpak* Dispenser 

NOROETTEMI 
(each tablBt contains 0.15 mg. 

ivdnorgostrel with 0.03 mg. athlnyl estradiol: 

Syntex 

623 

(shown smaller 
than actual size) 

Norinyl® 1+50 21-day 
(21 norethindrone 1 mg. with 
mestranol 0.05 mg. tablets) 

Memarette*1 dispenser  

20 

"Synte! 

624 

•  '■"' (shown smaller 
than actual size) 

Norinyl0 1 + 5D 28-day 
(21 norethindrone 1 mg. with mestranol 

0.05 mg. tablets followed by 7 inert tablets) 

Memorette«1 dispenser  

CU«;* l;23 ^ | 

CVloO; Ci.4- >j M'« 'Mii f.3-<W N^-'>- 

\ 

23 

Syntex 
(inert tablet) 

V 

.". \'\V.;.:'"     Waltstta™ pilt 
dlspensar In 21- 

„-.....-_.„_. ^       and2B-day 
regimens 

Norinyl® 1+50 tablets 
_fnQjgthjndrpn8 with mestranol) 

Syntex 

625 

Norinyl* 1+80 21-day 
(21 norethindrone 1 mg. with mestranol 

0.03 mg. tablets) 

Memorette"1 dispenser  

27 

Syntex 

627 

(shown smaller 
than actual size) 

Norinyl'® 2 mg. 
(20 norethindrone 2 mg. with mestranol 

0.1 mg. tablets) 

 Memo rette-"1 dispenser 

28 

Syntex 

r% 
660 

fJ-.tW Gil  \'i jjCU U.J«d 2'l-iky ]«j.w4f,    I 

Syntex 
(Inert tablet) 

Norinyl311+35 tablets 
(norethindrone with ethinyl estradiol) 

Wyeth 75" 
(Dispenser shown smaller >' ~ 
than actual size)      ^™,   ■ . ■  ^ 

486" 

NORDETTE^B 
[21 light-orange tablets each 

containing 0.15 mg. of levonorgeatrel 
and 0.03 mg. of athlnyl estradiol and 

^_^^ToW<jn«tJablets)__^ 

25 

Syntex 

626 
  (shown smaller 

than actual size) 

Norinyl191-f-flO 2B-day 
(21 norethindrone 1 mg. with mestranol 

0.08 mg. tablets followed by 7 inert tablets) 

Memorettea' dispenser 

26 

Syntax 
(inejt tablet) 3* 

'^" i625j ((526i 

.-;--;■;■-;--■- - "  walletta" pill 
dispenser In 21- 

— , . .„.,  ,,•■ and 28-day 
--■--■■ regimens 

Norinyl® 1+80 tablets 
(norethindrane with mestranol) 

'.-■;-.- -' ■"r (shown smaller than 
" actual size! 

Norquen'5 21-day 
(14 mestranol 0.08 mg. white tablets 

and 7 norethindrone 2 mg. with mestranol 
0.08 mg. blue tablets) 

Memorette'i, dispenser 

Syntex 

501 

29 

"'■ri'-" [shown smaller than 
actual size) 

Brevicon'" 
(?1 norethindrone 0.5 mg. with ethinyl 

estradiol 0.035 mg.) tablets 
Memorette^ dispenser 

3o 

Syntex 
(2110')    (Inert tablet) (111") 

TH-NorinyP 
Jmjrethindronewi£ethinyIestra^ 
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(Patipac® 
shown smaller 

than actual size) 

Norlestrineimi/5D 
(1 mg norethindrone acetate and 50 meg 

ethinyl estradiol tablets, USP) 
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32 cm 
(Compact 

shown smaller 
than actual size) 1642: 

Norlestrin« \j_\ 1150 
(1 mg. norethindrone acetate and 50 meg. 

ethinyl estradiol tablets. USP) 

33 

Mead Johnson Laboratories 

681 682 
■'■■ W 

(ethinyl estradiol) (ethinyl estradiol 
with dimethisterone) 

 Oracon^ tablets 

Vt 

Searle 
Both sides of tablets shown 

543 
5mg 

(norathynodrel 
5 mg/mestranot 

75 meg) 

101 

10 mg 

Enovid" 
(norathynodrel    i 

9.85 mg/mestranol    544 
0.15 mg)        I 

35 

39 

644 

(Petipace 

shown smaller 
than actual size} 

Norlestrin"' [H] 2.5/5 Q 
(2.5 mg norethindrone acetate and 50 meg 

ethinyl estradiol tablets, USP)    ■ 

Wyeth 
(Dispenser shown smallBr 
than actual size) 

"SB" 

'731 
PilpaK® Dispenser 

OVRAL«' 
(0.5 mg. norgestrel with 0.05 mg. 

ethinyl estradiol) 

40 

Lederle 

1 w 
(Shown smaller 

than actual 
size) 

f 
42 

Zorane"* 1/20 

771 

(nureUiindmne acetate        >    f^£.-'-/ 
1 mg. and elhinvl              #\*V^r/ 
estradiol 20 meg.)     /'m&^y 

Pink 
Tablets 

Parke-Davls 

(Compact 
shown smaller 

..-'..,-    than actual size) 

Noriestrin«||l] 2.5/50 

(2.5 mg. noralhlndrona acetate and 

Wyeth 

(Dispenser shown smaller 
than actual size) 

37 

56"       445-1 

i-'J 

43 

,*-"   732 

OVRAL's'-28 PUpak"1 Dispenser 
[21 white tablets each containing 0.5 mg. 
norgestrel wilh 0.05 mg. ethinyl estradiol 

and 7 pink inert tablets! 

iompac 
shown smalls 

than actual size 

Norlestrin0 fej 2.5/50 
(2.5 mg. norathlndrona acetate and 

50 meg. ethinyl estradiol tablets, USP) 
Each brown tablet contains 75 mg. 
 ferrous fumerate. USP. .   . 

