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Abstract

Background—Decision making experts emphasize that understanding and using probabilistic
information is important for making informed decisions about medical treatments involving
complex risk-benefit tradeoffs. Yet empirical research demonstrates that individuals may not use
probabilities when making decisions.

Objectives—To explore decision making and the use of probabilities for decision making from
the perspective of women who were risk-eligible to enroll in the Study of Tamoxifen and
Raloxifene (STAR).

Methods—We conducted narrative interviews with 20 women who agreed to participate in
STAR and 20 women who declined. The project was based on a narrative approach. Analysis
included the development of summaries of each narrative, and thematic analysis with developing a
coding scheme inductively to code all transcripts to identify emerging themes.

Results—Interviewees explained and embedded their STAR decisions within experiences
encountered throughout their lives. Such lived experiences included but were not limited to breast
cancer family history, personal history of breast biopsies, and experiences or assumptions about
taking tamoxifen or medicines more generally.

Conclusions—Women’s explanations of their decisions about participating in a breast cancer
chemoprevention trial were more complex than decision strategies that rely solely on a
quantitative risk-benefit analysis of probabilities derived from populations In addition to precise
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risk information, clinicians and risk communicators should recognize the importance and
legitimacy of lived experience in individual decision making.

Introduction

Understanding and using probabilistic information is critical for making informed decisions
about medical treatments that involve complex risk-benefit tradeoffs (1, 2). For some
medical therapies, including the management of breast cancer risk, medical decision making
involves using individualized risk estimates to evaluate such trade-offs. The United States
(US) Food and Drug Administration (FDA) has approved the prescribing of tamoxifen and
raloxifene for primary breast cancer risk reduction. However, both medications have
potential side effects such as cataracts, hot flashes, and endometrial cancer. Concern about
side effects can lead people to avoid preventive treatment entirely (3, 4), even when they
understand the quantitative risks and benefits involved (1, 5). This may explain why the use
of tamoxifen and raloxifene in the US is considerably lower than the number of women who
would likely benefit from taking the drugs (6, 7). Such findings suggest that individuals may
interpret probabilities differently from epidemiologically-based risk-benefit analyses.
Indeed, some evidence suggests that individuals may not use probabilistic information when
it is provided (8), or that they may use it in non-normative ways (9). This may be because
understanding probabilities is difficult, both for the public and health care providers (10-12).
Another possible explanation is that women at increased risk of developing breast cancer
and health professionals have different understandings of risk, with women talking about
‘feeling at risk’ which they relate to bodily signs and symptoms rather than population-
derived probabilities (13). Women’s perceptions of chemoprevention also differed from
those of scientists and policy makers (14). However, past research did not focus on how
women given the option of chemoprevention used individualized risk information in
explaining their treatment decisions (3, 4, 13, 15). Addressing this question may inform the
development of novel patient decision support tools.

The Study of Tamoxifen and Raloxifene (STAR)

FDA approval of raloxifene was based on the STAR clinical trial, which compared the
effectiveness and side effect profiles of tamoxifen and raloxifene for reducing the risk of a
primary invasive breast cancer in postmenopausal women aged 35 or older (16-18). STAR
was conducted by the National Surgical Adjuvant Breast and Bowel Project NCI
cooperative group. Risk eligibility was based on an adjusted Gail score (19) of 1.7 percent
over five years. Participants were recruited from nearly 200 clinical centers throughout the
US and Canada. From 1999-2005, 184,460 women were screened by completing a risk
assessment The resulting two-page report (Figure 1-2) included the adjusted Gail score, the
risks and benefits of STAR participation, and the risks and benefits of taking tamoxifen and
raloxifene. Of those screened, 96,368 were risk-eligible and 19,747 (approximately 20%)
were enrolled (17).

