Pilot study of an information aid for women
with a family history of breast cancer

Ellen Warner MD FRCPC FACP,* Vivek Goel MD FRCPC,} Nancy Ondrusek MSc,t Elaine C. Thiel
BScN,T H. Lavina, A. Lickley MD PhD FRCSC FACS,i Pamela L. Chart MD MDCM,* Wendy S.
Meschino MD FRCPC FCCMG,§ Brian D. Doan PhD,* June C. Carroll MD CCFP FCFPY and

Kathryn M. Taylor PhD**

Divisions of Medical Oncology (EW), Preventive Medicine (PLC), and Psychology (BDD); Toronto Sunnybrook Regional Cancer
Centre,* Institute for Clinical Evaluative Sciences,t Department of Surgery, Women’s College Hospital,i Department of Genetics,
North York General Hospital,§ Department of Family and Community Medicine, Mount Sinai Hospital,q Behavioural Science
Research Group, Princess Margaret Hospital; University of Toronto, Toronto, Ontario, Canada**

Abstract

Correspondence

Dr Ellen Warner

Toronto Sunnybrook Regional Cancer
Centre

2075 Bayview Avenue

Toronto, Ontario

M4N 3Ms, Canada

E-mail: ellen_warner@cancercare.on.c

Accepted for publication 4 January
1999

Keywords: audiotape, booklet, family
history, hereditary breast cancer, in-
formation aid, risk assessment

118

Objective To develop and pilot study an information aid for
women with a family history of breast cancer.

Design, setting and participants The information aid, consisting of
a booklet and audiotape, was developed by a multi-disciplinary
team of health care professionals, breast cancer survivors and their
relatives. Women with no personal history of breast cancer, on the
waiting list for a familial breast cancer clinic at either of two
centres, who could read English, were eligible for the pilot study
which consisted of three sets of mailed questionnaires.

Main outcome measures The baseline questionnaires included:
demographic information: the Breast Cancer and Heredity Know-
ledge Scale (BCHK); psychological measures (the State-Trait
Anxiety Inventory [STAI], Centre for Epidemiologic Studies
Depression Scale [CES-D] and an item about breast cancer worry),
and an item about breast cancer risk perception. Immediately after
reviewing the information aid, participants completed a satisfaction
survey, the risk perception and cancer worry items and a checklist
about their personal family history. The third set of questionnaires,
completed 2-4 weeks after reviewing the aid, was identical to the
first. Patients then attended their scheduled clinic visit and an
objective hereditary breast cancer risk assessment was made by the
genetic counselling team.

Results and conclusions Of 97 eligible women who were contacted,
67 completed all three sets of questionnaires. Overall, women were
very satisfied with the aid and 96% would recommend it to other
women. There was a highly significant improvement in their
knowledge scores after they reviewed the aid. Anxiety and
depression did not change and there was a decline in breast cancer
worry. Risk perception did not change significantly. Ninety per cent
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of women completed their personal family history checklist
accurately. Several important improvements have been made in
the information aid and it will now be evaluated in the community.

Introduction

Women are exposed to a barrage of news reports
and television programmes discussing breast
cancer genes, and those with a family history
of breast cancer are likely to seek further
information. Their primary care physician may
be unaware of the current scientific develop-
ments relevant to hereditary breast cancer
(HBC). Whilst up to 20% of women in the
general population have a family history of
breast cancer, less than 5% are at high risk of
carrying a gene predisposing them to breast
cancer. The latter should be offered referral to a
specialized familial cancer clinic for genetic
assessment and possible testing. The other 15%
require education about their breast cancer risk,
their present ineligibility for genetic testing, and
counselling about screening recommendations.'
However, many of these women who are at low
and moderate risk for HBC may either inappro-
priately attend familial cancer clinics, resulting
in increased anxiety for them and long waiting
lists for truly high risk women, or may not
receive adequate information. Several studies
have shown that low and moderate risk women
greatly overestimate their risk of breast cancer,>®
and that overestimation of risk is a major barrier
to compliance with screening.®’ At the same
time, women at high risk for HBC, may not be
referred to familial cancer clinics. Moreover, a
recent study found that 65% of women referred
to a familial cancer clinic felt they had been
inadequately prepared and would have appreci-
ated receiving information beforehand.'® Whilst
much effort has recently been devoted to devel-
oping educational materials and refining coun-
selling techniques for women who are referred to
familial cancer clinics, particularly those who are
candidates for genetic testing, there has been
much less attention devoted to lower risk wom-
en, 2308112 90 Tittle, if anything, available in
the community.
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Accordingly, we sought to develop an infor-
mation aid for women with a family history of
breast cancer, consisting of an audiotape and
booklet, which could be used in a variety of
settings such as the family doctor’s office or at
home. Its purpose would be to enable women to
self-stratify their HBC risk status, to reassure
those at low HBC risk and provide them with
screening recommendations, and to direct wom-
en at higher risk to see their family doctor for
further evaluation and discussion. We are cur-
rently developing a companion package for use
by family physicians to enable them to identify
women at moderate HBC risk who may require
earlier or more frequent screening, and women
at high risk for HBC who should be offered
referral to familial cancer clinics.

