UCSF Breast SPORE Baseline Questionnaire
12/01 version

Hello, my name is and [ am calling from the University of California San Francisco to follow
up on a letter that was sent to you recently regarding a (breast cancer) research study. Did you receive the
letter? Do you have any questions about the letter or the accompanying fact sheet?

I am calling to ask for your participation in a research study being conducted at UCSF and California
Pacific Medical Center. As a part of this study, we are interviewing women who have undergone breast
surgery at these facilities. During the interview, I will ask both general and specific questions related to
your breast surgeries and medical history. The first part of the interview concerns your specific surgeries
and possible treatments you received. During the remainder of the interview I will ask questions about
your family and personal health history. It should take no more than (20 or 30) minutes and you may
refuse to answer any question or stop the interview at any time. OK?

i. Now before I begin the interview, first I would like to verify the correct spelling of your full
name...could you spell it for me?

ii. I also have your birthdate as . Is this correct? (or ask patient for her birthdate)

GENERAL SURGERY/TREATMENT QUESTIONS (for all surgery & rx questions, refer to Grid #1 worksheet)

[Note: “Confirm” refers always to the last known breast surgery/diagnosis]

1. Confirm: According to our study records, you hada _ (most recent known
surgery) performed on your __L/R breast at (facility) on __ DATE by
(surgeon’s full name). Is this correct?
2. Confirm: And it looks like they took/did not take some lymph nodes, is that right?
Y (next) N (GO TO Q3) UK
!
Yes:
a. Were any found to be positive? Y N UK
3. Did you have any further surgeries to treat this cancer?
None Biopsy/Re-exision Lumpectomy Mastectomy Other:



4, Did you receive any radiation/chemo/hormones as additional treatment for this surgery? Circle
all that apply. (Refer to Adjuvant Therapy section—Q11-13—to record additional information
related to rx)

NO (GO TO Q5)

Radiation Chemotherapy Tamoxifen Other rx:

5. Did you receive the drug Herceptin as part of your treatment for this surgery?

Y N
6. Prior to your first breast surgery, did you, yourself, notice any symptoms, or anything unusual in
the breast? That is, how was this cancer initially detected?
Y (next) N (next) UK
! !
Yes: No:
a. * Lump b. Was the condition detected by a
mammogram?
* Breast pain Y (GO TO Q5) N (next)
!
* Nipple discharge i
* Area of breast thickening/swelling i
¢ Skin/nipple changes (i.e., dimpling) !
No:
* Palpable node c. Was the condition
detected by a physician?
¢ Other: Y N
--GO TO Q5--
7. Were you ever asked to join a clinical trial for your treatment?
Y (next) N (GO TO Q7)
!
If Yes:
a. Was (any of) your treatment administered as part of a clinical trial?
Y (next) N UK
!
Yes:
1.) Where was it?
(city/state/country, if applicable) UK
8. Was this your first breast cancer diagnosis? Y (GO TO Q8) N (next)
!
No:

a.  When were you first diagnosed with breast cancer?
See Question 8 a — k — use Grid #1 worksheet




Since this surgery(s), have you had any breast surgeries (that would include
FNAs, biopsies & re-excisions) that were found to be benign?
Y (next) N (GO TO Q9) UK
!
Yes:
a. See Questions 8 a — c¢; e-f— use Grid #1 worksheet

Have you had any more cancer since your (DATE) diagnosis?
(This question relates to breast cancer or metastases only.. if answered as a different cancer,
then check “NO” and move on to Q9.)

Y (next) N (GO TO Q10)
!
If Yes: refer to Grid #1 worksheet for recording information
a. When? / (month/year) UK
b. What did you have done?

*FNA

*Biopsy

*Re-excision

*Mastectomy

*Reconstruction

*UK
c. And which breast was it?

oL eft

*Right

*Bilateral

*Metastases
d. Were any nodes taken?

Y (next) N (GO TO Q8e) UK

If Yes:

1.) Were any found to be positive?

Y N UK
e. Where did you have the (SURGERY)?
(city/state, if applicable) UK

f. Who was your surgeon? (full name) UK




[Not Applicable for recurrence.]
Did your doctor tell you at what stage your cancer was diagnosed?
Y (next) N UK NA

* Stage 0
e Stage 1
Stage 2
Stage 3
Stage 4
* UK

Do you know what the size of your tumor was?

Y (next) UK (GO TO Q8i)

!