Theoretical Basis for the Research

Narrative theory asserts that people use narratives (stories) to make sense of events that
occur (20). The way we tell a story provides insight into how we organize and create
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meaning in everyday life. Narratives reflect the meaning-making processes by reworking
things that happen to us into tell-able stories (21). They describe past events, while making
sense of them in the present. Through storytelling, narratives provide insight into how
storytellers want others to view them. In this sense, narratives are always co-created by a
particular situation, interviewer, and interviewee (22).

Study Purpose and Aim

Methods

The purpose of this study was to investigate the tension between the clinical importance of
personalized risk information and patients’ use of that information when making medical
decisions. The study aim was to examine how women considered at increased risk for breast
cancer decided for or against participation in STAR, with a particular focus on the use or
non-use of probabilistic information. Because both arms of the trial required taking a
chemoprevention medication, a participant who decided to enroll in the trial also decided to
accept chemopreventive therapy.

Study Design

We conducted a qualitative interview study using in-depth one-on-one narrative interviews
(23, 24). Narrative interviewing is a type of qualitative interview intended to capture
meaning-making about particular events from the interviewee’s point of view (22).
Narrative interviewing is structured in such a way that the interviewer starts the conversation
with a question related to the research aims that allows the interviewee to tell a story. This
question is the same for every interview in order to ensure comparability across interviews
(23). This question begins the conversation, but the flow of conversation is determined by
the interviewee and the topics s/he introduces. As the narrative progresses, the interviewer
responds to the interviewee’s statements in a way that is socially appropriate for
conversation, but does not bias responses (e.g., “What happened next?”). After the narrative
impulse is over and the interviewee has discussed all issues that come to mind, the
interviewer inquires about topics that are relevant to the research question but were not
raised by the interviewee.

Setting—We recruited participants from two STAR study sites. To reflect the diversity of
potential STAR participants and of recruitment sites, we chose sites that had very different
roles in the trial and different clientele. A Northeastern US site was chosen because it was
involved in the overall organization of the trial and had a breast cancer risk assessment
program. A Southern US site was chosen to increase sample diversity; it was part of efforts
to improve minority participation in STAR and thus focused on recruiting African-American
women (25). It did not have a high-risk program. Institutional review board approval was
obtained from both clinics.

Sample—The inclusion criteria were being risk-eligible to participate in the STAR trial,
speaking English, and receiving written risk information regarding STAR participation
(Figures 1-2). Exclusion criteria included not being risk-eligible for STAR or not having
received the risk information. Participation in the interviews was not contingent on

Med Decis Making. Author manuscript; available in PMC 2015 November 01.



1duosnuen Joyiny 1duosnue Joyiny 1duosnuen Joyiny

1duosnuep Joyiny

Holmberg et al.

Page 4

agreement to participate in the clinical trial—both STAR participants and STAR decliners
were included.

The written risk information consisted of two pages. The first page showed the Gail risk
score (risk factor components, 5-year risk, lifetime risk) and was used to determine STAR
risk eligibility. The risk information was communicated using absolute numeric estimates
and a graph comparing the potential participant’s risk to the risk of the average woman. The
second page used a table to summarize the possible benefits and risks associated with
participating in the STAR trial, including the risks and benefits of taking tamoxifen and
raloxifene (26).

Sampling approach—We invited risk-eligible women from the Southern and
Northeastern clinics to be interviewed about their decision making regarding STAR
participation. Recruitment into the interview study at the Southern site began in the winter of
2003-2004 and data collection was completed in the summer of 2004. Recruitment for the
interview study at the Northeastern site began in spring 2004, and data collection was
completed in May 2005. Due to the small number of STAR participants at the Southern site
(n=5), narrative interviews were conducted with all of them. At the Northeastern site, the
selection for interview partners was based on availability to schedule an interview. To
interview STAR decliners, risk-eligible women who had not signed up for STAR were
contacted either by the study coordinators at the sites or by CH, up to three times at different
hours of the day. Among those who agreed to be interviewed, selection was then based on
availability and scheduling of an interview (Table 1). Reasons given for STAR decliners to
refuse an interview were time constraints, health issues, a general philosophy against
participating in research, negative attitudes about chemoprevention, and concern about
influence from the pharmaceutical industry.

