
 
 
 

 
March 14, 2016 
 
The Honorable Robert Califf, MD 
Commissioner  
Food and Drug Administration 
Division of Dockets Management (HFA-305) 
5630 Fishers Lane, Room 1061 
Rockville, MD 20852 
 
Re: Clinical Outcome Assessment Compendium (FDA-2015-N-5106) 
 
Dear Dr. Califf: 
 
The National Health Council (NHC) is pleased to respond to the Food and 
Drug Administration’s (FDA or the Agency) request for comments on its pilot 
Clinical Outcome Assessment Compendium (COA Compendium). We 
appreciate the opportunity to provide input and applaud FDA’s efforts to 
further the development of outcomes that are important to and reported by 
patients, as well as their use in clinical trials. 
 
The NHC is the only organization that brings together all segments of the 
health community to provide a united voice for the more than 133 million 
people with chronic diseases and disabilities and their family caregivers. Made 
up of more than 100 national health-related organizations and businesses, the 
NHC's core membership includes the nation’s leading patient advocacy 
organizations, which control its governance and policy-making process. Other 
members include professional and membership associations, nonprofit 
organizations with an interest in health, and representatives from the 
pharmaceutical, generic drug, insurance, medical device, and biotechnology 
industries. 
 
The NHC fully supports the objectives of the pilot COA Compendium to 
“facilitate communication and to provide clarity and transparency to drug 
developers and the research community” regarding clinical outcome 
assessment information. The NHC commends the FDA’s continued 
encouragement of the use of patient-reported outcomes (PROs) in clinical trials 
and efforts to enhance the transparency of the drug development and approval 
processes for the benefit of patients. The pilot COA Compendium is a valuable 
step toward meeting these goals.  
 
The NHC believes that the utility of the pilot COA Compendium would be 
greatly enhanced by clarifying the level of patient input that was used to 
identify certain outcomes. A researcher or sponsor may mistakenly believe that 
the listed PROs included in the pilot COA Compendium are patient-centered 
or patient-identified outcomes (i.e., identified by patients as outcomes they 
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care most about). We believe this distinction should be further explained to prevent readers from 
assuming that by using a listed PRO, their clinical trials are therefore patient-centered or patient-
identified.  
 
Additionally, the Compendium would be strengthened by greater clarity from the Agency 
regarding how the outcome assessments can and cannot be used. This may prevent stakeholders 
from inappropriately relying on the Compendium in unintended ways (e.g., as a list of outcomes 
that can be used in any context). FDA should explicitly define appropriate uses for the 
Compendium and its listings, as well as specific warnings in the Compendium itself as to uses 
for which the pilot COA Compendium are not suited. For example, there must be clear 
disclaimers that outcomes that have been validated for a single context are not necessarily 
validated for all contexts of use. 
 
The NHC has long supported the development and use of outcomes that are important to 
patients. We feel that with additional enhancements and safeguards, the COA Compendium can 
be a useful tool to encourage research that matters most to patients. We look forward to the 
FDA’s continued efforts to encourage this type of research and foster transparency. 
 
Please do not hesitate to contact Eric Gascho, the NHC’s Vice President of Government Affairs, 
if you or your staff would like to discuss these issues in greater detail. He is reachable by phone 
at 202-973-0545 or via e-mail at egascho@nhcouncil.org.  
 
Sincerely, 
 
 

 
Marc M. Boutin, JD 
Chief Executive Officer 
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