Before testing the information aid in the
community, we elected to perform a pilot study
of the aid in a population of women on a waiting
list for a familial breast cancer clinic. This
setting was selected to ensure that if the aid
increased their anxiety, participants would have
rapid access to a genetic counsellor. The primary
goals of the pilot study were to determine these
women’s satisfaction with the aid, and its impact
on their knowledge, psychological status and
risk perception. A secondary goal of the study
was to determine whether these women could
correctly self-identify as being at increased risk
for HBC wusing the criteria specified in the
information aid in the form of a personal family
history checklist. This paper describes the de-
velopment and initial evaluation of this infor-
mation aid.

Methods

Development of the information aid

The content of the information aid was devel-
oped through focus groups, literature review and
key informants. Four focus groups were
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conducted: one group of breast cancer survivors,
one group of relatives of breast cancer patients,
and two groups of women from the general
population, aged 23-46 and 45-65. The discus-
sion format was semi-structured. Many women
in the groups had misconceptions about breast
cancer or lacked knowledge in specific areas
including: risk factors, options for primary and
secondary prevention, symptoms, natural histo-
ry and treatment. Knowledge about genetics and
HBC was generally poor. The overall consensus
was that the booklet and audiotape should
include women’s personal stories and that sta-
tistics should be avoided.

After a thorough review of the published
literature, key content issues were identified by
the multidisciplinary team which included health
care professionals (medical oncologist, epidemi-
ologist, surgical oncologist, geneticist, psychol-
ogist, family physician, medical ethicist, nurse,
sociologist), breast cancer survivors with a
positive family history, and a first degree relative
of a breast cancer patient. The topics chosen
included: breast cancer overview; breast cancer
risk factors; HBC; a personal family history
checklist; lifestyle and screening recommenda-
tions; a glossary of special terms used; list of
books and other resources. Three case scenarios
of women at low, moderate, and high risk for
HBC were presented at the beginning of the
booklet and audiotape, and discussed further
along to illustrate the more general principles
and recommendations.

The personal family history checklist con-
tained four items: a first or second degree
relative with breast cancer diagnosed before age
50; two or more first or second degree relatives
with breast or ovarian cancer; a first or second
degree relative with either bilateral breast
cancer or breast and ovarian cancer; and a
first or second degree male relative with breast
cancer.

Content of the aid was finalized through an
iterative process. The booklet was geared to a
grade eight reading level'® and the audiotape
edited to just under 30 min in length. The aid
was pretested on five women who had under-
gone HBC counselling and 10 women from the

general population for feedback re: wording,
content, and layout.

Development of the Breast Cancer and Heredity
Knowledge Scale (BCHK)

Since no knowledge scale appropriate for wom-
en with a low or moderate risk of HBC could be
found in the literature,'* such a scale had to be
developed. Four domains were selected: inci-
dence and risk factors; disease presentation and
treatment; screening; and genetics. Using the
content of the information aid as well as selected
questions from previously validated breast can-
cer knowledge scales, a draft self-administered
scale of 27 items to be rated on a 5-point Likert
scale was generated. This scale was then tested
on a sample of 53 women of varying ages and
breast cancer knowledge levels. Thirty-eight
women were retested 2—4 weeks later to confirm
reliability. Sixteen items were deleted due to: too
many correct responses (11 items), wording
difficulties (two items), too many unsure re-
sponses (one item), and too high a correlation
with other items (two items). The resulting final
scale, the Breast Cancer and Heredity Know-
ledge Scale (BCHK), consisted of 11 items in
three domains: incidence and risk factors (three
items); screening, disease presentation and treat-
ment (four items); and genetics (four items). Full
details of the development of this scale have
recently been published.'*