Sample size—The sample size (n=40) was based on other qualitative studies (15, 27), the
study aim, and feasibility. To detect possible differences between STAR participants and
decliners in how they invested meaning in STAR participation/declining and how they
discussed the risk-benefit information, we included equal numbers from each group.

Data collection—All interviews were conducted at the respective clinical centers by CH.
The interviews were conducted in person, were audio-recorded, lasted between 30 minutes
and two hours, and were conducted in accordance with established narrative interviewing
guidelines (23). Participants were asked, “You have done a risk assessment for your
statistical risk of developing breast cancer. Would you please tell me about it?” An interview
guide listed several topics that were of particular interest to the investigators (Table 2). If
participants did not address these topics during the initial narrative, the interviewer probed
for them at the end of the interview. Narrative interviews can vary considerably in length
because the interviews are dependent on the story telling of the individual. Similar events
can take on very different meanings for an individual’s life, which may influence the length
of an interview. If the interviewer attempts to standardize the interviews by encouraging
participants to make short stories longer, or longer stories shorter, it risks biasing the results
(28). Descriptive data were reported by the interviewees.

Med Decis Making. Author manuscript; available in PMC 2015 November 01.



1duosnuen Joyiny 1duosnue Joyiny 1duosnuen Joyiny

1duosnuep Joyiny

Holmberg et al.

Page 5

Data Analysis

Results

A professional transcriber transcribed the audio recordings. CH verified accuracy by cross-
checking the transcripts. In general, narratives can be analyzed from a linguistic perspective,
structurally and/or thematically, person-by-person, and/or across narratives (22). The choice
of appropriate analysis tools depends on the research question. To examine the way in which
interviewees decided for or against participation in STAR, with a particular focus on the use
or non-use of probabilistic information, the analysis included a person-by-person analysis
conducted by CH and EW including a summary of decision making approaches for each
interview (29) and a thematic analysis across interviews and of emerging themes from the
first interview question. Transcripts were coded thematically by KW and CH (22). Codes
were developed inductively and iteratively. KW and CH read the transcripts and identified
all segments in which the women spoke about deciding about STAR. Then themes were
identified in the segments and a preliminary codebook was developed. To identify whether
the codebook captured all the themes discussed, this codebook was applied to the next five
interviews. Next, all transcripts were coded using the finalized codebook. Coders conferred
regularly to discuss discrepancies.

Coding of themes related to decision making were compared and categorized. This led to the
identification of categories of decision making, which were then connected to
anthropological and psychological theories and let to the development of four major themes.
Data, categories, codes, and analysis memos were managed using MAXQDA software. To
reflect the study design, analysis was conducted separately for STAR participants and
decliners.

To ensure credibility of results, materials and results were regularly presented and discussed
in research team meetings, in a qualitative research group at the Charité -
Universitatsmedizin Berlin, and at the respective clinical centers. The data were also
searched for contradictory cases. Confirmability was established by including investigators
from multiple disciplines.

Interviewees were between 44 and 74 years of age and all had at least a high school
diploma. The majority of women (83%) were white (Table 3). All of the interviewees,
except two decliners from the Southern site, either had a family history of breast cancer or
had experienced one or multiple breast biopsies. Of the 40 interviews, eight were conducted
within a year of completing the risk assessment, fourteen up to three years after, and 18
within three to five years after completion of the risk assessment. Two of the major themes
that illustrated the way participants made their decision about STAR participation emerged
from the narratives (Table 4). One related to their personal or family experiences with breast
cancer, breast biopsies, and medication use. The second involved weighing the possible
health effects that could result from taking a chemopreventive agent or medications in
general. In women’s narratives, the probabilistic risk information did not prove to be of
importance for decision making. Two additional major themes were developed as a result of
the probe into the risk assessment information: “gist” representations of risk (30) and
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relevance of risk information for individual decision making. For an overview of categories
that gave rise to the four major themes presented see Table 5.

