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Recruiting Patients With Breast Cancer
and Their Families to Behavioral Research
in the Post-HIPAA Period
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and Donna P. Ankerst, PhD

Purpose/Objectives: To describe a process for, response rates of,
and indicated interest in recruiting patients with breast cancer and their
spouses and family members from a clinical setting into behavioral and
psychiatric research studies since the Health Insurance Portability and
Accountability Act (HIPAA) regulations have taken effect.

Data Sources: Published articles, books and book chapters, MED-
LINE®, government agency information and HIPAA regulatory Web sites,
and survey data.

Data Synthesis: Response rates among the three target groups—pa-
tients, spouses and partners, and female first-degree relatives—were
77%, 95%, and 88%, respectively. Interest was high in the three target
groups, with 77%, 87%, and 65% of responding patients, spouses and
partners, and female first-degree relatives, respectively.

Conclusions: Taken together, these data indicate that high participa-
tion rates can be expected from patients with breast cancer and their
families in clinical settings.

Implications for Nursing: Regulations pose barriers to patient and
family recruitment, but thoughtful systems actually can improve rates
of recruitment.

ecruiting patients from clinical settings into cancer
Rclinical trials is a difficult but essential element of

the success of the National Cancer Institute’s efforts
to reduce cancer mortality. Overall, less than 50% of patients
with cancer participate in treatment trials nationwide (Beskow,
Sandler, & Weinberger, 2006; Elting et al., 2006; Gotay, 1991;
Heiney et al., 2006). Even institutions with appropriate trials
available that are dedicated to recruiting patients for clinical
and behavioral trials often reported that recruitment rates
are modest, varying from 19%-53% (of clinically eligible
patients older than age 35) (Hunter et al., 1987; Lee, Marks,
& Simpson, 1980; Spiro, Gowera, Evans, Facchini, & Rudd,
2000). Low recruitment yields into clinical trials commonly
are reported among patients with cancer (Ashing-Giwa, 2005;
Ashing-Giwa, Padilla, Tejero, & Kim, 2004; Hunter et al.;
Hutchins, Unger, Crowley, Coltmant, & Albain, 1999; Sears
et al., 2003). Recruitment yields in those studies have ranged
from 16%-36%. Modest rates of recruitment occur for several
reasons. Key barriers to patient participation in clinical trials
often are provider-related, including the time commitment
involved, obtainment of informed consent, and intrusion of
the study on the physician-patient relationship (Benson et
al., 1991; Lovato, Hill, Hertert, Hunninghake, & Probstfield,

Key Points . . .

» Recruiting patients with cancer and their family members into
research, specifically randomized trials, requires multiple steps.

» Most patients and families will provide background informa-
tion to determine study eligibility.

» Many patients and families are interested in behavioral research.

1997; Newcomb, Love, Phillips, & Buckmaster, 1990; Taylor,
Margolese, & Soskoline, 1984).

Furthermore, clinical data now are more difficult to incorpo-
rate into research activities. The Health Insurance Portability
and Accountability Act (HIPAA) of 1996 described how clini-
cal entities can use or disclose protected health information,
including for research purposes. The regulations affect how
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researchers interact with participants and hospitals, physicians,
and other organizations that provide access to participants
and their data. Covered entities can disclose protected health
information to researchers only if the study has obtained direct
consent from patients, signed HIPAA authorization forms
from patients, or a waiver of authorization from an institutional
review board (IRB). Study recruitment materials and consent
forms also must provide clear information to participants about
who will have access to their medical information and how it
will be used (HIPAAdvisory, 2003; Sands, 2003; U.S. Depart-
ment of Health and Human Services, 2003). In November 1999,
the U.S. Department of Health and Human Services published
proposed regulations to guarantee patients new rights and pro-
tections against the misuse or disclosure of their health records.
After extensive comments from thousands of individuals and
organizations, the revised rules took effect on April 14, 2001.

The new rules resulted in confusion and concern at most
academic research facilities. Ambiguities in interpretation
and appropriate implementation left researchers unable to
use standard procedures and forms for informed consent.
Similarly, clinical facilities had to interpret the new laws and
adjust approved procedures for providing researchers access
to patients for research purposes.