4i 

wyeth 
(Dispenser shown smaller 
than actual size) 

..^H' 

Piipak'-1 Dispenser 

740 OVRETTE^ 
_______ (norrjestrel) 

Lederle 
_„ {Shown smaller 

than actual 

/      ..   ' 
v,                            size) 

(       Z )    ,; 

\_._ 772 
Zorane'" 1.5/30 7 

(norethindrone acetate         *             ' 
1.5 mg. and ethinyl                       _/ 
estradiol-30 mcg.i 

'•-■''            '■;"■"-■'-■, 

:V. -.,* "^ 
Blue 

Tablets 
''':■"'' -'"*" 

44 

TecJerfe" 
(Shown smaller 

than actual 
size) 

Zorane™ 1/50 
(norethindrone acetate 
1 mg. and ethinyl 
estradiol 50 meg.) 

Green 
Tablets 

773 

3H 

Wyeth 

•    ( f 
641 642 

(Compact shown smaller than actual size) 

2535 781 
TRIPHAS1L®-21 

(21 tablets containing the following: S 
brown tablets—0.050 mg. levonorgestrel 

+ 0.030 mg. ethinyl estradiol; 5 white 
tabIets—0,075 mg. [Bvonorgestrel + 
0.040 mg. ethinyl estradiol; 10 light- 

yellow tablets-0.125 mg. levonorgestrel 
■f 0.030 mg. ethinyl estradiol) 

Wyeth 

# c c ( 
641        642 643 650 

(Compact shown smaller than actual size) 

Sri^^ f
J'"_M 

;782 
• TRIPHASIL®-28 

(28 tablets containing the following: 6 
brown tablets—0.050 mg. levonorgestre 

+ 0.030 mg. ethinyl estradiol; 5 white 
tablets—0.075 mg. levonorgestrel + 
0.040 mg. ethinyl estradiol; 10 light- 

yellow tablels—0.125 mg. levonorgestre 
+ 0.030 mg. ethinyl estradiol; 
7!lght-green tablets—inert) 
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60 

< 

Bert» 

© 
• •••. 
• «••: 
• ••• 
• »•% 

tLewlen® 28 Tablets 
28-Day Regimen        

(Each light-orange tablet contains Q.15 mg 
levonorgestret and 003 mg ethinyi 
estradtoL £ach pink tablet is inert.) 

794 

Also available 
in 21-day 
regimen 

793 

6f 

Beriex 

tTM-LevIen028TahIeis   792 
28-Day Regimen 

(Each brawn tablet contains 0050 mg 
levonorgestrel and 0030 mg ethinyi 
estradiol. Each white tablet contains 

0.075 mg levonorgestrel and 0XJ40 mg 
ethinyi estradiol. Each light-yellow tablet 

contains 0.125 mg levbnorgestrel and 
a030mg ethinyi estradiol. Each light- 

green tablet is inert)      ■-  

I 
-x. 

CWofit 79.3 <j »jfü U)td l\-ülX-j M|vn»en j 

62 

Also available 
in 21-day 
regimen 

791 

Head Johnson Laboratories 

(Compact shown not actual size) 

Ovcon®-35 
(norethindrone and ethinyi estradiol) 

,7|^ «id 2.1 - do JAV K|. >^e-»i 

'"t you. viitit   i'3 - Jti ;:y N«J-.. 

63 

Mead Johnson Laboratories 

(Compact shown not actual size) 

Ovcon®-50 
(norethindrone and ethinyi estradiol) 
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On the enclosed color pictures, we show various brands of oral contraceptive pills. Please identify the 
pills you have ever used and put the picture number (in red color) and code number of each brand used 
in the space on the first column below. Also please write down the dates started and stopped, 
complications and the reasons for the use. If you have used a brand for more than one time-spans, 
please indicate each time span of use. 

Birth control pill        When did you When did you What was the reason Did you have any 
(the picture number    start? stop using it? to use this pill? complications due to 
and code number)      (month, year)   (month, year) using it? 

1. /  / 

2. 

3. 

4. 

5. 

picture# code# 

picture# code# 

picture# code# 

picture# code# 

picture# code# 

pictured code# 

picture# code# 

picture# code# 

picture# code# 

10. 
picture# code# 

/ / 

/ / 

/ / 

/ / 
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Data Handling 
(Case-Control Study) 

CASES 

TCRS Data: Patient 
Doctor 

Link of patient & Doctors Data 
Kathleen, Sandra 

I 
Letters to Doctors 
Kathleen, Chanel 

Doctors Consent Back 

Doctors Consent into Computer 
Kathleen 

Letters/Consent to Patients 
Kathleen,   Chanel 

Patients Consent Back 

Patients Consent Into Computer 
Kathleen 

Telephone Interview 
Kathleen, Chanel 

List of Patients 
Who Consented 

Input/Interview Data 
into Computer 

.©1  

Interview Data 

Names of Cases 
Interviewed 

^   Medical Record Rev 
When Needed 

Lab Measurements 

r "Tiisue andXäb" ~ 1^. 
Data ! 

.(Nans) 

Interview 
Data 

ÖCFormDäta- 

into Computer 
1 Gu,   _ . . 

,r "Keep'TracE of Pay CBecks 1 
(Computer) i 

CONTROLS 

Scheme of RDD 
Zhu,   Sandra 

RDD for Controls 
Chanel,  Kathleen 

Outcome of 
all RDD Calls 

Telephone Interview 
With Ctrls Giving Consent 
Chanel, Kathleen 

Input/Interview Data 
into Computer 
Gu 

Computer Datafile     QQ 


