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ABSTRACT

EMERGING SOLUTIONS. ADVOCATE COLLABORATIVE MODEL
Peggy Devine ' . Laura Esserman MD, MBA, Nola Hylton PhD '

Introduction: In today's cincal trial aren, nterest in accrual and refention is extremely high among investigators. A 2001 study by Lara
ot al, at Davis University, reported that the consent process, wilh its legalistic and coniusing forms, is itseif a barrer 1o patient
partcpation. Patients are in emotional and nteliectual overload afler  breast cancer diagnosis and are often not up to the task of
understanding complicated consent forms.

Deseription: To address this problem, ucsF
trials. UCSF Investigators and SPORE advocate, Ms. Devine, expanded the idea nto an advocate component fo the multi-site ‘I SPY
“TRIAL" sponsored by the Cancer & Leukemia Group B (CALBG), the American Colege of Radiology Imaging Network (ACRIN) and the
National Cancer Insiitute (NCI) SPORE.  Educational materials doveloped by advocates 1o clarly the study were used with patients.
undergoing consent. W wil refer to this as example 1.Further projects in this area were continued by CISN, a Non-proft organization
founded by Ms. Devine. Example 2: CISN principals are currently working with the American College of Surgery Oncology Group
(ACOSOG) and UCSF researchers to assess the impact of cilncal trial decision aids (educational materials plus decision analysis
the qualty of ‘companion randomized study using decision aids for women who are
undecided about enraling in an upcoming ACOSOG study is now in development. Example 3: collaboration between CISN, ACRIN and
the Coalition of National Cancer Cooperative Groups has been completed and a study updateireminder newsletter wil so0n be sent o
over 18,000 patients in an attemp! to improve retention rates for a screening study with a 7-year follow-up period.

‘Summary: Example 1: work was done informally but has been well received by most stakeholders. We are In the process of tabulating
pax

e
Example 2: we will the impact of id support during
paring
Conclusions: Although this work provides a bold new blueprint for advocale there is much
v be done.” Patient-centered, study specifc, educational materials included as part of the informed consent p
enhance paient leracy, improve patient salsfaction, and advance public tust in the research enterprise, leading 1o responsible
retention. CISN

INTRODUCTION

ACRIN, CALGB, and SPORE are collaborating in a multi-center trial of serial imaging
and biopsy for women with tumors at least 3 cm in size who undergo neoadjuvant
chemotherapy, entitled the CALGB, InterSPORE, ACRIN “I SPY TRIAL”. MRIs and
biopsies are being performed at 4 time points over the course of a patient's therapy.
This trial provides the opportunity for the molecular characterization of tumors and the
measurement of tumor response to therapy and change in tumor size and biology using
MRI.

Since this trial asked newly diagnosed women to come in for 2 to 3 non-treatment MRIs
and biopsy cores, the study Pls felt that advocates might be an asset to both the Pls
and the trial participants and might improve patient accrual, retention, and satisfaction.
The project was brought to the UCSF breast SPORE advocate core (BSAC) to develop.
This model for patient-centered educational support materials to accompany the

consent form is now being utilized by others, including CISN.  This work would never
have taken place without the vision and support of the I-SPY TRIAL Pl laura Esserman.

DESCRIPTION: With examples of interventions

Advocate involvement in all stages of a large national clinical trial can be an asset to
both the study PI's and the patients enrolled, resulting in:
* Increased patient recruitment, accrual and retention

Patient satisfaction and compliance

EXAMPLE 1: “I SPY” TRIAL

1. Assistance with the IRB process:
A. Consent forms: The consent form was modified (e.g., information was
presented in a bulleted rather than format) at the ion of the
to clarify the requi and i Cancer patients are in
shock when they are asked to read consent forms. Short bulleted statements are
more readily understood than long statements in paragraph form.

Il. Development of educational materials for eligible trial participants:

Cancer patients are in a state of shock after receiving their diagnosis.
Despite this, they are asked to make choices about treatment, tissue
donation, and participation in clinical trials. It is our contention that if patients
have a clear understanding of a clinical trial they are more likely to enroll.
The following educational materials were developed to aid potential study
participants in understanding the study.

A. Woman-to-Woman Note (WWN): A letter that explains the trial in lay
language
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B. Trial brochure: Explains core biopsies and MRIs. Pictures of each
procedure are included to ease women'’s fears of the unknown.
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Interventions Cont.

1. D of for eligible trial participants
C. Trial procedure flowchart: A color-coded flowchart was developed
to help patients understand their time and procedure commitment.
This is also being used as a study calendar. It is important to have visual
charts available when explaining complicated information to newly
diagnosed cancer patients.

D. A vs. study pi A
comparison flowchart was also developed because patients where
having a difficult time understanding the difference between standard
treatment and study i The i {

is presented below the line, printed on paper and slipped into a clear
sheet protector. This flowchart is shown to the patient. The CRC then
slips the study procedures ( printed on a clear transparency ) into the
sheet protector, study procedures are above the line.
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Peer support throughout length of the trial: Each trial participant is
partnered with a study volunteer. The peer volunteer has received study
-specific training, as well as peer support training. The peer volunteers
make calls to remind the patient of upcoming procedures and to provide
support.

By offering these reminders and support, the advocates may help the study
and the patients to comply better with study procedures.

For this program to be successful, it takes the cooperation of all members of
the research team. Pls and clinical research coordinators ( CRCs) become
partners with the advocates at their respective sites.

INTERVENTIONS Cont.

EXAMPLE 2: UCSF/ACOSOG / CISN Decision Aid Collaboration

Example 2 takes the idea that patient centered educational materials may have an impact
on accrual, retention and patient survival and combines it with the concept that providing
decision support further improves these outcomes and moves the project into a
randomized research study.

This study is being developed and may be a companion study to an ACOSOG study.
EXAMPLE 3: CISN/ACRIN Collaboration

A newsletter was developed to remind participants in a 5 year lung screening study to
continue to have their yearly screen. This is a specific picce focused on improving

retention in a multi year screening study, these types of studies suffer from dropping
retention which then confounds the data.

SUMMARY

The | SPY TRIAL collaboration was the first ever effort to incorporate an
advocate component into an existing multi-site study. Leading the way in this
effort was the study Pl Laura Esserman from UCSF and the ACRIN PI, Nola
Hylton also with UCSF.

This idea has been embraced by others and will serve as an example for how to
betier serve patients by forming collaborations between academia and patient
advocates.
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