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please contact Jane Perlmutter at janep@gemini-grp.com.

Click on the following links to download the relevant documents. Many of these are in draft
form; please send your questions and/or input to Jane Perlmutter at janep@gemini-grp.com.
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Background Information

e Fact Sheet e |-SPY 2 Trial Sites

e |-SPY 2 Executive Summary e |-SPY 2 Agents

e |-SPY 2 Nature Article e 5/17/10 Press Event

e |-SPY 2 Advocate Goals and e 5/17/10 Press Release
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Getting Involved
e Advocate Scientific Work Group Assignments

e Advocate Projects Work Group Assignments
e Advocate Trial Site Assignments
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Patient Support
e Patient Website
e Patient Brochure
e Patient DVD
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I-SPY 2 Presentations and Posters

Introduction to I-SPY 2 for Advocates
(SABCS '08)

Advocate Vision and Opportunities
Biomarker Consortium

DCLG Presentation (3/26/09)

Laura V'Veer Presentation (3/30/09)
FENIH Fundraising Slide Deck

I-SPY 2 Investigators Presentation

(7/16/09)
I-SPY2 IRB Presentation (8/20/09)

I-SPY 2 Biomarker Consortium
Presentation (9/30/09)

I-SPY 2 Recruitment and Retention Plan

(9/09)
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Webinar Archives

Clinical Trial Protocols and Protocol
Review From the Advocate/Patient
Perspective (Barbara LeStage—

4/15/09)
o PowerPoint
o Audio

Introduction to I-SPY 2
(Jane Perlmutter—5/15/09)

o PowerPoint
o Audio

I-SPY 2 Adaptive Trial Design
(Don Berry—6/22/09)

o Audio

Introduction to Biomarkers
(Dan Hayes—7/2/09)
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Advocate Update Archives
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° March, 2009

e  April, 2009
e May, 2009
e June, 2009
e  July, 2009

e  August, 2009
e  September, 2009
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I-SPY 2 Advocate Presentation
(SABCS12/11/09)

I-SPY 2 Investigators Presentation
(SABCS 12/12/09)

Advocate Poster (AACR 4/15/10)
Accrual Workshop (4/28/10)

o Poster

o Abstract
SABCS 2010 Advocate Abstracts

o Advocate Involvement in Patient
Materials

o Network of Strength Partnership

Site Initiation PowerPoint

o PowerPoint
o Audio

I-SPY-2 Investigators Webinar (7/8/09)
o PowerPoint

I-SPY 2 Biomarkers
(Laura Vant'Veer—38//12/09)

o PowerPoint
o Audio
[-SPY 2 Imaging
(Nola Hynton—8/28/09)
o PowerPoint
o Audio

e  October, 2009
e November, 2009
e  December, 2009
e January, 2010

e  February, 2010
° March, 2010

e  April, 2010
e May, 2010
e June, 2010
e July, 2010
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Advocate Reference Recommendations

e NCI Material on Clinical Trials
e RAN Publications

o Understanding Clinical Trial
Design: A Tutorial for Patient
Advocates

o Genomics in Cancer

e Hallmarks of Cancer Article
e Communicating about Cancer

Monograph
e Ethics and Research Advocacy Article
(Dresser)
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Other Materials
e From NCI

e From Dana Farber
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Ethics o Clinical Trials PowerPoint
(Joffe)

Predictive and Prognostic Biomarkers
(Henry & Hayes)

Patient Navigation Website
Adaptive Trial Information

Understanding Evidence-based
Healthcare Online Course

JP Top Advocate Reading
Recommendations

From Cancer 101
From ACS
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Working Group Materials

Patient Interface Working Group Draft Documents
e | etter to Trial Site Coordinators °

Letter to IRBs

Patient Brochure

Website Text

DVD Script

Network of Strength Counselor Request

Self-Mailer

e Patient Decline Questionnaire Self-
Mailer

e Procedure for Informing Screened
Patients Found to be Ineligible for I-SPY
2 Clinical Trail
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Procedure for Informing Patients in
Treatment Conditions Involving Agents
that will be Graduated or Dropped for
Futility

Procedure for Informing Patients who
Did Not Achieve pCR in I-SPY 2
Transcend Patient Decline Menu
Transcend Calendar

Coordinator Support Brainstorm
Notes from 6/30 conference call

Draft Recruitment and Retention Plan
Draft Consenter Training

Patient Website Requirements

Advocate Patient Materials Work Group Documents

ISPY-1 Patient Materials
e Patient Brochure .
e Patient Flowchart .
e Tips for Patients

o Tips for Family

ISPY-2 Patient Materials Working Group Work in Progress

e Patient Brochure
e Patient DVD
e Patient Website
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Woman to Woman Letter
Patient Procedures

Advocate Protocol Review Work Group Documents

e NCI Material on Developing Clinical Trial .
Protocols

[ ]
e NCI Material on Informed Consent

e Plain Language Website .
e PRISM Readability Toolkit .
e U of Utah Word Substitution List
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Advocate Training Work Group Documents
e  http://www.cancer.gov/clinicaltrials/learni
ng
o NCI Trainer's Guide
e |-SPY1 Training Guide

e |-SPY 2 Network of Strength Peer
Counselor Training
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CALGB Hints on Reviewing Protocols

CALGB Hints on Reviewing Accrual
Plans

CALGB Lexicon

ACRIN IMPACT Form for Reviewing
Protocol
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Advocate Assessment Work Group Documents
e Survey Summary
e Open Ended Summary
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