
 

 

 

 

 

February 2, 2015 

 

The Honorable Margaret A. Hamburg, MD 

Commissioner  

U.S. Food and Drug Administration 

5630 Fishers Lane, Room 1061 

Rockville, MD 20852 

 

Re: Docket No. FDA -2011-D-0360 for Draft Guidance For Industry, Food and 

Drug Administration Staff, and Clinical Laboratories: Framework for 

Regulatory Oversight of Laboratory Developed Tests (LDTs)  

 

Dear Commissioner Hamburg: 

 

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 as well as their family caregivers. 

Made up of more than 100 national health-related organizations and 

businesses, its core membership includes 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 health 

insurance companies. 

We support appropriate enforcement of regulatory requirements to certain 

laboratory developed tests (LDTs). We agree that a risk-based framework with 

a phase-in implementation timeline is a balanced way of achieving this goal. 

Such a framework, if well designed, can appropriately protect patient safety 

while fostering innovation, supporting flexibility to address patient needs, and 

helping ensure access to these tests. Given that the risk to a patient of an 

inaccurate test result varies widely among tests, we believe that a framework 

for regulatory oversight based on a test’s risk determination is a reasoned 

approach.  

 

For many tests, current Clinical Laboratory Improvement Amendments (CLIA) 

regulations that govern laboratory practice do not extend far enough to ensure 

safety and efficacy. For example, CLIA oversight does not guarantee that tests 

are clinically valid, does not require that tests are reviewed before they are 

used with patients, and does not require reporting of adverse events associated 

with the use of these tests. 
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It is critical that FDA protect patient safety without jeopardizing patient access to these important 

tests. Diagnostic tests are important tools used to diagnose, monitor and care for those living 

with many chronic diseases and disabilities. Given that patients and physicians rely on the results 

of these tests to inform patient care decisions, it is imperative that these tests are accurate and 

safe.  

 

We support FDA’s proposal to continue certain enforcement discretion for some types of tests, 

including low-risk (Class I) LDTs, “traditional LDTs,” LDTs for rare diseases, and LDTs for 

unmet needs when no FDA cleared/approved alternative exists. For these tests, we note that the 

requirement to report adverse events is crucial for ensuring patient safety. For other types of 

tests, we support the agency’s proposed approach to prioritize regulatory oversight of these tests 

based on a test’s level of risk to the patient. We agree that, in general, a higher level of risk to the 

patient warrants greater regulatory requirements. This will help ensure that these tests are safe 

and effective, are of sufficient quality, are followed to identify adverse events, and are proven to 

be both analytically and clinically valid prior to marketing. We commend the agency’s stated 

commitment to using a public process to classify LDTs based on the risk to patients. We believe 

that the patient perspective informs these decisions, and we urge the agency to include at least 

one patient representative on each LDT risk determination expert advisory panel. 

 

We are concerned by the fact that currently, physicians and patients may not know whether their 

test results have come from a test that was evaluated by FDA. We support FDA’s proposed 

approach to make data about LDTs (“notification data”) publically available. We agree that 

patients and physicians will benefit from access to this information. To optimize the value to 

stakeholders, we ask FDA consider (1) updating the public list promptly as new information is 

added or updated, and (2) formatting the data so that the public can easily search and view the 

information.  

 

We commend the agency for issuing draft guidance and taking the first step to develop and 

implement a predictable and reasonable policy of regulatory oversight of LDTs to assure the 

safety and effectiveness of LDTs and protect patients.  

 

Please do not hesitate to contact Eric Gascho, our Assistant 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. You may also reach me on my 

direct, private line at 202-973-0546 or via e-mail at mweinberg@nhcouncil.org. 

 

Sincerely, 

 

 

 

Myrl Weinberg, FASAE, CAE 

Chief Executive Officer 
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