In general, STAR participants and decliners discussed the same themes and responded
similarly to the probes about the probabilistic information. They were also similar in terms
of the time lag between completion of the risk assessment and the interview. However, their
narratives differed on the experiential level, e.g. how a family member experienced
tamoxifen intake. In sum, providing information about the risks and benefits of STAR
participation and breast cancer chemoprevention initiated a decision making process for or
against STAR participation that was guided by personal experiences, attitudes, and beliefs.
To reflect our sampling strategy and illustrate our findings, we present exemplars for each
theme below.

Personal Experiences

The most prominent experiences related to a family history of breast cancer or medication
intake, or a personal experience of breast biopsies. How they made sense of such events
appeared to influence their thinking about STAR participation. For example, a STAR
decliner had a sister who developed cognitive problems during tamoxifen treatment
following a breast cancer diagnosis. This experience influenced her decision making
profoundly.

“...then we got into the debate about tamoxifen. Well, first of all, (...) | was very
frightened of because of the side effects and what a highly...I mean, it’s not a baby
aspirin; it’s a complex drug. Did | want to pour more stuff in to cut risk, you know.
It was like slicing away at risk and they said, “Oh, but this is like a 50 percent
reduction.” Well, all I know is my sister said what bad side effects she had and she
attributed it a lot to tamoxifen. It was enough to scare me to try and be very, very
cautious. (...)

(P5, STAR decliner, 52 years old, Gail score 3.94)

A STAR participant who had a long family history of deaths from breast cancer situated her
decision making within these experiences. This experience was the first thing she
mentioned.

“What happened is | come from an extraordinarily long line of breast cancer
victims. | say “victims” because they haven’t all been survivors, unfortunately. My
maternal great-grandmother, my maternal grandmother, my mother and all three
of her sisters died of breast cancer. Of the four girls—my mother and her three
sisters—they produced four more girls; two of them have had breast cancer,
including my sister. One had opted for a prophylactic double mastectomy and that
leaves me.”

(P 27, STAR participant, 48 years old, Gail score 4.17)

Weighing the Risks and Benefits

Lived experiences in domains other than family history were implicated in the women’s
decision making processes (Table 4). When weighing the risks and benefits of participation,
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women took the information that was given to them (Figures 1-2) and then situated it within
their experiences, including assumptions and prior knowledge they had about these events.
Women did not discuss “risk” as a humerical estimate of the likelihood of an event or as a
weighing of probabilities. Risk was used in terms of “something that could happen.” These
different possible events were not considered as standing on equal terms. Rather, they were
evaluated according to assumptions about the event’s severity and which event would be
experientially worse. Thus, the weighing of risks meant thinking about different possibilities
and using feelings, sentiments, and lived experiences.

“And there were risks associated with the drugs. One of the risks was that you
could get cataracts or you could get uterine cancer, and so my mind is saying to me,
“Well, I might not get breast cancer but | might get uterine cancer. What good is
that?” And actually breast cancer | think is a lot easier to detect a lot of times,
especially when you’re getting mammogram on a regular basis, as | am. And then
the other one was cataracts and | really didn’t want cataracts either.”

(STAR decliner, 58 years old, Gail score 5.34)

“I looked at what was told was the risks of taking tamoxifen, | looked at what my
own known personal risk of developing the disease is, and | also looked at what the
consequences of not doing anything would be, and the benefits—possible benefits
—of participation, for me, so far outweighed any detrimental possible effects of
possibly taking tamoxifen (...). (...) But you do not go into this stupid (...). They
don’t sugar-coat it, so | knew and | was going to take whatever risks participation
might present because in my mind they were less risky than just letting what |
assumed to be the natural progression things go forward.”

(STAR participant, 48 years old, Gail score 4.7)

The above quotes illustrate the point that neither of the women evaluated the risks and
benefits of treatment using a formal examination of probabilistic information. Rather, they
discussed events that could happen and placed them in the context of their lived experiences.
Despite similar approaches to making this decision, they arrived at very different
conclusions about whether or not to undergo treatment.