Behavioral intervention research for patients with cancer
and their family members includes psychosocial interventions
to improve coping (Andersen, 1992; Baum & Andersen, 2001;
Sears et al., 2003) and dietary and exercise changes as methods
of preventing recurrence or improving physical functioning
and quality of life (Chlebowski et al., 1993; McTiernan et al.,
1998; Pierce et al., 1997). Behavioral research with patients and
families also involves interventions to improve the health and
coping of caregivers of patients with cancer (Donnelly et al.,
2000). Obtaining high response rates is important in such stud-
ies because psychological and behavioral differences between
responders and nonresponders limit generalizability.

Concerns were raised that complications of the HIPAA
regulations would result in low response rates (Wolf & Ben-
nett, 2006) or costly recruitment procedures (Friedman, 2006).
Other investigators proposed that implementing HIPAA-based
procedures would make recruitment of patients and families
more confusing to potential study participants (Shalowitz &
Wendler, 2006). As a result, a plan was created for approach-
ing patients with breast cancer and their family members for
research using rules based on implementation of the HIPAA
regulations; the plan was implemented to determine eligibility
and interest for future intervention research. The aim of this
article is to assess the potential recruitment yields for patients
and family members into behavioral research using a planned
approach. Specifically, the article reports on the eligibility of
patients with breast cancer and their family members to enter
a set of behavioral intervention trials, their interest in partici-
pating in the trials, and the willingness of patients to provide
contact information of spouses or partners and female first-
degree relatives for entry into separate research projects.

Recruitment Process

Participants in the present study were recruited from the Se-
attle Cancer Care Alliance in Washington, a multi-institution
National Cancer Institute—designated comprehensive cancer
center that includes the Fred Hutchinson Cancer Research
Center, the University of Washington Medical Center, and the

Children’s Hospital and Regional Medical Center of Seattle.
The Seattle Cancer Care Alliance’s Breast Center offers vari-
ous clinical, diagnostic, and treatment services to patients in
a multidisciplinary setting. Patients, their spouses or partners,
and their female first-degree relatives were to be recruited for
separate randomized trials to reduce risk of recurrence (pa-
tient) or first primary cancer (others). The research received
human subjects review approval from the Fred Hutchinson
Cancer Research Center IRB.

The Seattle Cancer Care Alliance maintains a computerized
database that tracks patient information, including age, gen-
der, name, address, phone number, cancer diagnosis, and dates
of clinic visits. Using the database, the Seattle Cancer Care
Alliance Breast Center staff generated a list of the 100 pa-
tients with breast cancer most recently seen for treatment by a
practicing oncologist in the year prior to initial study contact.
After removal of duplicate or invalid contact information, 91
patients were available for contact. All participating patients
were recruited from the contact list with a passive consent let-
ter for initial contact. Eligible patients were at least 18 years
old, diagnosed only with primary breast cancer, and (for one
study) reporting high levels of depressive symptoms.

Recruiting male spouses or partners and female first-degree
relatives to participate in studies of health behavior change
and risk reduction also was attempted. Eligible spouse or
partner participants were male and living with previously
recruited patients. Eligible female first-degree relative par-
ticipants were at least 18 years old and never diagnosed with
breast cancer. Payment was not offered to participants as an
incentive for completing the study survey or for agreeing to
participate in future research.

Recruiting Procedures in a Specific Clinical Setting

One of the major barriers to recruitment is moving contact
information from a clinical setting to a research setting in a
legal and ethical way. Figure 1 presents the flow chart for
study recruitment. HIPAA regulations focus on protecting
participant privacy at several points of contact but do not
specify the means of protection. The present study was per-
formed shortly after the regulations were in effect, so proce-
dures had to be defined to ensure the protection of participant
privacy. Specifically, research teams could no longer access
patient information and obtain initial consent from patients
to be contacted about a potential research project. Therefore,
a clinical contact step was included to allow patients to opt
out of the recruitment process. Once patients had a chance
to refuse participation, contact information could flow to the
research team, who directly contacted nonrefusing patients to
describe the study, collect eligibility and initial interest data,
and invite participants for more intensive consent and data
collection activities. Participants could refuse to participate
further at each step of the process.

