GRANT NUMBER DAMD17-94-J-4334

TITLE: An Evaluation of a Peer Support Program to Improve
Quality of Life with Breast Cancer

PRINCIPAL INVESTIGATOR: Carol P. Somkin, Ph.D.

CONTRACTING ORGANIZATION: Kaiser Foundation Research Institute
Oakland, California 94612-3433

REPORT DATE: July 1997

TYPE OF REPORT: Anqpal

PREPARED FOR: Commander
U.S. Army Medical Research and Materiel Command
Fort Detrick, Frederick, Maryland 21702-5012

DISTRIBUTION STATEMENT: Approved for public release;
distribution unlimited

The views, opinions and/or findings contained in this report are
those of the author(s) and should not be construed as an official
Department of the Army position, policy or decision unless so
designated by other documentation.

19971230 048

DTIC QUALITY INSPECTED 5




Form Approved
REPORT DOCUMENTATION PAGE OMB No. 0704-0188
Public reporting burden for this collection of inf ion is estil dto ge 1 hour per response, including the time for reviewing instructions, searching existing data sources,
gathering and maintaining the data ded, and Al tlection of information. Send comments regarding this burden estimate or any other aspect of this

i n pleting and revi
Bol‘lie‘scnon of information, including suggestions for reducing this burden, to Washington Headquarters Services, Directorate for Information Operations and Reports, 1215 Jefferson

avis Highway, Sulte 1204, Arlington, VA 22202-4302, and to the Office of Management and Budget, Paperwork Reduction Project (07 188), Washington, DC 20503.

1. AGENCY USE ONLY (Leave blank) |2. REPORT DATE 3. REPORT TYPE AND DATES COVERED

' July 1997 Annual (1 Jul 96 - 30 Jun 97)
4. TITLE AND SUBTITLE ~ | 5. FUNDING NUMBERS
An Evaluation of a Peer Support Program to Improve
Quality of Life with Breast Cancer DAMD17-94-J-4334
6. AUTHOR(S)

Carol P. Somkin, Ph.D.

7. PERFORMING ORGANIZATION NAME(S) AND ADDRESS(ES) 8. PERFORMING ORGANIZATION

REPORT NUMBER
Kaiser Foundation Research Institute
Oakland, California 94612-3433

9. SPONSORING/MONITORING AGENCY NAME(S) AND ADDRESS(ES) 10. SPONSORING/MONITORING

Commander AGENCY REPORT NUMBER
U.S. Army Medical Research and Materiel Command

Fort Detrick, Frederick, Maryland 21702-5012

11. SUPPLEMENTARY NOTES

12a. DISTRIBUTION / AVAILABILITY STATEMENT 12b. DISTRIBUTION CODE

Approved for public release; distribution unlimited

13. ABSTRACT (Maximum 200

The objective of this study is to develop, implement and evaluate a volunteer peer support
program for women newly diagnosed with breast cancer. This program augments and
complements the American Cancer Society's Reach to Recovery Program. Our primary aim is to
determine the value of providing a comprehensive, organizationally-specific, peer support program
to women beginning at diagnosis and continuing for up to one year. Participants are paired with a
trained breast cancer survivor who provides them with ongoing peer support, in addition to specific
information and skills to help them navigate the Kaiser Permanente Medical Care Program. Study
volunteers receive the standard Reach to Recovery training, in addition to a two-day skills training
which prepares them to become breast cancér peer support volunteers and advocates.

The third year of this four-year project has been devoted to continued implementation of the
peer support program in five medical centers. Activities have included: (1) recruiting, interviewing
and training volunteers; (2) providing support to volunteers; (3) recruiting participants; (4) matching
volunteers with study participants; (5) obtaining follow-up data from participants at 3-months and
12-months; and (6) developing the code book for data entry and the plan for data analysis.

14. SUBJECT TERMS 15. NUMBER OF PAGES
Breast Cancer, Patient Participation, '~ Patient Satisfaction 8
Quality of Life, Evaluation 16. PRICE CODE
17. SECURITY CLASSIFICATION §18. SECURITY CLASSIFICATION | 19. SECURITY CLASSIFICATION [20. LIMITATION OF ABSTRACT
OF REPORT OF THIS PAGE OF ABSTRACT
Unclassified Unclassified Unclassified Unlimited

NSN 7540-01-280-5500

Standard Form 298 {Rev. 2-89)
Prescribed by ANSI Std. 239-18
298-102




FOREWORD

Opinions, interpretations, conclusions and recommendations are
those of the author and are not necessarily endorsed by the U.S.
Army.

Where copyrighted material is quoted, permission has been
obtained to use such material.

Where material from documents designated for limited
distribution is quoted, permission has been obtained to use the
material.