Evaluating the “Gist”

In general, most women did not mention the risk estimates that they were provided with
until the interviewer probed specifically for this information. In response, some of the
participants distilled the complex probabilistic information into its bottom-line qualitative
meaning, or “gist” (30), as illustrated in the examples below. Women then evaluated these
gist representations by placing them in the context of what they knew from their personal
experiences. Finally, they drew an overarching conclusion about the risk numbers that also
took the form of gist representations. Ultimately, the women indicated that their decisions
were based less on the risk information provided than on what they already knew about
themselves, their experiences, and the world as they perceived it.
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The following participant seemed to partially remember the probability information.
Nevertheless, she uses her family’s experiences with cancer to draw a conclusion about
to do.

“Like, two to three percent above and then by age (...) no, no, it was like two to
three percent was the risk of getting breast cancer and then it was a ten percent risk
by age 80; I can’t remember if that was cumulative or how they phrased it. (...) the
numbers were definitelynot high enough to make me think that I would gain
anything from participating in STAR. (...) So (...) and on my father’s side of the
family, even though he had colon cancer, which was not what he died of, and his
sister didn’t have breast cancer, my cousins have not had breast cancer. So, you
know, 1’d like to think that maybe I’m not really as much at risk as the paperwork
said | was.”

(P17, STAR decliner, 56 years old, Gail score 2.54)

“No I don’t [remember the actual number], but I do remember (...) it was just
slightly above. Because (...) my sister hasn’t had breast cancer but | have cousins
that have had breast cancer. | had one cousin that died of breast cancer and | just
don’t want to (...). To me, I felt like, you know, that it’s in my family so | did feel,
you know, more at risk personally. | don’t care what the number said, to be honest,
you know. [laughs] (...) Actually, statistically | wasn’t all that high.”

(P26, STAR participant, 48 years old, Gail score 1.74)

Page 8

what

These are exemplars of the typical way the interviewees spoke about the risk information,

which suggests that that they did not use it for personal decision making.

Relevance of Risk Information for Individual Decision Making

One way for the women to talk about the risk results was to situate them within their own

experiences. Another was to talk about the gist information in relation to the nature of
probabilistic information and statistics, and the extent to which population-based risk

modeling is a legitimate way to provide information to individuals. The women’s comments
reflect the idea that, on the individual level, probabilistic information is binary: you either do

or do not develop cancer. For this reason, the probabilistic information was not conside

red

an important ground to base a decision on, especially if it did not overlap with their own

assumptions regarding their risk.

“I believe it was average and then | don’t know how they came up with it being
slightly higher. Was | surprised? (...) | was surprised that at first (...) yeah, | was
surprised that | was at average risk; | thought 1’d be higher. In fact, I still thought
I’d be higher, yet because she’s [her mother] postmenopausal they explained that
the risk wouldn’t be that high (...). But these are just statistics and I can’t really go

by statistics, you know? All because it says | may not be, you know, at average risk

or you’re a little higher than average risk; that doesn’t mean anything. You know,
your body has its own mind what’s going to happen to it, so | can’t really say |
really trust the number that they gave me, you know?”

(P19, STAR decliner, 48 years old, Gail score 1.79)
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“Well, I had already suspected (...) I mean, it wasn’t a surprise because | knew
from my family history already that | was at a high risk. (...) So it just validated
what | thought. (...) It [the risk assessment] didn’t seem to mean much to me
because it was hard to translate it into what actually (...) | guess it really didn’t (...)
you know, you just know you’re at a higher risk, you don’t really know. It can’t tell
you if you’re going to get it, cancer or not, so (...).”

(P29, STAR participant, 52 years old, Gail score 4.01)

Both women expressed difficulty in translating the probabilistic information into a useable
form, in large part due to the inherent uncertainty about whether they, personally, would
develop breast cancer. However, as demonstrated above, women came to very different
conclusions about whether or not to participate in STAR, despite common stories about how
they arrived at their decisions.