The research team worked closely with clinical staff to
implement the new recruitment procedures. Clinical staff
sent the initial approach passive consent letter that described
the survey and was signed by the principal investigator of
the study and patients’ treating oncologist to the 91 patients
identified as potential study participants. The letter requested
patients’ permission to contact them via the telephone and
provided a toll-free study telephone number to call if they did
not wish to be contacted. During the subsequent survey, the
interviewers asked each patient if she had a male spouse or
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Figure 1. Recruitment Process for Participants
and Relatives

partner or living female first-degree relative(s). If the patient
reported a male spouse or partner or living female first-degree
relative(s), the interviewer asked whether the patient would be
willing to allow the researcher to contact her spouse or partner
or female relative(s) to participate in a survey about possible
future research studies. Patients were not asked to call the
relatives to obtain separate consent.

Seven days after initial consent, research interviewers called
the nonrefusing patients and asked them to complete a 30-
minute telephone survey covering questions about their health
history, depression, sensitive psychosocial history, height and
weight history, age, relatives’ cancer history, and interest in
potential research studies. If patients provided their consent
to contact relatives, they were asked to supply the contact
information for those family members.

Spouses or partners and female first-degree relative(s) for
whom patients provided contact information were approached
first by a letter stating that permission had been obtained from
the patient to get in touch with them about the study and that
they would be called to provide more information and were
under no obligation to participate in the study. A telephone
number was provided in the letter that family members could
call if they did not wish to be contacted via telephone.

Six months later, data were collected on the spouses or part-
ners and female first-degree relatives of the patients. The wait
period was six months to minimize interaction between research
staff and families during their loved ones’ acute therapeutic
period. Research interviewers contacted nonrefusing family
members to explain the study further, obtain verbal consent,
and complete the survey if they chose to participate.

Table 1 shows the recruitment yields for patients, spouses
or partners, and female first-degree relatives in the present
study. Seventy-seven percent of patients, 95% of spouses or
partners, and 88% of female first-degree relatives provided
survey data. The proportion of participants lost because of
the researchers’ inability to locate them was low; 10% of
patients and no spouses or partners or female first-degree
relatives were unable to be contacted, and fewer had non-
working phone numbers. Only 7% of patients, 2% of spouses
or partners, and 2% of female first-degree relatives person-
ally refused the survey offer.

Patient Consent to Contact Relatives

At first contact, patients were asked about their willingness
to allow researchers to contact their spouses or partners and
female first-degree relatives regarding future research studies.
At recontact, patients gave consent by confirming their initial
willingness to allow the interviewer to contact a spouse or
partner or female first-degree relative(s). Consenting patients
also provided the contact information.

Most of the patients were willing to allow the interviewer
to contact spouses or partners and female first-degree rela-
tives and to provide the necessary contact information. At first
contact, 55 and 68 patients reported the existence of a living
spouse or partner and a living and eligible female first-degree
relative, respectively. A total of 52 (95%) of the patients with
spouses or partners stated that they would allow the inter-
viewer to contact their spouses or partners, and 61 (87%) al-
lowed the interviewer to contact female first-degree relatives.
At recontact, 49 of the patients initially allowing spouse or
partner contact were contacted. Forty-three (88%) of those
patients provided consent and contact information for their
spouses or partners. Fifty-eight patients who initially allowed
at least one female first-degree relative to be contacted were
reached; 48 (83%) provided consent and contact information
for at least one female first-degree relative.

Eligibility for Future Studies

Age and self-reported height and weight were obtained
from patients and first-degree female relatives. In addi-
tion, because one of the planned future studies required
the recruitment of depressed patients with breast cancer,
the nine-item depression scale found in the Patient Health
Questionnaire (PHQ) was administered (Kroenke, Spitzer, &
Williams, 2001; Spitzer, Kroenke, & Williams, 1999). Items
include questions about the presence of different symptoms
of depression.
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Table 1. Survey Approach Results for Patients and Relatives

First-Degree

Survey Approach Patients Yield (%) Spouses and Partners Yield (%) Female Relatives Yield (%)
Approach letters mailed 91 - 41 - 85 -
Letters remailed 1 1 5 2 2
Incorrect address - - - - - -
Call records fielded 91 100 41 100 85 100
Unable to contact 9 10 - - - -
Nonworking phone number 4 4 - - - -
Refused personally 6 7 1 2 2 2
Refused via family member 2 2 - - 3 4
Deceased - - - - - -
Unable to speak with - - 1 2 5 6
Total completed surveys 70 77 39 95 75 88