Citations of commercial organizations and trade names in
this report do not constitute an official Department of Army
endorsement or approval of the products or services of these
organizations. ‘

In conducting research using animals, the investigator(s).
adhered to .the "Guide for the Care and Use of Laboratory
Animals," prepared by the Committee on Care and Use of Laboratory
Animals of the Institute of Laboratory Resources, National
Research Council (NIH Publication No. 86-23, Revised 1985).

/ |
Q{/ For the protection of human subjects, the 1nvest1gator(s)
adhered to pollc1es of applicable Federal Law 45 CFR 46.

In conducting research utilizing recombinant DNA technology,
the investigator(s) adhered to current guidelines promulgated by
the National Institutes of Health.

In the conduct of research utilizing recombinant DNA, the
investigator(s) adhered to the NIH Guidelines for Research
Involving Recombinant DNA Molecules.

In the conduct of research involving hazardous organisms,
the investigator(s) adhered to the CDC-NIH Guide for Biosafety in
Microbiological and Biomedical Laboratories.

I/
/€4/44€2 féf\l(w__ﬁ.
- 7/28/97

PI - Signature Date




TABLE OF CONTENTS

Annual Report

An Evaluation of the Effect of a Peer Support Program
on Quality of Life with Breast Cancer

Introduction Page 5
Body Page 6
Conclusions Page 7




Introduction

This report summarizes activities for the third year of a four-year study. The objective of this
study is to develop, implement and evaluate a volunteer peer support program for women newly
diagnosed with breast cancer. This program augments and complements the American Cancer
Society's Reach to Recovery Program. Our primary aim is to determine the value of providing a
comprehensive, organizationally-specific, peer support program to women beginning at
diagnosis and continuing for up to one year. This randomized controlled trial asks four research
questions:

1. Does this expanded program improve (a) quality of life with breast cancer;
(b) participation with treatment decisions; and (c) satisfaction with care?

2. How do patient sociodemographic characteristics influence these outcomes?

3. What are the main benefits of this program?

4. Does participation in treatment decisions improve quality of life?

Women recruited into the study in five Kaiser Permanente medical centers are randomly assigned
to the intervention or control group. Participants in the intervention group are paired with a
trained breast cancer survivor (peer support volunteer or “peer supporter”) who provides them,
beginning at diagnosis, with ongoing peer support along with specific information and skills to
help them navigate the Kaiser Permanente Medical Care Program. Participants in the control
group receive the usual support services offered to women newly diagnosed with breast cancer,
which in most cases includes a referral to Reach to Recovery.

Study volunteers received the standard Reach to Recovery training, in addition to a two-day
skills training, which increased their problémsolving, decision making and advocacy skills and
prepared them to become breast cancer peer support volunteers. These trainings were not simply
didactic presentations; they afforded participants the opportunity to learn new skills through
exploring their own personal experience of diagnosis, treatment and follow-up of breast cancer,
in order to identify any unresolved experiences that might impede a relationship with a newly
diagnosed patient.

Body: Year Three Activities

The third year has been devoted to continued implementation of the peer support program in five
medical centers. Facility-specific recruitment, volunteer training and support, and overall project
maintenance have continued to comprise the heart of our work during the third year.

Activities have included: (1) recruiting, interviewing and training volunteers; (2) providing
support to volunteers; (3) recruiting participants; (4) matching volunteers with study participants;
(5) obtaining follow-up data from participants at 3-months and 12-months; and (6) developing
the code book for data entry and the plan for data analysis.

Recruitment and training of volunteers was an essential component of Year Three, as it was of
Year Two. We sought volunteers who, as closely as possible, matched the sociodemographics of




the women newly diagnosed at each facility. We worked with physicians and other health care
providers at each of the study sites to furnish us with names of women living with breast cancer
whom they thought would make good volunteers. Interested women were screened, both before
and after the training, to assess their expectations of the peer support role and any concerns about
fulfilling it they might have. In addition they were asked to make a one-year commitment to be
involved in the project. While we accepted all women who were screened, one woman dropped
out during the training, when she realized that she was not right for the program. We held four
3-day volunteer trainings this year, training 27 new volunteers. Over the course of the project,
we held 10 trainings in total and trained 71 volunteers, 52 of whom were still active as of June
30, 1997. Twelve volunteers did not renew their commitment after the first year, 5 dropped out
because their breast cancer recurred, and 2 women died.