Discussion

Oftentimes, the goal of numerical risk communication in medical settings is to guide
individuals’ risk perceptions to reflect the numerical risk calculations and thus make
appropriate health decisions when there are complex risk tradeoffs (31). However, the way
in which the interviewees discussed their STAR participation decisions were far richer and
more complex than a straightforward evaluation of probabilistic information. The decision
process was triggered by an information session that included clinical and probabilistic
information, but the actual decision was embedded in their life histories and lived
experiences, which were used to guide, explain, and make sense of their decisions.

The narratives indicate that probabilistic information was generally not used to rationalize
decision making. Risk information, either as gist representations or as probabilities, were not
used in telling the story of their STAR participation/declining. However, none of the women
were unaware of their high-risk status. Rather, they were aware of the possibility of
developing breast cancer due in large part to a long history of lived experiences.

This is consistent with what the affect heuristic would predict (32). Each personal or family
experience with breast cancer and/or chemopreventive medication likely generated a
subjective “affective tag.” The more experiences the women lived through, and the more
affectively-laden the experiences were, the more powerful the affective tags became (33).
Thus, the differences between STAR participants and decliners lay not in the different
events that they experienced but in how they experienced them, and in their beliefs, feelings,
and assumptions about breast cancer, risk, and medication intake.

The interviews also reflect the tendency for decision makers to reduce complex information
to basic gist representations (30). Gist representations facilitate the translation of probability
estimates into personally relevant information, which can be used when making decisions
(1). However, the narratives indicate that although women formulated gist representations of
the probability information, they evaluated their overall personal risk using a more
comprehensive approach. It was not the gist representations of the probabilistic information
that the women based their decisions on, but rather their lived experiences of breast cancer
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and medication intake. Indeed, the gist representations and probabilistic information were
devalued and dismissed in individual decision making if they did not conform with
interviewees’ experiences and assumptions.

The women evaluated the risk information provided to them in light of what they knew
about their situation. Sometimes, such a patient perspective is portrayed as in need of
explanation or correction (34). Such a view neglects the fact that probabilistic risk
information is itself a value-laden construct (35). For example, decisions about what
information is included in epidemiological datasets are strongly influenced by cultural and
social factors (36). Personalized health risk assessment tools may be especially problematic,
as they are not an objective measure of an individual but of a population fraction (37). In
this context, women’s skepticism of the probabilistic information could be considered
reasonable. It has been argued that patients may lack an understanding of epidemiological
risk knowledge, which hinders its use in decision making (38). Most of the women in our
study had been in risk counseling for some time. Consequently, one may argue that they
understood their risk. However, for their personal decision making, they favored their own
knowledge and assumptions about breast cancer risk. Considering the real limitations of risk
prediction algorithms (39, 40), this may be a reasonable distinction to make.

Nevertheless, the women did weigh the risks and benefits of trial participation. They simply
adopted a more comprehensive and personally meaningful approach to defining risks and
benefits than calculating probabilities. The importance of lived experiences for STAR
decision making is consistent with other research that indicates how health behaviors and
decision making are situated within complex social contexts. For example, “daily-lived
experiences” were found to profoundly influence hypertension self-management (41). Using
lived experiences to make clinical trial participation decisions meaningful similarly
demonstrates that health decision making is highly contextualized and embedded within
women’s overall experiences. These results strengthen the argument that it is important to
ensure that preference-based decisions, such as the decision to undergo breast cancer
chemoprevention, are consistent with patients’ preferences and values (42).

Limitation and Future Directions

Participants were recruited for STAR participation between 1999 and 2004; thus in some
cases there was up to 5 years between completing the STAR risk assessment screening/
recruitment and the time of interview. This might have introduced discrepancies between
how they would have explained their decision at the time of STAR recruitment and at the
time of interview. However, interviews conducted within a year of STAR recruitment did
not show different patterns in the discussion of probabilities than interviews conducted later.