Relatives’ Assistance Needs

Spouses, partners, and female first-degree relatives were
asked about their need for information about nine specific breast
cancer topics (risk factors, risk in relatives, screening, treat-
ment, healthful foods and exercise behaviors for prevention,
coping with feelings, hearing others’ experiences, and ways
to talk with healthcare providers). For each topic, spouses and
partners were asked about how much assistance in receiving
information on that topic they would like in dealing with their
wives’ or partners’ breast cancer. Female relatives were asked
about how much assistance in receiving information on that
topic that they would like for themselves. Answer choices were
“not at all,” “a little bit,” “some,” and “very much.” Participants
who responded “very much” were considered as reporting a
high need for information. Table 2 presents data on the specific
needs reported by spouses and partners and female relatives.
The most frequently self-reported needs in both groups were
learning about cancer treatments, healthful foods, exercise, and
breast cancer risk factors. No apparent differences existed in
frequency of responding between the two groups.

Interest in Participating
in Future Studies

Patients were asked about their interest in participating in
(a) a research project on the possible benefits of exercise for
patients in recovery from initial cancer treatment, (b) a research
project involving possible benefits of social support, relaxation,
and other psychosocial coping skills during recovery from
initial treatment, and (c) a clinical trial of the antidepressant
sertraline as a treatment for depression in patients with breast
cancer. Spouses and partners were asked whether they would be
interested in hearing more about a study in which they would
learn ways to help their wives or partners with breast cancer.
They also were asked whether they would be interested in
participating in such a study. Spouses and partners were asked
whether specific appointment schedules for the research would
be manageable. To assess female first-degree relatives’ interest
in research, researchers asked them whether they would like to
participate in a study designed to help female family members
of patients with breast cancer understand their own breast can-
cer risk and learn ways to cope with their risk.

Interest in the research studies was high among all three
groups. A total of 57 of 69 responding patients (83%) reported

interest in participating in an exercise intervention study. Even
if participation meant being assigned to a group not receiving
an exercise intervention, 49 patients (70%) still reported that
they would be interested in such a study. Of 69 responding pa-
tients, 53 (76%) reported interest in participating in a coping
skills training study. If participation included the possibility of
being assigned to a group without special coping skills train-
ing, 56 patients (81%) agreed to participate. Patient interest
in a trial to test the efficacy of an antidepressant medication
also was high, with 47 of 66 (71%) respondents reporting
interest in participation. Fourteen patient participants (20%)
had a probable presence of moderate depression based on the
data from the PHQ depression screening, indicating eligibil-
ity for a behavioral study to treat depression in patients with
cancer. Those participants reported particularly high rates of
interest in the relevant research studies compared to nonde-
pressed participants. Eleven of the 14 (79%) participants with
moderate depression reported interest in the antidepressant
clinical trial. In comparison, 36 participants (69%) who were
not likely depressed reported interest.

Among the spouse and partner participants, 37 (95%)
reported interest in hearing more about a study to help their
wives or partners with breast cancer, and 34 (87%) reported
interest in actually participating. In addition, 30 (77%)
spouses or partners reported that a six-month, biweekly re-
search clinic appointment schedule was manageable and 32
(82%) spouses or partners reported that a three-appointment
and two-telephone session schedule was manageable. Among
female relatives, 64 (85%) reported willingness to be con-
tacted about a study to help family members understand their
risk for breast cancer, and 49 (65%) reported actual interest
in participating.