As discussed in our Year One Annual Report, we decided during the first year of the project that
volunteer recruitment and training could most effectively be conducted on an incremental basis.
That way we could recruit new volunteers, as needed, who best matched (in terms of age,
race/ethnicity, and marital status) the women who were being recruited into the study. Also,
since we did not know, at the outset, how many “buddies” (newly diagnosed women with breast
cancer) a “peer supporter” (peer support volunteer) could optimally work with at any one time
we did not know until the project was underway how many peer supporters we would ultimately
need. We found that this number varied according to several factors including the characteristics
of the peer supporters (such as time availability, temperament, and experience) and the particular
needs for education and support of the newly diagnosed women. The latter itself fluctuated at
different points during the first year following the buddy’s diagnosis. In general the level of
involvement required of the volunteer diminished somewhat as her buddy moved further from
diagnosis, freeing the volunteer to take on an additional buddy if the “match” was right. Thus,

some volunteers were able to work with two or three buddies simultaneously while others only
one.

We continued to supervise and support the volunteers during the third year, both in the monthly
meetings and individually, as described in our Annual Report for Year Two. The process of
going through the training and performing role of the peer supporter, of necessity, affords the
volunteer frequent opportunities to confront any personal issues she may have regarding breast
cancer. The role of staff (who were licensed clinical social workers or Registered Nurses) was to
facilitate the review of these issues to promote healing. Their clinical skills were exceptionally
valuable, especially when a peer support volunteer recurred or died. The following are some
examples of other types of issues dealt with by staff. A common concern voiced by the peer
supporters was a reluctance to be too “pushy” if a buddy said she “didn’t need anything.” In this
situation, we talked about numerous ways one can offer support without being intrusive and also
about how to tell when it is time for the volunteer to back off. Another volunteer concern was
what to do if she had not undergone the exact treatment as her buddy. In order to maximize the
resources of the volunteer pool, we would handle this concern in one of two ways. Either we
would talk with the volunteer until she felt comfortable directing her buddy to the information or
resource she needed or, if preferable, we would ask another volunteer who did have the missing
experience to work with the buddy on a short-term basis.




Participant recruitment has continued to be a stimulating challenge. As described in last year’s
Annual Report, it has required developing and perfecting effective recruitment procedures at the
five research sites--each of which has its own personality, culture, and attitudes about care
delivery. Throughout the third year, project staff at each of the sites continued to identify
eligible patients; obtain physician permission to contact their eligible patients; send out invitation
packets (which included a baseline questionnaire and consent form); and make one follow-up
telephone seven days after the letter was mailed to answer any questions and/or to send another
invitation packet if needed.

Since beginning patient recruitment in October 1995 through the end of recruitment in June
1996, we recruited 291 patients into the study. As anticipated in our last Annual Report, this
number is below our original estimate of 500 participants. Nevertheless our project
biostatistician has concluded that our reduced numbers will not produce a dramatic change in the
minimum detectable difference for our outcome measures. Our original sample size of 250 in
each study group was estimated to provide sufficient power (80%) to detect a .25 standard
deviation unit difference in the mean of each measure of effectiveness, using a two-sided Z-test
and significance level = .05. A reduced sample size of 145 in each study group will provide
sufficient power to detect a .33 standard deviation unit difference in the mean of each measure
of effectiveness. This represents a 32% increase in the minimum detectable difference.

To date, our return rate for the three-month and the twelve-month questionnaires has been
excellent. At this point in the follow-up period we have received a 92% return rate for the
three-month questionnaires (216 questionnaires returned out of 235 questionnaires sent out) and
also a 92% return rate for the twelve-month questionnaires (56 questionnaires returned out of 61
questionnaires sent out). We anticipate maintaining the same level of follow-up for the entire
sample. '

We extended the period of recruitment to the latest possible date (an additional six months from
Month 30 to Month 36) in order to maximize the number of subjects available for analysis. We
are confident that we will be able to make up this time during Year Four by editing and entering
the data sooner than originally planned and by beginning the analysis before all the data is
collected. We prepared for this eventuality during the current year by developing the code book
for data entry and the plan for analysis. We will begin editing and entering the data from the
baseline questionnaires immediately. We will enter all the data for the three-month
questionnaires by Month 40. We will enter the data for the twelve-month questionnaires in
batches: about half will be entered by Month 40, and three-quarters by Month 45. We will thus
be able to begin the analysis by Month 40, as originally planned, and add in the data from the
remaining twelve-month questionnaires as they are ready. Therefore, we anticipate being able to
complete the statement of work on time, or in the least favorable eventuality, with a no cost
extension of several months.

Conclusions

Year Three has been spent implementing the peer support intervention (including recruiting,
training and supporting volunteers) and recruiting and obtaining follow-up data from




participants. In Year Four we will continue to support the volunteers, monitor participant
follow-up, edit and enter the data, conduct the analysis and prepare the final report. In addition
we plan to evaluate the impact of participating in the peer support program on the peer supporters
and prepare a Leader’s Guide which will assist the continued implementation the program in the
facilities after the completion of the study. If the intervention proves effective we will work with
the American Cancer Society, Kaiser Permanente, and other health care organizations in the
community to develop ways to offer the program on an ongoing basis.