Study design

Women on the waiting list for familial breast
cancer clinics at The Toronto Sunnybrook
Regional Cancer Centre (TSRCC) and at
Women’s College Hospital (WCH), who could
read English and had no personal history of
breast cancer, were eligible for participation.
Letters inviting them to participate in the study
were mailed at least 8 weeks before their
scheduled clinic appointment together with a
consent form and the first set of questionnaires
to be completed and returned if they agreed
to participate. This set of questionnaires
included: demographic information; the BCHK;

© Blackwell Science Ltd 1999 Health Expectations, 2, pp.118-128



Women with a family history of breast cancer, E Warner et al.

psychological measures (the Centre for Epide-
miologic Studies Depression Scale [CES-D],"
the State Trait Anxiety Inventory [STAI],'® an
item about breast cancer worry); and an item
about breast cancer risk perception. As soon as
these questionnaires were returned with a signed
consent form, the information aid was mailed,
together with the next set of questionnaires to be
completed after listening to the audiotape with
the booklet. This second set of questionnaires
consisted of the risk perception item, a survey of
satisfaction with the aid, the breast cancer worry
item, and the personal family history checklist as
it appeared in the booklet. The third and final
set of questionnaires, completed 2—4 weeks after
reviewing the aid, was identical to the first set,
but without the demographics.

Study participants proceeded with their clinic
appointment as scheduled. Based on the family
pedigree recorded by the genetic counsellor,
participants were classified as being at low,
moderate or high risk for HBC. The personal
family history checklist, as completed by the
participant, was compared to the pedigree in her
chart and scored for correlation.

Assignment of objective risk categories for HBC

After the development of the booklet and
audiotape, criteria for categorizing women as
being at high, moderate, or low risk for HBC
were derived empirically from data in the
literature as well as the clinical experience of
the authors and their colleagues. High risk was
defined as having any of the following: >3
relatives on one side of the family with breast
cancer <age 70 or ovarian cancer; =2 first or
second degree relatives on the same side of the
family with breast cancer <age 50 or ovarian
cancer; or 21 first or second degree relative with
breast and ovarian cancer. For women who
lacked the criteria for high risk, moderate risk
was defined as: 23 relatives on one side of the
family with breast or ovarian cancer; =2 first or
second degree relatives on one side of the family
with breast or ovarian cancer; or one first or
second degree relative with either breast cancer
before the age 50, bilateral breast cancer, or
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male breast cancer. Women who lacked any of
the criteria for moderate risk were considered to
be at low risk for HBC. These criteria were
assessed in a retrospective review of 172 consec-
utive charts of patients referred to the TSRCC
familial beast cancer clinic and found to corre-
late extremely well with the independent risk
assessment of the multidisciplinary team.

Assessment of satisfaction

Satisfaction with the information aid was as-
sessed using an 11 item 5-point Likert question-
naire addressing the format and content of the
aid as a package, adapted from Reinders and
Singer.'” Participants were then specifically
asked to evaluate the length and amount of
detail of the booklet and tape individually. They
were also asked whether they would recommend
the aid to other women and to provide qualita-
tive comments.

Statistical analysis and sample size calculation

Analysis consisted of initial examination of the
data with descriptive statistics. Contingency
tables were used to compare proportions across
groups. Pre- and post-comparisons for continu-
ous measures were assessed using paired z-tests.

A minimum sample size of 52 subjects suitable
for evaluation was required to detect an effect
size of 0.4 on a paired t-test for the main
outcome measures (BCHK, CES-D, and STAI)
for a two-tailed test with 5% significance and
80% power, and accounting for an intertem-
poral correlation of 0.60.

Ethics approval

Approval for this study was obtained from the
Research Ethics Board at Sunnybrook Health
Science Centre, Toronto, Canada.