* 2 cmor less

* more than 2 cm but not more than 5 cm

* more than 5 cm

* any size with direct extension to chest wall or skin / edema / inflammatory carcinoma

Did you have any symptoms prior to that surgery?

Y (next) N (next) UK

! !

1.)If Yes: If No:

*Lump 2.) Was the condition detected by a

*Breast pain mammogram? Y (GO TO Q8j) N (next)
*Nipple discharge |

* Area of breast thickening/swelling If No:

* Skin/nipple changes (i.e., dimpling) 3) Was the condition detected

* Palpable node by a physician?

*Other: Y N

For this (DATE & SURGERY), did you receive any additional therapy,
such as radiation, chemotherapy or Tamoxifen, as a part of your treatment?

Y (next) N (GO TO Q8k)
!

If Yes:

*Radiation (GO TO Q10)

*Chemotherapy (GO TO Q11)
*Tamoxifen/Raloxifene—Other hormone therapy (GO TO Q12)
*  Other treatment (herceptin, aredia, femura, etc.)

Were you ever asked to join a clinical trial for your treatment?

Y (next) N (GO TO Q9) UK

!

If Yes:

1) Was (any of) your treatment administered as part of a clinical trial?
Y (next) N (GO TO Q9) UK
!
If Yes:

2.) Where? (city/state/country, if appl.) UK




11. Have you had any breast reconstruction surgeries?

Y (next) N (GO TO Q14)
If Yes:
a. See Questions 8 a- ¢, e-f — use Grid #1 worksheet

ADJUVANT THERAPY QUESTIONS (for all adjuvant therapy questions, refer to Grid #2 worksheet)

(This section should be skipped if no adjuvant treatments were received. Go to Question #13. Section
should be used to either ask about therapies for new surgeries or to verify the treatments for the known
surgeries.)

RADIATION TREATMENT: (record information on Grid #2 worksheet)
12. Did you receive radiation therapy as a part of your treatment for your (DATE)

diagnosis?
Y (next) N
If Yes:
a. When did you start your treatment? / (month/year) UK
b. When did your treatment end?

/ (month/year) UK Current
c. Where did you go to receive your radiation?

(Facility Name—City/State, if applicable) UK

d. Who was your radiation oncologist? (Full name) UK

CHEMOTHERAPY TREATMENT: (record information on Grid #2 worksheet)

13. Did you receive chemotherapy as a part of your treatment for your (DATE)

diagnosis?
Y (next) N
!
If Yes:
a. How many cycles did you receive? # UK
b. When did you start your chemotherapy?

/ (month/year) UK
c. When did your treatment end (final cycle)?

/ (month/year) UK Current
d. Do you know what type of therapy you were receiving?

UK Type: (Cytoxan, Methotrexate, 5 Fu, Adriamycin, Leukeran, L-Pam,

Taxol, Thiotepa, Vincristine, Velban, Mitomycin, Mitoxanthrone, etc.—
Combos: CA, CAF, CMF, MF, Taxol, etc.)



c.

f.

Where did you receive your treatment?
(Facility Name—City/State, if applicable) UK

Who was your oncologist/physician?  (Full name) UK

HORMONE THERAPY: (record information on Grid #2 worksheet)

14. Did you receive Tamoxifen, Megace or Raloxifene as a part of your treatment for your (DATE)
diagnosis?
Y (next) N
If Yes:
a. Which?
Tamoxifen Raloxifene Megace Other: UK
b. When did you start your Tamoxifen/Megace/Raloxifene?
/ (month/year) UK
c. And when did you stop?
/ (month/year) UK Current
d. Who was your physician/oncologist who prescribed the (DRUG)?
(Full name) UK
HERCEPTIN:
15. Did you receive the drug Herceptin as a part of your treatment for your (DATE) diagnosis?
Y (next) N
If Yes:
a. When did you start the Herceptin:
/ (month/year) UK
b. When did you stop?
/ (month/year) UK Current
c. Who is your oncologist who prescribed the Herceptin?

(Full name) UK

FAMILY AND PERSONAL HEALTH HISTORY

I am now going

to ask you some questions about your family and personal health history.