Because the purpose of analyzing the narratives was to learn how interviewees want us to
understand their decision making (22), the particular circumstances of how a story is told
years later shows what is important to the narrator. So indeed, this may be one reason why
the interviewees did not focus on the risk probabilities in their narratives.

Another consideration is that the decision was undertaken in the context of a clinical trial.
Women making chemoprevention decisions in a regular clinical setting might report
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different experiences. However, the eligibility criteria for trial entry and the criteria for
chemoprevention in the clinical setting are similar, which suggests that women in the
clinical setting may have similar lived experiences. Nevertheless, research should verify the
extent to which women in modern clinical settings do or do not report making decisions in
terms similar to those described here. The recent recommendation by the United States
Preventive Services Task Force that clinicians engage in shared decision making with high-
risk women about chemoprevention may alter the decision landscape (43). Furthermore,
since more than 93% of STAR participants were white (17), additional research should
investigate chemoprevention decision making among racial and ethnic minorities and
women with limited formal education and/or income.

These women’s stories stand in the context of a tension between an objective probabilistic
approach to chemoprevention decisions (44-48) and an approach that allows for lived
experiences and intuitive information processing (1, 30, 49, 50). They demonstrate that it
would be naive to expect women to make decisions based solely on numerical risk-benefit
tables, since probabilities depict only one aspect of a reality that might or might not occur. If
clinicians and risk communicators are to facilitate informed decision making in the context
of chemoprevention of primary breast tumors, they need to recognize the importance and
legitimacy of lived experience in decision making, in addition to precise personalized risk
information.
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NATIONAL SURGICAL ADJUVANTBREASTPROJECT(NSABP)
BREASTCANCERRISK PROFILE

Name : JANE DOE
Address : 1234 MAIN ST.
City : PITTSBURGH State/Province: PA Zip/Postal Code: 12345
NSABP Center: University of Pittsburgh, PA
RISK FACTORS
Current age : 68 Age at first live birth i |
Number of first degree relatives with breast cancer: 1 Number of breast biopsies: 3
Age at first menstruation : 16 Atypical hyperplasia 28 ¢
Race : Hispanic
The following graph depicts the probability of developing breast cancer for _Ms. DOE based on

the risk factors listed above. Her estimated probability of developing breast cancer within the next 5
years is 5.82% and to age 80 is 13%.
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Based on this risk profile, Ms. DOE is considered eligible for participation in the NSABP STAR
Breast Cancer Prevention Trial if all other entry criteria are met.

CONTROL # 000000

Figure 1.
Example risk assessment result that potential STAR participants received
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NATIONAL SURGICAL ADJUVANT BREAST PROJECT (NSABP)
BREAST CANCER RISK PROFILE

Name: JANE DOE (HISPANIC) Control Number: 000000

The information in the table below is provided to help you und 1d the p 1al benefits and nisks to your health as a participant in the STAR Tral. The table
shows the number of selected events that would be expected in five years among 10,000 women like you who are not participating in the STAR Tnal. Also shown
is the number of potential cases thatmay be prevented or caused among the 10,000 women if they all participated in the STAR.

+  The expected numbers of cases of breast cancer are individuatized for you based on your cumrent age, race and breast cancer risk factors.

+  The expected number of cases of uterine cancer and hip fractures are based on the “average” for women of your race and age group. Because studies
of stroke and blood clots have not been performed in large populations on non-Caucasian women, accurate baseline rates of stroke and blood clots for
non-Caucasian women in the general population are not available. The number of cases of stroke and blood clots shown in the table are based on the
“average” for Caucasian women of your age group. Your risk for these conditions may differ from this “average™ because of your general health status,
personal and family medical history, and lifestyle. For example, risks of stroke and blood clots for women who exercise regularly and are nonsmokers
will likely be less than that shown; for women who are obese, smokers, and do not exercise regularly the nisks will likely be higher than that shown.