Results

Patient characteristics

Of 107 eligible women to whom letters of
invitation were mailed, eight could not be
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contacted and 14 refused to participate in the
study because they were ‘too busy’ at the time.
Six others said they were ‘interested’” but did not
enrol. Of the 79 who enrolled in the study, 12
were not suitable for evaluation: eight because
they couldn’t complete all three questionnaires
prior to their familial clinic appointment; one
developed breast cancer before completing the
study; one had undergone genetic counselling
for ovarian cancer prior to study entry; one
could not be contacted; and one questionnaire
was lost in the mail. Sixty-seven participants
were suitable for evaluation, 49 from TSRCC
and 18 from WCH. All TSRCC patients had
been referred to the high risk clinic by either
their family doctor (64%), breast surgeon (22%)
or another physician, whilst the majority of
WCH patients had been referred by a breast
surgeon with whom they had ongoing follow-up.
The mean age of the 67 participants was
42 years (range 24-78). All but one spoke
English at home and 83% were born in Canada.
The majority were employed at the time of the
study (77%) and 80% had at least some post-
secondary education.

For the 62 participants who had already
undergone genetic assessment and counselling
at the time of data analysis, an objective
assessment of their HBC risk could be made.

Table 1 Satisfaction with information aid as a package
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According to the criteria, 12% of participants
were at low risk, 48% were at moderate risk, and
40% were at high risk.

The mean time between enrolment (receipt of
the consent form and first set of questionnaires)
and receipt of the final set of questionnaires was
6 weeks (range 2—17 weeks).

Satisfaction (Table 1)

On eight of the 11 items in the questionnaire
adapted from Reinders and Singer, the aid was
given a rating of ‘excellent’ or ‘very good’ by
over 80% of the respondents, and 87% of
respondents gave the aid an overall rating of
‘very good’ or ‘excellent’. The highest rating was
given for ease of use with 97% giving it a ‘very
good’ or ‘excellent’ rating. Although the lowest
rating was given to the three items about HBC,
70% of the women considered this portion of
the aid to be ‘very good’ or ‘excellent’. In general
the same group of women gave low ratings to all
three HBC questions. Low satisfaction on these
three items was not associated with age, educa-
tion, knowledge, worry, risk perception, or
objective HBC risk.

Although just over one-third of participants
felt the booklet did not have enough detail, 71%
of these same women thought the booklet length

Excellent or Good Fair or
How would you rate: very good (%) (%) poor (%)
1. How easy it was to use the booklet and tape? 97.1 2.9 o
2. The design or layout of the booklet? 92.8 73 o]
3. The simplicity of the language used in the booklet and tape? 92.8 5.8 1.5
4. The general information about breast cancer provided in the booklet and tape? 87.0 13.0 o)
5. The description of risk factors for breast cancer in the booklet and tape? 87.0 10.1 2.9
6. How well the booklet and tape increased your knowledge about hereditary 69.6 23.2 7.3
breast cancer?
7. How well the booklet and tape helped you to understand whether or not you 78.3 15.9 5.8
are at increased risk for hereditary breast cancer?
8. How well the booklet and tape helped to answer your questions about 75.4 20.3 4.4
hereditary breast cancer?
9. How well the booklet and tape explained breast cancer prevention 80.9 16.2 2.9
and screening?
10. The way the booklet and tape presented potentially sensitive issues? 82.4 16.2 1.5
11. The information aid (booklet and tape) overall? 87.0 11.6 1.5

Adapted from Reinders and Singer®
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was just right. Similarly, of the participants who
felt the tape had too little detail, 60% thought
the tape length was just right and 20% thought
the tape was too long. Of the women who were
dissatisfied with the HBC section of the aid,
67% thought the booklet lacked detail and 43%
thought the tape lacked detail, compared with 25
and 18% of those who were satisfied. More
WCH patients than TSRCC patients thought
the booklet lacked detail (61 vs. 29%).

Despite these criticisms, 96% of participants
said they would recommend the aid to other
women. Most of the qualitative comments were
very favourable, e.g. ‘eases mind; short and

Table 2 Knowledge (n = 67)

sweet’, ‘up-to-date, informative, easily under-
stood, concise’, ‘cuts through the information
overload and quickly answers women’s impor-
tant questions’, ‘describes risks very well, dispels
myths (e.g. stress not a known risk factor).
Some women however, did not feel their needs
were met, e.g. ‘good summary; problem person-
ally is I can’t assess my risk from stories or
facts’, ‘reassuring but I didn’t get much new
information’. Several women mentioned that
they became very anxious when they completed
the personal family history checklist, and wor-
ried that if they ticked off more than one item
this put them in a particularly high risk category.