16. Has your mother ever had breast or ovarian cancer?
Y (next) N (GO TO Q15) UK
Yes:

a. Breast Ovarian




b. Do you know how old she was when she was diagnosed

with breast/ovarian cancer? (<50, =>50) UK
AGE
c¢. Do you know if this (these) condition(s) was diagnosed
before or after menopause? Pre Post UK
17. Do you or did you have any sisters?
Y (next) N (GO TO Q16)
!
Yes:
a. How many? #

b. Have any of your sisters ever been diagnosed with breast or ovarian cancer?
Y (next) N (GO TO Q16) UK

| = Yes:
1.) Do you know how old she was when she UK

was diagnosed with breast/ovarian cancer?
(<50, =>50) AGE

2.) Do you know if this (these) condition(s) UK
was diagnosed before or after menopause? Pre  Post

18. Do you or did you have any daughters?

Y (next) N (GO TO Q17)
!
Yes:
a. How many? #

b. Have any of your daughters ever been diagnosed with breast or ovarian cancer?
Y (next) N (GO TOQ 17) UK

| = Yes:
1.) Do you know how old she was when she UK
was diagnosed with breast/ovarian cancer?
(<50, =>50) AGE
2.) Do you know if this (these) condition(s) UK
was diagnosed before or after menopause? Pre  Post
19. Has a maternal aunt or grandmother, (that is, your mother’s mother or your mother’s sister), ever
been diagnosed with breast or ovarian cancer?
Y (next) N (GO TO Q18) UK
!
Yes:
a. Aunt Grandmother
b. Breast Ovarian  Breast Ovarian

c. Do you know about what age they
were when they were diagnosed with
breast/ovarian cancer? (<50, =>50) AGE UK AGE UK




d. Do you know if this (these) Pre Post UK Pre Post UK
condition(s) was diagnosed before or
after menopause?

20. Has a paternal aunt or grandmother, (that is, your father’s mother or father’s sister), ever been
diagnosed with breast or ovarian cancer?
Y (next) N (GO TO Q19) UK
!
Yes:
a. Aunt Grandmother
b. Breast Ovarian | Breast Ovarian

¢. Do you know about what age they
were when they were diagnosed with
breast/ovarian cancer? (<50, =>50) AGE UK AGE UK

d. Do you know if this (these) Pre Post UK Pre Post UK
condition(s) was diagnosed before or
after menopause?

21. How old were you when you had your first menstrual period?
AGE UK
22. Have your menstrual periods stopped for at least one year?
Y (next) N (GO TO Q21)
!
Yes:

a. Did your periods stop naturally or did they stop due ;| O Stopped naturally
to some other surgical or hormonal mean?
O Hysterectomy (may need to ask if
woman experienced any menopausal
symptoms, such as hot flashes, to
determine her menopausal status if
she does not know if her ovaries were
removed when she had her
hysterectomy)

O Hysterectomy + oopherectomy
O Induced by chemotherapy

OOther:

O Had stopped but now are
induced by hormones

0O UK

b. How old were you when you had your last UK




23.

24.

25.

26.

. menstrual period? . AGE

Have you ever given birth?

Y (next) N (GO TO Q22)
!
Yes:
a. How many children? #

b. How old were you when you had your first child?

c. Did you breastfeed?

Y (next) N (GO TO Q22)
I = Yes:
1.) How many months? (for each child) UK

CALCULATE: Do not ask (for interviewer use only):

TOTAL MONTHS (for all children combined)

Have you ever taken fertility hormones/drugs to get pregnant?
Y (next) N (GO TO Q23)
!

Yes:
a. What was the name of it? UK

b. Ask if applicable: Currently? Y N NA

c. Ask if applicable: Were you taking fertility
hormones at the time of (any of) your diagnosis? Y N UK NA

d. For how long did you take the fertility hormones?
TOTAL MONTHS/YRS
Currently UK

Have you ever taken DES? (diethylstilbestrol)

Y (next) N (GO TO Q24) UNK
!
Yes:
a. Were you taking DES at the time of (any
of) your diagnosis? Y N UK
b. For how long did you take the DES? TOTAL MONTHS/YRS UK

Ask if interviewee was born between 1938 and 1971: Did your mother ever take DES when she
was pregnant with you?



NA

Have you ever taken any hormone replacement therapy?

Y (next) N (GO TO Q26) UK
!
Yes:
a. What did you take?
DRUG NAME
UK
b. Was that estrogen/progesterone? O Estrogen alone
O Estrogen w/ progesterone
O Progesterone alone
O UK
c. Are you currently taking HRT? Y N NA
d. Were you taking (DRUG TYPE) at the
time of (any of) your diagnosis? Y N UK
e. When did you first start taking (DRUG
TYPE)? DATE (month/yr) UK
f. How long did you take it? TOTAL YEARS
Currently UK

g. Have you taken any hormone replacement
therapy since (any of) your diagnosis?

