Alliance for Clinical Trials in Oncology
Date Thursday, November 7, 2019
Loews Hotel Chicago O’Hare

Room Avedon C and D

FOR CLINICAL TRIALS IN ONCOLOGY Time 4:00 pm —6:00 pm

Health Outcomes Committee Meeting Agenda

e Meeting available by teleconference: Dial 800-501-8979, Access Code: 9060180

¢ Slide presentations will not be posted on the Alliance website, but can be requested from the CCP
Program Manager (lafky.jacqueline@mayo.edu).

Chairs: Amylou Dueck, PhD and Michelle Naughton, PhD

Vice-Chairs: Ronald Chen, MD and Gita Thanarajasingam, MD

Time Description/Title Presenter

4:00 Welcome and Announcements Amylou Dueck, PhD

Michelle Naughton, PhD

4:05 Committee Goals and Progress Amylou Dueck, PhD
Michelle Naughton, PhD

Data Visualization Mini-Symposium

4:15 TBD Michael Brundage, MD, MSc
4:40 Describing the patient experience with Bellinda King-Kallimanis,
visualizations in an FDA drug review: A case PhD
study
5:05 TBD Arlene Chung, MD, MHA
Was-It-Worth-It (WIWI) Assessment
5:30 ISOQOL Abstract and WIWI Manuscript Gita Thanarajasingam, MD
5:45 WIWI Open Discussion Moderated by

Amylou Dueck, PhD
Michelle Naughton, PhD

6:00 Adjourn

Notation Iltems
. Study Tracker
ll. Publications Since May 2019 Meeting
Health Outcomes — Primary Committee
e Basch, E., C. Becker, L. Rogak, P. Spears, M. L. Smith, D. Schrag, M. Gounder, M. Mahoney, G.
Schwartz, A. Bennett, T. Mendoza, C. Cleeland, J. Sloan, D. Bruner, G. Schwab, T. Atkinson, G.
Thanarajasingam, M. Bertagnolli and A. Dueck (Accepted 7/26/2019). "Development of a Composite
Scoring Algorithm for the National Cancer Institute’s Patient-Reported Outcomes version of the
Common Terminology Criteria for Adverse Events (PRO-CTCAE)." ISOQOL 2019 Annual Meeting .
e Cerhan, J. H,, S. K. Anderson, A. M. Butts, A. B. Porter, K. Jaeckle, E. Galanis and P. D. Brown (Jul
2019). "Examiner accuracy in cognitive testing in multisite brain-tumor clinical trials: an analysis from
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the Alliance for Clinical Trials in Oncology." Neurooncol Pract 6(4): 283-288. PMID: 31386061.
PMC6660817.

Deshields, T. L., A. C. Dueck, K. Rogers, J. R. Brown, T. Shanafelt, D. Mintzer and J. C. Byrd (Mar
27 2019 Epub ahead of print). "Perceived risk for cancer progression and psychological status in
chronic lymphocytic leukemia patients: CALGB 70603 (Alliance)." Leuk Lymphoma: 1-4. PMID:
30916608. PMC6764912.

Health Outcomes — Secondary Committee

Cathcart-Rake, E., J. O. Connor, J. L. Ridgeway, C. R. Breitkopf, M. G. Lois J, E. A. Olson, J. S.
Kaur, K. Leventakos and A. Jatoi (Accepted 9/8/2019). "Querying Cancer Patients About Sexual
Health and Sexual and Gender Minority Status: A Qualitative Study of Healthcare Providers."
American Journal of Hospice and Palliative Medicine

Cathcart-Rake, E., J. M. O'Connor, A. Jacobson, L. McGuire and A. Jatoi (Aug 22 2019 Epub ahead
of print). "How (and why) to ask the older cancer patient about sexual health and sexual minority
status." J Geriatr Oncol PMID: 31447290.

Dukes, K., A. T. Seaman, R. M. Hoffman, A. J. Christensen, N. Kendell, A. L. Sussman, M. Velez-
Bermudez, R. J. Volk and N. A. Pagedar (Aug 13 2019 Epub ahead of print). "Attitudes of Clinicians
about Screening Head and Neck Cancer Survivors for Lung Cancer Using Low-Dose Computed
Tomography." Ann Otol Rhinol Laryngol PMID: 31409114.

Galanis, E., S. K. Anderson, E. L. Twohy, X. W. Carrero, J. G. Dixon, D. D. Tran, S. A. Jeyapalan,
D. M. Anderson, T. J. Kaufmann, R. W. Feathers, C. Giannini, J. C. Buckner, P. Z. Anastasiadis and
D. Schiff (Jul 10 2019 Epub ahead of print). "A phase 1 and randomized, placebo-controlled phase 2
trial of bevacizumab plus dasatinib in patients with recurrent glioblastoma: Alliance/North Central
Cancer Treatment Group N0872." Cancer PMID: 31290996.

Sio, T. T., M. J. Blanchard, P. J. Novotny, S. H. Patel, J. M. Rwigema, L. D. Pederson, L. A. McGee,
M. E. Gamez, G. R. Seeger, J. A. Martenson, Y. Grover, M. A. Neben Wittich, Y. I. Garces, R. L.
Foote, R. C. Miller and M. Y. Halyard (2019). "N-Acetylcysteine Rinse for Thick Secretion and
Mucositis of Head and Neck Chemoradiotherapy (Alliance MC13C2): A Double-Blind Randomized
Clinical Trial." Mayo Clin Proc 94(9): 1814-1824. PMID: 31405750. PMC6742495.