Correct responses

Pre-test Post-test
No. (%) No. (%)

A. Genetics domain:

Testing for breast cancer gene mutations will tell a woman 32 (46.4) 57 (82.6)
if she has breast cancer. (F)

Men cannot inherit breast cancer gene mutations. (F) 42 (60.9) 61 (88.4)

A women whose mother was diagnosed with breast cancer 32 (46.4) 61 (88.4)
at age 69 is considered to be at high risk for breast cancer. (F)

Ovarian cancer and breast cancer in the same family can be 44 (66.8) 61 (88.4)
a sign of hereditary breast cancer. (T)

Mean total score pre-test = 0.63,* post-test = 1.25* (P < 0.0001)

B. Incidence domain:

Out of every 100 women who are diagnosed with breast 27 (39.1) 56 (81.2)
cancer, 75 are alive and well after 10 years. (T)

Stress has been proven to increase the risk of breast 12 (17.4) 46 (66.7)
Cancer. (F)

Women who are over 50 years of age are more likely to 43 (62.3) 62 (89.9)
get breast cancer than are younger women. (1)

Over a lifetime, 1 out of 9 women will develop breast 57 (82.6) 64 (92.8)
Cancer. (T)

Mean total score pre-test = 0.35* post-test = 1.15* (P < 0.0001)

C. Disease presentation and treatment domain:

Swelling or enlargement of one breast is a possible sign of 23 (33.3) 41 (59.4)
breast cancer. (T)

Chemotherapy is always used in the treatment of breast 52 (75.4) 56 (81.2)
cancer. (F)

Women over age 50 should have mammograms at 57 (83.8) 67 (97.1

least every 2 years. (T)

Mean total score pre-test = 0.73* post-test = 1.07* (P < 0.0001)
Mean overall score: pre-test = 0.55 (95% Cl 0.47-0.63)
Post-test = 1.16 (95% Cl 1.06-1.26) (P < 0.0001)

*Maximum score = 2.
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Knowledge (Table 2)

For the BCHK, items correctly answered as
‘agree’ or ‘disagree’ were assigned a score of +1
and those correctly answered as ‘strongly agree’
or ‘strongly disagree’ were assigned a score of
+2. Scores of —1 and -2 were assigned to
corresponding incorrect responses. A response
of ‘unsure’ received a score of 0. Total scores for
each domain and for the questionnaire as a
whole were expressed as a number with a
maximum value of 2.

Knowledge scores increased in all three do-
mains and the mean total score increased from
0.55 (95% C1 0.47-0.63) to 1.16 (95% CI 1.06—
1.26) (P < 0.0001). After using the information
aid, nine of the 11 items were answered correctly
by over 80% of the participants compared with
two at baseline.

Although baseline knowledge was significantly
higher amongst the women who had a college
diploma or at least some university education
women (P = 0.04), the improvement in score
was the same regardless of education level.
Neither baseline knowledge nor change in know-
ledge score appeared to be associated with age,
site (TSRCC vs. WCH), risk perception, objec-
tive risk, or satisfaction (as measured by response
to the question about how well the aid increased
knowledge about hereditary breast cancer).

Psychological measures and risk perception

Anxiety and depression as measured by the STAI
and CES-D did not appear to be affected by the
aid. The mean STAI score changed from
36.9 £ 10.6 to 364 + 12.0 (P = 0.60) whilst
the mean CES-D score changed from 10.1 + 8.1
to 10.6 = 9.6 (P = 0.44). Participants were also
asked on the second and third questionnaires

Table 3 Breast cancer worry (n = 67)

how worried they were about developing breast
cancer compared with before they used the
information aid. These results are summarized
in Table 3. Although 19% of the 67 respondents
said they were more worried immediately after
using the aid, by the time they completed the
third questionnaire only 10% were ‘somewhat
more worried’, and none were ‘much more
worried’. Moreover, 32% of all participants were
‘less worried” by the end of the third question-
naire. Changes in cancer worry were fairly
consistent across the objective HBC risk groups,
but it was encouraging to find that four of the
seven patients (56%) objectively considered to be
at low risk for hereditary breast cancer reported
a decrease in breast cancer worry. (Table 4).

Cancer risk perception was evaluated with the
question:

What do you think the chances are that you
personally will have breast cancer some day? Is it
very likely, somewhat likely, not very likely, or not
at all likely?

