Clinical Outcome Assessments (COA) Qualification Program
DDT COA#000071: PneumoniaPatient-Reported Outcome Measure
(PNEUMO-PRO)

May 4, 2017 Update

l. Administrative Information
Date: May 3, 2017

Attention: CDER Central Document Room
5901-B Ammendale Road
Beltsville, MD 20705-1266

Subject: DDT QUALIFICATIONSUBMISSION

DDT Type: CLINICALOUTCOME ASSESSMENT-PATIENT REPORTED OUTCOME
(PRO)

DDT Tracking Record Number: DDT COA 071
Submssion Type: INITIAL BRIEFINGPACKAGE

DDT Name(s): HOSPITAL-ACQUIRED BACTERIALPNEUMONIA (HABP)PATIENT-
REPORTED OUTCOME INSTRUMENT

Context ofUse: The Foundation for the National Institutes of Health Biomarkers Consortium
(FNIH BC) s proposing to develop a patient-reported outcome (PRO) instrument to assess
symptoms of HABP and their impact on how patients with HABP feeland function. Basedon
researchconducted by FNIH BC it & clear that current clinical trial endpoints do not drrectly
capture patient-reported benefits of treatment n HABP and do not meet the defnition of well
defined and reliable as specified n FDA regulations;t therefore, the development of a PRO n
this specific patient population s needed.

Que stionfor CDER:

1. Does the CDER committee agree that the methodology used to develop the HABP PRO
measure, as described in ths IBP, was appropriate?

2. Basedon the completed and ongoing development procedures and findings detailed in
ths IBP, does the CDER committee agree there 5 good content validity of the draft
HABP PRO measure?

3. The qualitative data support the use of items from the CABP PRO instrument in HABP
patients. This finding suggests the use of a unified PRO instrument for both types of
pneumonia. Does the CDER committee agree?



t Foundation fr the National Institutes of Health Biomarkers Consortium—HABP/ VABP Working Group. Interim considerations r clinical
trial design fr the study of hospital-acquired bacterial pneumonia and ventilator-associated bacterial pneumonia. July15, 2013. Submission to
Docket FDA-2013-N-0556.

Submitte r Contact Information:

ICON Commercialization and Outcomes

Kellee Howard, MA, MSc

Senior Principal, Clinical Outcomes Assessments
456 Montgomery St. Suite 2200

San Francisco, CA 94104

Phone: (226) 647-0629

Fax: (415) 856-0840

Email: kellee.howard@iconplc.com

Foundation for the National Institutes of Health Biomarkers Consortium (FNIH BC)*
Steve Hoffmann, MS

Scientific Program Manager, Research Partnerships

9650 Rockvile Pike

Bethesda, MD 20814

Phone: (301) 443-2102

Fax: (301) 480-2752

Emaill:  shoffmann@fnih.org

*A complete st of FNIH BC working group members can be found in Appendix A.
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AppendixA
Contact Group Name:

Members:

Jeff Alder

Mari Ariyasu
BarryEisenstein
HelenBoucher

Sue Cammarata
Lynn Connolly

Ed Cox

Stephanie Cush
Aaron Dane

Anita Das

Carisa Stadlman De Anda
Dennis Dixon

Mike Dudley

Roger Echols

Janet Ehlert

Mark Eisner

Tom File

Tom Fleming

Dean Follman

David Friedland
lanFriedland

Steve Hoffmann
Maria Arantxa Horga
Kellee Howard
Nicholas Kartsonis
Achim Kaufold

Amy Kindrick

Marc Lesnick

Lily Llorens

Jeff Loutit

Carole Miller

Paul McGovern
Philippe Prokocimer
John Powers (NIH) [C]
John Rex

Daniel Rubin

Elyse Seltzer

Claire Sherman
Anthony Suffredini
George H. Talbot (Chair)
Joseph Toerner
Antoni Torres

HABP VABP Project Team

Bayer

Shionogi

CARB-X

IDSA

Melinta

Achaogen
FDA/CDER

FNIH

Consultant
Statistical Consultant
Merck

NIH/NIAID

The Medicines Company
Shionogi

Shionogi

Genentech

Summa Heath
University of Washington
NIH/NIAID
Consultant
Achaogen

FNIH

Roche

ICON

Merck

Basilea

Genentech

Shionogi

Cerexa

Consultant
FDA/CDER

Paratek

Consultant

George Washington University
F2G, Ltd.

FDA/CDER

Nabriva

Theravance

NIH/CC

Talbot Consultants
FDA/CDER
University of Barcelona
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Larry Tsai Tetraphase
Michele Wible Pfizer

Richard Wunderlink Northwestern University
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