Discussion

The data indicate that procedures to contact, recruit, and ob-
tain consent from patients and family members for behavioral
research activities complementary to their primary cancer
treatment can be implemented sucessfully in the era of new
stringent privacy regulations, even during the acute diagnosis
and treatment period. Research staff working together with
clinical staff to plan and conduct the initial consent resulted
in very few refusers at the initial contact point. Several strate-
gies were identified for making the relationship functional; the
strategies have received support from similar studies (Albert
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Table 2. Assistance Needs of Relatives
of Patients With Breast Cancer

High Need (%)

Female First-
Degree Relatives

Spouses

Assistance Need and Partners

Breast cancer risk factor information 46 37
Information on risk in relatives 33 47
Information on screening 36 53
Learning about cancer treatments 67 48
Learning about healthful foods 64 63
Learning about exercise 64 52
Coping with feelings about cancer 33 39
Hearing others’ experiences 18 27
Help with talking to providers 41 36

& Levine, 2005; Wolf & Bennett, 2006). In the present study,
strategies that reduced cost while improving yield included
discussions between clinical staff and research staff, financial
support of clinical staff by the research team, and the addi-
tion of the clinical director to the key personnel of research
grants. This IRB-approved process will serve as a model for
the recruitment of participants for future studies.

Researchers screened 100% of eligible participants via tele-
phone, making calculating the overall yield on a population
basis easier. The screening results differ from the percentage
of eligible participants identified in previous research (Sears
et al., 2003). The initial positive response to the approach via
telephone likely would be replaced by lower yields when par-
ticipants are faced with actually attending a visit to determine
eligibility and obtain consent, although increasing the burden
on participants by scheduling a visit would be a good strategy
to establish which participants actually would adhere to the
study protocol.

The interest rates of spouses or partners and female first-
degree relatives approximately were equal, and a relatively
large proportion of patients provided contact information for
both. Getting a high yield of intact families, then, is possible,
providing that the initial interest leads to actual participation.
In another study of family recruitment (Helmes, Bowen,
Bowden, & Bengel, 2000), initial interest clearly was related
to participation in study activities; therefore, contacting po-
tential participants to glean interest most likely will assist with
overall recruitment yield.

In addition to assessing interest over the telephone, research-
ers were able to estimate eligibility for certain characteristics
(e.g., body mass index) in the survey. The approach may not
be the most accurate way to assess eligibility criteria but cer-

tainly provided a prevalence estimate for important variables.
Confirming eligibility during an in-person data collection ses-
sion would be necessary to obtain the accuracy required for an
intensive intervention study. Using a computerized database to
identify potential patients and to perform much of the initial
screening for eligibility can reduce the amount of time physi-
cians need to spend on research study activities to allow their
patients to participate (Newcomb et al., 1990). Similarly, having
research staff instead of clinical personnel handle informed con-
sent for studies in which such procedures would be appropriate
also reduces the amount of time physicians need to spend on
study enrollment. This allows patients to participate in research
while continuing their usual medical care with their physicians
uninterrupted, thus minimizing interference with the physician-
patient relationship.

Little has been published about the health promotion or
physical needs of family members of patients with cancer.
The reported needs of potential family participants in the
present study were diverse, but most wanted to learn about
cancer and cancer treatments, dietary change, and exercise
behavior change. The interest in prevention activities was
exciting because of the new options for testing prevention
and survivorship interventions. Participants interested in
prevention would be eligible for many behavioral studies de-
signed to change cancer risk. Risk reduction strategies often
require hundreds of thousands of participants to achieve ad-
equate power to identify differences in endpoints. Strategies
developed in the present study would be helpful in recruiting
the large samples needed for risk reduction studies.

Complaints about obtaining proxy consents or family con-
tact information to the IRB or to clinical or research staff were
not received from patients, their relatives, or their healthcare
providers during this study. Modifying procedures to meet
the current regulations was a straightforward process. The
exercise improved clinical and research staff relationships be-
cause the roles of each were clearly delineated. Collaboration
between overburdened clinical staff and eager research team
members to modify and pilot procedures worked well in the
present study. Procedures were designed by clinical investi-
gators and staff, and the clinic procedures already in practice
were considered in how best to organize the large amount of
material for contact, mailing, and consent. When possible, the
research staff shouldered any burden; otherwise, procedures
were developed as a team that were easy to follow and did not
deviate considerably from regular clinic procedures. Imple-
menting a joint strategy to meet current guidelines and new
ones as they come into play will be necessary.

Author Contact: Deborah J. Bowen, PhD, can be reached at dbowen
@bu.org, with copy to editor at ONFEditor @ons.org.