Risk perception was not substantially affected
by exposure to the aid. Only 7% of respondents
showed an increase in perceived risk whilst 12%
showed a decrease. Participants’ cancer risk
perception correlated fairly well with their objec-
tive risk. On the third questionnaire, personal risk
of getting breast cancer was rated as ‘very likely’
by 48% of those considered to be at high risk for
HBC, compared with 13.5% of those considered
to be at low or moderate risk. (Table 5).

Accuracy of completion of personal family
history checklist

Of the 62 patients for whom pedigree informa-
tion was available, 56 (90%) correctly identified
themselves as being at low risk (no ticks) or

How worried are you today about developing breast cancer compared to before you read the booklet and listened to the

audiotape?
Much Somewhat About the Somewhat Much
less less same more more
Questionnaire two 3 (4%) 17 (25%) 34 (5%) 11 (16%) 2 (3%)
Questionnaire three 7 (10%) 15 (22%) 38 (57%) 7 (10%) o
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Table 4 Breast cancer worry in women stratified by objective
HBC risk (n = 62)

Worry Worry
Objective HBC Risk  increased No change decreased
Low (n = 7) 1 (14%) 2 30%) 4 (56%)
Moderate (n = 30) 3 (10%) 19 (63%) 8 (27%)
High (n = 25) 3 (12%) 14 (56%) 8 (32%)

moderate/high risk (one or more ticks) for HBC.
Only three of 55 (5%) of women, whose pedi-
grees indicated they should have ticked off at
least one item, did not do so and thus misclas-
sified themselves as low risk. Three of seven truly
low risk patients ticked off at least one item
despite a pedigree suggesting this was inappro-
priate.

Discussion

An information aid is an educational tool that
uses an unbiased approach to present all aspects
of an issue in a comprehensive, easily under-
stood format. Information aids assist the health
care provider/consumer interaction by providing
a focus for communication. The information aid
can standardize the information that is commu-
nicated, ensure that all relevant items are in-
cluded, and provide the consumer with a source
of information that can be shared with family
and friends and can be discussed further after a
consultation. The information aid can help to
prepare for follow-up consultations by assisting
the consumer in identifying important questions
to ask the health care provider.'®* Women with a
family history of breast cancer are an ideal
target group for such an aid because of the
complexity of the information involved, the
potential benefits of identifying women at

increased risk for cancer, and the potential
harms of the misinformation that is prevalent
in the community. We chose a self-administered
audiotape and booklet as the format for our
information aid because such a format has been
successfully used for decision aids for women
considering hormone replacement therapy'® and
for women eligible for either lumpectomy or
mastectomy for breast cancer.?

This pilot study of the information aid dem-
onstrated that despite their high level of educa-
tion, many of these women had significant gaps
at baseline in their knowledge of breast cancer in
general and HBC in particular. Sixty per cent
were not aware of the generally favourable
prognosis of breast cancer, 83% thought stress
was a proven risk factor, 38% were not aware
that incidence increases with age, and 67% were
not aware of the significance of changes in one
breast. More than half thought testing for gene
mutations would tell a woman if she had breast
cancer, and that they were at high risk if their
mother had breast cancer at age 69, and almost
40% were unaware that men could inherit HBC
gene mutations.

There was a highly significant improvement in
knowledge across all three domains of BCHK
after use of the information aid. Also, the aid
was generally very favourably received by the
women, did not increase anxiety or depression,
and caused an overall decline in their subjective
assessment of their worry about breast cancer.
The study also showed that the majority of
women could correctly self-identify as being
either at low or higher risk for hereditary breast
cancer when presented with a standard set of
criteria.

We recognize certain limitations of this pilot
study including the lack of a control group, the

Table 5 Breast cancer risk perception in women stratified by HBCrRisk (n = 62)

What do you think the chances are that you personally will have breast cancer someday?

Objective HBC risk Don’t know Not at all likely Not very likely Somewhat likely  Very likely
Low (n =7) 1 (14%) 1 (14%) o] 4 (56%) 1 (14%)
Moderate (n = 30) 3 (10%) o 5 (16%) 18 (60%) 4 (13%)
High (n = 25) o] o) o] 13 (52%) 12 (48%)
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selective study population, the small number of
women in each subset, and the short duration of
follow-up.