Y N NA
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28.

29.

30.

31.

I am now going to read to you a list of various complementary therapies which you may have
tried as a part of your breast cancer healing program. [ will read you the name of each therapy.
Please reply with a yes or no to each one. Here is the list:

Meditation Y N UK
Hypnotherapy Y N UK
Visualization/Guided imagery Y N UK
Vegetarian diet/vegan diet Y N UK
Macrobiotic diet Y N UK
Vitamin therapy Y N UK
Homeopathy Y N UK
Chinese herbs Y N UK
Other herbs/teas Y N UK
Massage therapy Y N UK
Biofeedback Y N UK
Acupunture Y N UK
Other: Y N UK

If applicable to above: Was any of the above alternative therapies administered as a part of a
clinical research trial?
Y Location: N UNK

Did you participate in a breast cancer support group?

Y (next) N (next)
! !
! No:
{ a. Was the option of joining a breast cancer support group or its
) availability ever discussed with you?
! Y N
!
! --GO TO Q29--
!
!
Yes:
f.  For how long?
MONTHS/YRS Current
c. Where?

Have you initiated any major diet changes in your life due to your diagnosis?
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Y (next) N (GO TO Q30)
!

Yes:

a. Have you experienced a significant weight
change as a result of this dietary change? Y (next) N UK

1.) More (+) Less (--)

And now | have just a few closing questions and then we will be done with our interview.

32. Were you born in the United States?
Y (GO TO Q31) N (next)
!

No:

a. In what country were you born?

COUNTRY

33. Of what racial or ethnic background do you consider yourself?

O Asian/Pacific Islander or Asian-American
O Black or African-American

O Hispanic or Latino

O Native American

O White or Caucasian

O Other:
33.a. Areyou Ashkenazi Jewish? Y N
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34.

35.

36.

How many years of schooling have you had?

O Some high school or less

O High school graduate

O Some college or technical/business school
O College graduate

O Post-graduate or more

What is your height?

Do you recall your weight at the time of (each of) your diagnosis? Ibs. UK

That concludes the interview. Thank you for taking the time to answer these questions.

This is a follow-up study; so what that means is we will be in touch with you again, about every
18 months, to follow-up with you regarding your breast cancer. The follow-up will most likely
be done by mail. May I verify your mailing address for these purposes?

Verify mailing address.

BREAST TISSUE CONSENT

There is one final request [ have for you that is related to your breast surgery(s). At the time of
your surgery, it is likely that your surgeon removed a small portion of your breast tissue and there
may have been some tissue remaining after diagnostic tests were performed. It is a common
procedure for most surgeries that this tissue is saved. The SPORE researchers are interested in
utilizing available fresh tissue in order to learn more about breast cancer. However, in order for
UCSF researchers to consider using the tissue for their research, we would like to receive your
permission to use it for these purposes.

Would you like me to explain a little bit about how your tissue could be used by our researchers
before I ask for your consent for its use?

As the letter explained, one of the main objectives of our breast cancer study is to increase our
understanding of the causes of breast cancer, as well as how to treat and, one day, hopefully cure
the disease. In order to do this, the researchers need breast tissue. For example, some of the
SPORE researchers are conducting studies to find genes or chemicals in the cells that make the
cells more likely to develop into breast cancer.

We do not know what kind of research will be done using your tissue, but the tissue will only be
used by SPORE researchers for breast cancer studies. When researchers request tissue or
information from the bank, they do so by using a code number that is identified with your
particular tissue specimen. No names are used. Information about you is kept as confidential as
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possible. Results of any research tests performed on your tissue will never appear in your
medical record.

Your tissue will be used for research purposes only. By giving your consent to its use, there are
no direct benefits to you. It is hoped that knowledge gained from the research will help in the
future treatment of breast cancer patients. By giving consent to its use, you will be providing an
extremely valuable resource to medical research.

Do you have any questions about what I have just told you?

If patient has more questions:

You may contact the Committee on Human Research for further inquiries. You may reach the
commiittee office between 8:00 and 5:00, Monday through Friday, by calling 415/476-1814, or by

writing: Committee on Human Research, Box 0962, University of California, San Francisco/San
Francisco, CA 94143.

PATIENT’S NAME, may we use your tissue for breast cancer and breast disease research?
Y N NA Undecided (send more information)
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