Expected Number of Casesin Five Potential Effect Among 10,000 Women If
Severity Years Among 10,000 Women Not They All Participate in STAR and Are
oEEvent Type of Event Participating in STAR Treated for Five Years
Potential Benefits
Invasive Breast Cancer 582 cases expected 281 of these casesmay be prevented
Lif Hip Fracture 44 cases expected 20 of theses cases may be prevented
e
Threatening Potential Risks
Events Uterine Cancer 25 cases expected 76 more casesmay be caused
Stroke 72 cases expected 42 more casesmay be caused
Blood Clot in Lung 20 cases expected 39 more casesmay be caused
Potential Benefit
Other In Situ Breast Cancer 180 cases expected 90 of these cases may be prevented
Severe T
Boents : ) Potential Risk
Blood Clot in Large Vein 47 cases expected 28 more cases may be caused
Potential Benefits: Treatment may reduce the yearly rate of wrist fractures and fractures of the spine. For yourage and race
Other group the reduction in the rate would be about | case for every 1,000 women treated.
Events Potential Risks: Treatment may increase the yearly rate of cataract development. For yourage and race group the
increase in the rate would be about 7 cases for every 1,000 women treated.

Figure 2.

Risk/Benefit Information Sheet that potential STAR participants received
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Table 1

Interview screening process: Total numbers by study site

Northeastern clinic

Southern clinic

Sites combined

STAR participants 39
STAR participants invited to participate in interview 39
STAR participants who agreed to interview 39
STAR participants interviewed 15
STAR decliners 156
STAR decliners invited to participate in interview 90
STAR decliners who agreed to interview 58
STAR decliners interviewed 15

29
23
12

44
44
44
20
185
113
70
20
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Table 2

Topics of interest and example probes

Introductory question (asked of all participants):

You have done a risk assessment for your statistical risk of developing breast cancer. Would you please tell me about it?

Key topics and example probes (asked only if the participant does not address the key topic first):

Learning about STAR
. How did you first learn about the STAR trial?
. What did you hear about the study?
. What do you know about the trial?
Risk assessment
. Do you think you are at an increased risk of getting breast cancer? If so, why? If not, why not?
. What made you decide to take the risk assessment?
. What was the result of the risk assessment?
. What does that mean for you?
. Has the result of the risk assessment in any way influenced how you think about your risk?
Decision making
. What made you decide (not) to participate in the study?
. Did you consult with people to make the decision? (e.g. talk to family, friends, physician, other)
. Did you gather other information to make the decision? (e.g. internet)
Health behavior
. Do you engage in any practices to reduce your breast cancer risk?
. Has the result of the risk assessment influenced your practices? If yes, in which way?

. Are you using medications to reduce your breast cancer risk?
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Table 3

Sociodemographic Characteristics and 5-Year Gail Score of Study Sample (N=40)

STAR Participants n (%0)

STAR Decliners n (%)

Total n (%)

Race
African-American 5 (25.0) 2 (10.0) 7 (17.5)
Hispanic 0(0.0) 1(5.0) 1(2.5)
White 15 (75.0) 17 (85.0) 32 (80.0)
Education
High school diploma/GED 4 (20.0) 2(10.0) 6 (15.0)
Some college 9 (45.0) 5(25.0) 14 (35.0)
College graduate 3(15.0) 4(20.0) 7 (17.5)
Some graduate school or more 4 (20.0) 8 (40.0) 12 (30.0)
Missing data 0(0.0) 1(5.0) 1(2.5)
Mean (Range)
Age 54.6 (44-64) 57.2 (48-74) 56 (44-74)
GAIL Score? 3.12(1.7-6.3) 3.94 (1.7-13.7) 353 (1.7-13.7)

Page 19

a . . - . - . - N
>=1.67 was the cut-point for risk-eligibility for STAR. Mean Gail scores of STAR participants and decliners were not statistically significantly

different, t(38) = 1.249, p=0.219.
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