The results agree with those of several other
researchers who showed that whilst an educa-
tional intervention may have improved the level
of knowledge of women with a family history of
breast cancer, it had little impact on their risk
perception.®!>?! In three other studies the in-
tervention did decrease perceived risk to a more
realistic level,>*® but quantitative measures of
risk were used which may be more sensitive than
the qualitative item used in this study. In all
these studies, however, the educational interven-
tion consisted of individual genetic counselling
which is expensive and time-consuming. Our
information aid might be a more efficient way to
achieve similar results.

The pilot study did suggest several ways in
which the information aid could be improved.
Once the criteria for objective HBC risk catego-
ries were developed and shown to correlate well
with clinical practice, it became apparent that
the four criteria for higher risk in the personal
family history checklist were not adequate and
that two further criteria should be added. These
are: three or more relatives on the same side of
the family had breast or ovarian cancer, and a
closely related female relative of Jewish ancestry
had breast or ovarian cancer. Also, we were
concerned because some women in the pilot
study became inappropriately anxious when
they ticked off more than one box, assuming
this indicated particularly high risk when, in
fact, this was not necessarily the case. We have
now changed the format of the booklet so that,
rather than presenting a checklist to be ticked
off, it lists six statements that might apply to
one’s family history. The woman is asked to note
the relevance of any of these to her family
history, which may indicate increased risk for
hereditary breast cancer and therefore the need
for further assessment by her family doctor.
Thus the absolute number of relevant statements
is de-emphasized.

Since one of the key functions of the aid is to
allow women at low and higher risk for HBC to
self-identify, we were somewhat concerned about
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the 10% of women who did not do so correctly,
and particularly about the 5% who mis-classified
themselves as being at low risk. We have accord-
ingly clarified the wording of this section.

One potential limitation of our information aid
is that it deals with a topic that is being studied
intensely and new developments are occurring at
a rapid pace. Indeed over the course of the pilot
study early results from the Breast Cancer Pre-
vention Trial** were released to the public and we
felt these had to be incorporated into the next
version of the booklet. Although such occurrenc-
es are inevitable, the aid deals for the most part
with principles which will not quickly become
outdated, whilst specific details can be filled in by
the family doctor whose information package can
be readily updated. Also, an audiotape and
booklet can be updated periodically much more
easily than a videotape, which was the original
format we considered. Although our focus
groups indicated that most women were less
comfortable with computer software than with an
audiotape and booklet, this situation is quickly
changing, and our information aid can be easily
adapted to an interactive computer format. Such
a tool is currently being developed for women
who are candidates for HBC genetic testing.'' Of
possible concern is the fact that 30% of women
did not feel the aid had taught them enough about
HBC, despite the fact that their knowledge scores
improved as much as those of the more satisfied
women. The dissatisfaction probably relates to
the fact that these women already assumed they
were at increased risk for HBC by virtue of their
familial cancer clinic appointment, and likely
expected more specific information about their
own personal risk. Also, a disproportionate
number of the dissatisfied women were from the
WCH site where they had likely already heard
much of the information in the aid from their
breast surgeon. The aid is intended, however, to
be used by the generally lower risk women in the
community, most of whom have probably never
discussed their risk with a physician. Thus we
would hope to expect a higher level of satisfaction
from women in the community.

Our next goal is to test the information aid in
the community to determine the feasibility of
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having family physicians distribute it to women
in their practices with a family history of breast
cancer, and to evaluate the acceptability of the
aid and its accompanying physician information
package to these women and physicians. The
physician information package will include
the booklet and audiotape; a transcript of the
audiotape; three review articles about HBC to be
published this year in Canadian Family Physi-
cian; a short review of HBC risk factors with
references; and a summary of the criteria for
stratifying patients into low, moderate and high
risk for HBC, with corresponding management
recommendations. The study will also determine
whether these women, most of whom are at low
or moderate risk for hereditary breast cancer,
will be satisfied with the booklet and audiotape
and learn as much from them as the higher risk,
highly educated women in the pilot study. In
addition, the community study will attempt to
look at the impact of the aid on outcomes such
as quantitative risk perception, attitudes to-
wards screening, and breast cancer worry. The
latter will be evaluated both with the item
pertaining to subjective assessment of changes
which was used in the pilot study, and an
objective measure of worry taken before and
after use of the information aid. Finally, it will
be essential to determine the long-term impact of
the information aid on knowledge, risk percep-
tion, breast cancer worry, and compliance with
screening recommendations.
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