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1. To the extent consistent with the protection of the public health and safety and with ethical standards, 

it is the purpose of this subsection to encourage the development and commercialization of innovative 
diagnostic tests that address significant unmet medical needs. 

 

Comment: In contrast to novel drugs and medical devices, the menu of in-vitro diagnostic tests that are widely 

utilized by medical practitioners has changed little over the past 30 years, especially for difficult-to-treat diseases like 

cancer and Alzheimer’s.    Regulatory burdens and uncertainty, low and unpredictable reimbursement, and weak 

patent protection discourage investment in diagnostic innovation by venture capitalists and large companies.  The 

recent FDA Draft Guidance on regulating Laboratory Developed Tests has brought to a near standstill what little 

investment interest there was for innovative diagnostic development.  The purpose of this legislation is to jump start 

investment in and product launches by companies (especially small businesses) developing innovative tests that 

address substantial unmet medical needs.  The Orphan Drug Act, Humanitarian Device Exemption (HDE), and Rare 

Pediatric Diseases Priority Review Voucher Program are the models upon which this proposal is based so as to 

stimulate the largely moribund diagnostics industry.          

 

2. An applicant may submit a provisional premarket approval application under Section 515 of the Federal 
Food, Drug, and Cosmetic Act and maintain said approval provided that the device meets the following 
requirements: 
 

A. The application is for an in vitro diagnostic product; 
B. The product is intended to meet a clinically significant medical need which is not adequately met 

by a product that has previously been approved by the Secretary; and 
C. Using criteria established by the Secretary, in consultation with representatives of the 

diagnostics industry including small businesses impacted by this subsection, a limited number 
tests are run on patients each year with the product, with said limited number not to exceed (i) 
20,000 tests per year in the United States, or (ii) more than 20,000 tests per year in the United 
States if there is no reasonable expectation that the cost of developing and making available in 
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the United States the test for the unmet medical need  will likely be recovered from revenues 
received in the United States from said test. 
 

3. The Secretary shall approve an application for a provisional premarket approval application if the 
information contained in the application demonstrates that, the probable benefit to health from the use 
of the device outweighs the risk of injury or illness from its use, taking into account the probable risks 
and benefits of currently available devices or alternative forms of diagnosis if any, as well as the risk of 
having now such diagnostic test; and the applicant must demonstrate that no comparable devices are 
available to treat or diagnose the disease or condition.   
 

4. The requirements and evidentiary burdens required by the Secretary in evaluating and approving 
applications for a provisional pre-market approval shall be no greater than those for a Humanitarian 
Device Exemption unless stipulated otherwise under this section using an application and maintenance 
process to be promulgated by the Secretary. 
 

A. The Secretary shall approve a provisional premarket approval application that meets the 
requirements of this section within 90 days of receipt of the application. 

B. An application that meets the requirements of this section is not subject to the fees set forth in 
this chapter for premarket approval applications if the applicant is a small business.  As used in 
this section a small business is a business with fewer than 100 full-time employees. 

C. An approved provisional premarket approval application is subject to the following 
requirements: 
 

i. A report to be submitted to the Secretary annually which shall contain the information 
prescribed by the Secretary describing the marketing experience and real-world clinical 
performance, of the device, including any adverse events. 

ii. The labeling must state that although the device is authorized by Federal Law, the 
effectiveness of the device for the specific indication has not been conclusively 
demonstrated. 

iii. That healthcare providers using the test must provide written confirmation that they 
understand the aforesaid labeling requirement. 

iv. A holder of a provisional approval shall maintain records of the names and addresses of 
the healthcare providers that use the test and any adverse events, with said records to 
be made available to the Secretary upon request. 
 
 

5. The provisional approval expires five years from the date that it was approved, provided, however, that 
the applicant may request that the Secretary grant one or more two year extensions upon 
demonstration that the cost of developing and making available in the United States the test for the 
unmet medical need have not been recovered from revenues received in the United States from said 
test. 
 