References

Albert, S.M., & Levine, C. (2005). Family caregiver research and the HIPAA
factor. Gerontologist, 45, 432-437.

Andersen, B.L. (1992). Psychological interventions for cancer patients to
enhance the quality of life. Journal of Consulting and Clinical Psychol-
0gy, 60, 552-568.

Ashing-Giwa, K.T. (2005). Can a culturally responsive model for research
design bring us closer to addressing participation disparities? Lessons
learned from cancer survivorship studies. Ethnicity and Disease, 15,
130-137.

Ashing-Giwa, K.T., Padilla, G.V,, Tejero, J.S., & Kim, J. (2004). Breast
cancer survivorship in a multiethnic sample: Challenges in recruitment
and measurement. Cancer, 101, 450-465.

Baum, A., & Andersen, B.L. (2001). Psychosocial interventions for cancer.
Washington, DC: American Psychological Association.

Beskow, L.M., Sandler, R.S., & Weinberger, M. (2006). Research recruitment
through US central cancer registries: Balancing privacy and scientific is-
sues. American Journal of Public Health, 96, 1920-1926.

Benson, A.B., Pregler, J.P., Bean, J.A., Rademaker, A.W., Eshler, B., &

ONCOLOGY NURSING FORUM - VOL 34, NO 5, 2007

1053



Downloaded on 05-19-2024. Single-user license only. Copyright 2024 by the Oncology Nursing Society. For permission to post online, reprint, adapt, or reuse, please email pubpermissions@ons.org. ONS reserves all rights.

Anderson, K. (1991). Oncologists’ reluctance to accrue patients onto
clinical trials: An Illinois cancer center study. Journal of Clinical Oncol-
ogy, 9, 2067-2075.

Chlebowski, R.T., Blackburn, G.L., Buzzard, I.M., Rose, D.P., Martino, S.,
Khandekar, J.D., et al. (1993). Adherence to a dietary fat intake reduction
program in postmenopausal women receiving therapy for early breast
cancer. The women’s intervention nutrition study. Journal of Clinical
Oncology, 11, 2072-2080.

Donnelly, J.M., Kornblith, A.B., Fleishman, S., Zuckerman, E., Raptis, G., Hu-
dis, C.A., et al. (2000). A pilot study of interpersonal psychotherapy by tele-
phone with cancer patients and their partners. Psycho-Oncology, 9, 44-56.

Elting, L.S., Cooksley, C., Bekele, B.N., Frumovitz, M., Avritscher, E.B.,
Sun, C., et al. (2006). Generalizability of cancer clinical trial results:
Prognostic differences between participants and nonparticipants. Cancer,
106, 2452-2458.

Friedman, D.S. (2006). HIPAA and research: How have the first two years
gone? American Journal of Ophthalmology, 141, 543-546.

Gotay, C.C. (1991). Accrual to cancer clinical trials: Directions from the
research literature. Social Science and Medicine, 33, 569-577.

Heiney, S.P., Adams, S.A., Cunningham, J.E., McKenzie, W., Harmon, B.,
Hebert, J.R., et al. (2006). Subject recruitment for cancer control studies
in an adverse environment. Cancer Nursing, 29, 291-299.

Helmes, A.W., Bowen, D.J., Bowden, R., & Bengel, J. (2000). Predictors
of participation in genetic research in a primary care physician network.
Cancer, Epidemiology, Biomarkers and Prevention, 9, 1377-1379.

HIPAAdvisory. (2003). HIPAA primer. Retrieved November 20, 2003, from
http://www.hipaadvisory.com/regs/HIPA Aprimer.htm

Hunter, C.P.,, Frelick, R.W., Feldman, A.R., Bavier, A.R., Dunlap, W.H.,
Ford, L., et al. (1987). Selection factors in clinical trials: Results from the
Community Clinical Oncology Program Physician’s Patient Log. Cancer
Treatment Reports, 71, 559-565.

Hutchins, L.F., Unger, J.M., Crowley, J.J., Coltmant, C.A., & Albain, K.S.
(1999). Underrepresentation of patients 65 years of age or older in cancer-
treatment trials. New England Journal of Medicine, 341, 2061-2067.

Kroenke, K., Spitzer, R.L., & Williams, J.B. (2001). The PHQ-9: Validity of
a brief depression severity measure. Journal of General Internal Medicine,
16, 606-613.