Smith, E. M. L., T. Banerjee, J. J. Yang, C. M. Bridges, P. Alberti, J. A. Sloan and C. Loprinzi
(May/Jun 2019). "Psychometric Testing of the European Organisation for Research and Treatment
of Cancer Quality of Life Questionnaire-Chemotherapy-Induced Peripheral Neuropathy 20-ltem
Scale Using Pooled Chemotherapy-Induced Peripheral Neuropathy Outcome Measures
Standardization and Alliance for Clinical Trials in Oncology A151408 Study Data." Cancer Nurs
42(3): 179-189. PMID: 29649081. PMC6185825.

Smith, E. M. L., N. Zanville, G. Kanzawa-Lee, C. Donohoe, C. Bridges, C. Loprinzi, J. Le-
Rademacher and J. J. Yang (Jul 2019). "Rasch model-based testing of the European Organisation
for Research and Treatment of Cancer (EORTC) Quality of Life Questionnaire-Chemotherapy-
Induced Peripheral Neuropathy (QLQ-CIPN20) using Alliance for Clinical Trials in Oncology
(Alliance) A151408 study data." Support Care Cancer 27(7): 2599-2608. PMID: 30460399.
PMC6527492.

Terstriep, S. A., J. Wacker, C. Quinlan, K. Pochardt and E. M. Basch (Sep 2019). "Use of Remote
Symptom Monitoring with Breast Cancer Survivors using Patient Reported Outcome Measures
through Epic Mychart." J Clin Oncol 37(abstr 208).

Trifiletti, D. M., K. V. Ballman, P. D. Brown, K. Anderson, X. W. Carrero, J. H. Cerhan, A. C. Whitton,
J. Greenspoon, I. F. Parney, N. N. Laack, J. B. Ashman, J.-P. Bahary, C. G. Hajipanayis, J. J.
Urbanic, F. G. B. ll, E. Farace, D. Khuntia, C. Giannini, J. C. Buckner, E. Galanis and D. Roberge
(Accepted 4/26/2019). "Optimizing whole brain radiotherapy dose and fractionation: Results from a
prospective phase Ill trial (NCCTG N107C (Alliance)/CEC.3)." ASTRO 2019 Annual Meeting.
Zhang, T., K. V. Ballman, A. D. Choudhury, R. C. Chen, C. Watt, Y. Wen, H. Emamekhoo, S. Gupta,
M. J. Morris, D. J. George and T. K. Choueiri (Jun 2019). "PDIGREE: An adaptive phase 3 trial of
PD-inhibitor nivolumab and ipilimumab (IPI-NIVO) with VEGF TKI cabozantinib (CABO) in
metastatic untreated renal cell cancer (Alliance A031704)." J Clin Oncol 37(abstr TPS4596).
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Committee Members as of October 9, 2019

"Amylou Dueck, PhD

Akiko Chiba, MD

Li-Wen Huang, MD

Diane St. Germain, RN,

(Co-Chair) MS, CRNP
?"C'gf‘g'r';i'r\;aughm”’ PhD Selina L. Chow, MD 2Joleen M. Hubbard, MD ?Hanna Sanoff, MD, MPH

“Ronald Chen, MD, MPH
(Co-Vice Chair)

3Laura Cleveland

Heather S. Jim, PhD

Deborah Schrag, MD

*Gita Thanarajasingam, MD
(Co-Vice Chair)

?lvana T. Croghan, PhD

?Barbara Kleiber

Charles L. Shapiro, MD

Araba Adjei, PhD

*Teresa K. Deshields, PhD

Heidi Klepin, MD

*Terence Sio, MD

Timothy A. Ahles, PhD

Deborah Dickman

Kelsey A. Klute

'Jeffrey A. Sloan, PhD

Terri S. Armstrong, PhD, ANP-
BC, FAANP, FAAN

Michael A. Diefenbach, PhD

Leslie Kohman, MD

Fabrice Smieliauskas,
PhD

Thomas Atkinson, PhD

Elena Elkin, PhD

Jacqueline M. Lafky, MS

Angela Stover, PhD

Ethan M. Basch, MD

Andrea Enzinger, MD

1Brittny T. Major, MS

John Taylor, MA

2Antonia Bennett, PhD

Josephine L. Feliciano, MD

'Gina L. Mazza, PhD

Shelby A. Terstriep, MD

Anne Blaes, MD

3Sandra Finestone

Caitlin Murphy, PhD, MPH

Srinivas Vourganti, MD

A/ictoria Blinder, MD

"2Nathan Foster, MS

Ryan Nipp, MD

Rahma Warsame, MD

?paul D. Brown, MD

Amanda Francescatti, MS

Oreofe O. Odejide, MD

Rachel Wills

Jan C. Buckner, MD

'Briant F. Fruth

Jeffrey M. Peppercorn, MD, MPH

Melisa Wong, MG

Wanda M. Burdette, RN, OCN,
CCRP

?Lucy Gansauer, RN, MSN, CPSO,
OCN

Allison Quick, MD

William A. Wood, MD,
MPH

2Jane Cerhan, PhD

Apar Ganti, MD

Shoshana M. Rosenberg, ScD

Nathan Y. Yu, MD

George J. Chang, MD

'Brenda Ginos

%Ashley E. Rosko, MD

Tyler Zemla, MS

Cristina M. Checka, MD

Michele Y. Halyard, MD

Kathryn Ruddy, MD

Statistician ~ “Liaison

°Patient Advocate
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