 

6. Nothing in this provision precludes the holder of a provisional premarket approval application or any 
other entity from submitting a non-provisional premarket approval application for the same or a 
substantially similar intended use. 
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Comment: The above sections 2-6 create a commercial and regulatory “on-ramp” for genuinely innovative diagnostic 

tests (whether an LDT or IVD) that address compelling unmet medical needs.  Tests of this nature are rarely 

commercialized largely due to fears of unpredictable, burdensome, and delayed approval processes by FDA.  As with the 

HDE, a Provisional approval would be for a limited number of tests per year and would sunset after 5 years which can be 

extended by FDA.  The cost development recovery language is borrowed from the Orphan Drug Act as the economic 

impediments to commercializing novel diagnostics today are very similar to those of developing drugs to treat rare 

diseases.  

7. An entity that invests at least $5 million in one or more small businesses that receive a provisional pre-
market approval under this section shall receive a transferrable priority review voucher that entitles the 
holder of the voucher to priority review of a single human drug application submitted under §505(b)(1) 
or 551(a) of the Public Service Act.  As used herein, said entity may be a corporation, partnership, or 
individual.   

 

Comment: Whereas large pharmaceutical companies and venture capital firms routinely invest in small biotech 

companies developing novel drugs or medical devices, such investments are very rarely made into start-ups focused 

on innovative in-vitro diagnostics.  The above provision, modeled after the recently implemented “Priority Review to 

Encourage Treatments for Rare Pediatric Diseases” (21 USC 360ff) would dramatically reverse this trend.  Drug 

companies would invest in companies developing companion diagnostics to one of their products and use the 

voucher for expedited FDA review for any product in their pipeline. Venture capital firms and Angel investment 

groups could sell the vouchers to large pharmaceutical companies thereby offsetting the perceived risk of investing in 

diagnostics start-ups.  

 
8.  If the Secretary (a) approves an application for a provisional pre-market approval filed pursuant to this 

section, or (b) issues a non-provisional pre-market approval under section ____ of the __  Act  for an 
innovative  diagnostic test that addresses a significant unmet medical need, the Secretary may not 
approve another application under section ___  or issue another license under section 510(k) of the ___ 
Act for a similar test until the expiration seven years from the date of the approval of the innovative 
test.  The Secretary may, however, during the seven-year period grant an approval to one or more other 
tests that makes substantial, but not incremental, improvements to the innovative tests otherwise 
granted exclusivity under this section.  

Comment: This non-patent exclusivity incentive, borrowed from the very exclusivity provisions Orphan Drug Act that 

have been proven successful, is needed since patent protection for most novel diagnostic tests is all but unavailable 

as a result of several recent Supreme Court decision including Myriad v. AMP and Prometheus v. Mayo.  

 

9. The Secretary shall permit applicants of a provisional pre-market approval to request and receive, 
together with the provisional approval under this subsection, a national coverage with evidence 
development determination for Medicare and Medicaid for the product.    
 

A. The coverage with evidence development determination under this subsection shall be available 
for in vitro diagnostic products used in screening, prevention, or early detection of a disease or 
illness as well as products used for diagnosing illness or injury.  

B. The Secretary shall permit applicants who receive coverage with evidence development under 
this subsection to provide reasonable compensation to healthcare providers who use the in vitro 
diagnostic products and assist the applicant with post-market surveillance,                           Page 3      



 

adverse event reporting, and other patient data useful for demonstrating the safety, efficacy, 
and clinical utility of the product.    
 

Comment: These sections would codify an important new practice being implemented by CMS and FDA for simultaneous 

reimbursement and regulatory approval.  It would also codify the important “Coverage with Evidence Development” 

(CED) model that has been discussed by CMS but rarely implemented.  It would also permit CEDs for screening tests 

which have largely been excluded from Medicare and Medicaid coverage with limited exceptions.    Finally the proposed 

language would allow physicians to be compensated for assisting with post-market surveillance without violating the 

anti-kickback laws.  

 

# # # # # #  
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