
 

 

 

 

August 17, 2011 

 

Margaret Hamburg, MD 

Commissioner 

Division of Dockets Management (HFA-305) 

Food and Drug Administration 

5630 Fishers Lane  

Room 1061  

Rockville, MD  20852 

 

Re: Docket No. FDA-2011-D-0215; Draft Guidance on In Vitro Companion 

Diagnostic Devices   

 

Dear Commissioner Hamburg: 

 

The National Health Council (NHC) appreciates the opportunity to submit 

comments on the Food and Drug Administration’s (FDA) draft guidance on in 

vitro companion diagnostic devices. Diagnostic tests play a critical role in 

informing treatment planning for people with chronic conditions, and we 

support efforts by FDA to clarify regulatory processes to facilitate continued 

innovation in this important area.     

 

The NHC is the only organization of its kind that brings together all segments of 

the health care 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, 

its core membership includes approximately 50 of the nation’s leading patient 

advocacy groups, which control its governance. Other members include 

professional societies and membership associations, nonprofit organizations 

with an interest in health, and major pharmaceutical, medical device, 

biotechnology, and insurance companies. 

 

It is widely known that many drugs are effective in only a segment of the 

intended patient population and that the remaining patients are exposed to 

potentially harmful and toxic side effects with no commensurate benefit.  The 

NHC views diagnostic tests as playing a central role in eliminating this “one-

size fits all” approach to treatment.  As such, we commend FDA in releasing its 

guidance on companion diagnostic tests. While we view the issuance of this 

guidance as a major step forward, we ask FDA to provide additional 

clarification in the following two areas:  
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• Contemporaneous approval of the therapeutic and diagnostic. FDA’s guidance 

encourages sponsors to meet with relevant device and therapeutic product review divisions 

early in the development process to facilitate coordinated approval of both the therapeutic 

and diagnostic. However, the guidance does not define any new process for working across 

the different divisions. Timelines for drug approvals and diagnostic approvals can vary 

substantially; how relevant review divisions will address this challenge should be clarified 

in final guidance. To truly achieve coordinated and reliable collaborations, FDA should 

establish a formal mechanism to ensure coordination between Agency staff and those 

seeking contemporaneous approval of the therapeutic and diagnostic.  This will also ensure 

that stakeholders that support companion diagnostics will have a single point of contact in 

engaging with FDA.   

 

• Exceptions in which FDA may approve a therapy before the approval of its 
corresponding diagnostic. FDA’s guidance cites two exceptions under which FDA may 

approve a therapy before approval of the diagnostic. One exception cited in the guidance 

document is when the therapy is intended to treat a serious or life-threatening disease or 

condition for which there is no available or satisfactory treatment and when the potential 

benefits outweigh the risks of not having a cleared or approved companion diagnostic. We 

support this exception, but FDA should further delineate a clear criteria and process 

governing this determination.  Balancing benefit-risk is vital. FDA serves the general public 

and addresses the needs of individual patients.  The patient community asks for a way to 

consider benefit-risk assessments of new drugs that incorporates input from patients and that 

takes into consideration the size of the population affected, the range of existing treatment 

alternatives available to those patients, and the risks of living with that specific condition. 

 

Finally, while the focus of this guidance document was on review procedures, what remains 

unclear are FDA’s expectations with regard to the types of clinical trials and level of evidence 

needed to validate a companion diagnostic test. We encourage FDA to address this issue in 

future guidance. We also urge the FDA to finalize the Qualification Process of Drug 

Development Tools draft guidance document, published in October 2010, to stimulate 

acceptance of biomarkers in the drug development and regulatory process.  

 

We would like to thank you for this opportunity to share our comments. Please do not hesitate 

to contact Eric Gascho, our Associate Director 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,  

 

 

Myrl Weinberg, FASAE, CAE 

President


