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Analgesic, anesthetic, and addiction Clinical Trial translations, innovations, opportunities, and networks 
Chemotherapy-induced peripheral neuropathy (CIPN) Trial Design Considerations
AGENDA

March 23 and 24, 2017
Westin City Center, Washington, DC
Wednesday, March 22, 2017

7:00 PM
RECEPTION AND DINNER (at the Westin)
Thursday, March 23, 2016

7:30 – 8:00 AM
CONTINENTAL BREAKFAST


8:00 – 8:15 AM
Introduction and Meeting Objectives
· Roy Freeman, MD

8:15 – 8:30 AM
Introduction to ACTTION
· Robert Dworkin, PhD


8:30 – 9:00 AM
Overview of CIPN
· Joanna Brell, MD

9:00 – 9:30 AM

Predictors of CIPN
· Patrick Dougherty, PhD

9:30 – 10:00 AM
Regulatory perspective on CIPN – Division of Oncology Products

· Lynn Howie, MD

10:00 – 10:30 AM
BREAK 


10:30 – 11:00 AM
Regulatory perspective on CIPN – Division of Anesthesia, Analgesia, and Addiction Products
· Pamela Horn, MD


11:00 AM – 12:00 PM
Q & A and Panel Discussion
· Moderator: Robert Dworkin, PhD
· Joanna Brell, MD; Daniela Dastros-Pitei, MD; Patrick Dougherty, PhD; Sharon Hertz, MD; Pamela Horn, MD; Lynn Howie, MD  

12:00 – 1:00 PM
LUNCH

1:00 – 1:30 PM
Methodological Challenges of Studying CIPN during Chemotherapy
· Jennifer Gewandter, PhD, MPH

1:30 – 2:00 PM
Methodological Challenges in CIPN Trial Design - Discussants
· Scott Evans, PhD
· Michael McDermott, PhD
· Yan Zhou, PhD

2:00 PM – 2:30 PM
BREAK

2:30 PM – 4:00 PM
Q & A and Panel Discussion
· Moderator: Roy Freeman, MD
· Scott Evans, PhD; Jennifer Gewandter, PhD, MPH; Matthew Jarpe, PhD; Michael McDermott, PhD; Ellen Smith, PhD, APRN, AOCN, FAAN; Yan Zhou, PhD

7:00 – 9:00 PM
DINNER
Friday, March 24, 2017

7:30 – 8:00 AM
CONTINENTAL BREAKFAST


8:00 – 8:30 AM
NIH perspective on CIPN 

· Ann O’Mara, PhD, RN, MPH

8:30 – 9:00 AM
Patient-reported Symptom Outcome Measures of CIPN 
· Guido Cavaletti, MD 


9:00 – 9:30 AM
Clinician-reported Sign Outcome Measures of CIPN 
· Gordon Smith, MD, FAAN


9:30 – 10:30 AM
Q & A and Panel Discussion
· Moderator: Jennifer Gewandter, PhD, MPH
· Guido Cavaletti, MD; Ann O’Mara, PhD, RN, MPH; Gordon Smith, MD, FAAN

10:30 AM – 11:00 PM
BREAK 

11:00 – 12:00 PM
Panel Discussion: Identifying Barriers to Enrollment in CIPN Trials During Chemotherapy 

· Moderator: Ellen Smith PhD, APRN, AOCN, FAAN 
· James Cleary, MD, PhD; Paul Richardson, MD; Patrick Wen, MD; Charles Loprinzi, MD
12:00 AM – 1:00 PM
Lunch

1:00 PM – 3:30 PM
Consensus Discussion 


Objective - Outline considerations for: (1) designs of CIPN prevention, disease modifying and symptomatic treatment trials and (2) future research to improve the measurement and methodology of CIPN trials.
· Roy Freeman, MD and Jennifer Gewandter, PhD, MPH
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