Lee, J., Marks, J., & Simpson, J. (1980). Recruitment of patients to coopera-
tive group clinical trials. Cancer Clinical Trials, 3, 381-384.

Lovato, L.C., Hill, K., Hertert, S., Hunninghake, D.B., & Probstfield, J.L.

(1997). Recruitment for controlled clinical trials: Literature summary and
annotated bibliography. Controlled Clinical Trials, 18, 328-352.

McTiernan, A., Ulrich, C., Kumai, C., Bean, D., Schwartz, R., Mahloch, J., et
al. (1998). Anthropometric and hormone effects of an eight-week exercise-
diet intervention in breast cancer patients: Results of a pilot study. Cancer
Epidemiology, Biomarkers and Prevention, 7, 417-481.

Newcomb, P.A., Love, R.R., Phillips, J.L., & Buckmaster, B.J. (1990). Using
a population-based cancer registry for recruitment in a pilot cancer control
study. Preventive Medicine, 19, 61-65.

Pierce, J.P., Faerber, S., Wright, F.A., Newman, V., Flatt, S.W., Kealey, S.,
et al. (1997). Feasibility of a randomized trial of a high-vegetable diet to
prevent breast cancer recurrence. Nutrition and Cancer, 28, 282-288.

Sands, G. (2003, January 24). Welcome to privacy and security policies.
Retrieved November 20, 2003, from http://www.fhcrc.org/admin/plan-
ning/hipaa

Sears, S.R., Stanton, A.L., Kwan, L., Krupnick, J.L., Rowland, J.H., Mey-
erowitz, B.E., et al. (2003). Recruitment and retention challenges in
breast cancer survivorship research: Results from a multisite, randomized
intervention trial in women with early stage breast cancer. Cancer Epide-
miology, Biomarkers and Prevention, 12, 1087-1090.

Shalowitz, D., & Wendler, D. (2006). Informed consent for research and
authorization under the Health Insurance Portability and Accountability
Act privacy rule: An integrated approach. Annals of Internal Medicine,
144, 685-688.

Spiro, S.G., Gowera, N.H., Evans, M.T., Facchini, FM., & Rudd, R.M.
(2000). Recruitment of patients with lung cancer into a randomised clinical
trial: Experience at two centres. On behalf of the Big Lung Trial Steering
Committee. Thorax, 55, 463—465.

Spitzer, R.L., Kroenke, K., & Williams, J.B. (1999). Validation and utility of
a self-report version of PRIME-MD: The PHQ primary care study. Primary
care evaluation of mental disorders. Patient Health Questionnaire. JAMA,
282, 1737-1744.

Taylor, K.M., Margolese, R.G., & Soskoline, C.L. (1984). Physicians’ reasons
for not entering eligible patients in a randomized clinical trial of surgery
for breast cancer. New England Journal of Medicine, 310, 1363—-1367.

U.S. Department of Health and Human Services. (2003, November 10).
HIPAA privacy rule information for researchers. Retrieved November 20,
2003, from http://privacyruleandresearch.nih.gov/pr_08.asp

Wolf, M.S., & Bennett, C.L. (2006). Local perspective of the impact of the
HIPAA privacy rule on research. Cancer, 106, 474-479.

Call for Institutes and Open Sessions: 2008 ONS Institutes of Learning

The Institutes of Learning (IOL) Team invites ONS members to submit ideas for institutes or open
sessions to be offered at the 2008 IOL. The conference will be held November 14-16, 2008, in Seat-
tle, WA. The IOL Team will make decisions regarding institutes, content, and speakers at its January
2008 meeting. An institute provides three or six hours of intense training on a cutting-edge topic of
interest, and the 90-minute open sessions focus on a variety of clinical and current healthcare is-
sues. Selection of topics, content, and speakers is the sole responsibility of the IOL Team. Decisions
of the IOL Team regarding content are based on identified ONS member learning needs.

Requirements: The IOL Submission Form requests the following: name of institute or open ses-
sion, rationale, brief content outline, and identification of potential speakers.

To submit an idea for an institute or open session online, visit www.ons.org/cecentral in December
for further instructions.
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