
 

 

Provisions of the Draft PATIENTS’ FDA Act Strongly Opposed by Public Citizen 

 

A. Provisions that would endanger patients by weakening the oversight of medical products: 

 

• Sec. 201: Would significantly lower the safety and efficacy standards for the Food and 

Drug Administration’s (FDA’s) premarket clearance or approval of medical devices in the 

following ways:   

o Would dangerously lower the standard for approving medical devices by mandating 

that the assessment of safety and effectiveness be based solely on the biased 

perspective of a reasonable patient in the intended use population who would 

assign the most value to the effect of the purported effect of the device regardless 

of the possible or probable risks. 

o Instead of requiring medical device companies to prove that their products are safe, 

the FDA would have to prove that the products under review are unsafe and that 

their risks outweigh their potential benefits. Such a provision would turn current law 

on its head. 

o Would weaken the safety of medical devices approved under the premarket 

approval (PMA) process or cleared under the 510(k) process by further constraining 

the FDA through the expansion of the application of standards least burdensome to 

industry 

• Sec. 302: Would weaken medical device safety by exempting moderate- and high-risk 

devices — including  devices that are permanently implanted, life-sustaining, or life-

supporting — from undergoing critically important clinical testing before being sold in 

the U.S. if the devices meet foreign standards that are much less stringent than the 

FDA’s already inadequate standards for approving medical devices.  

• Sec. 303: Would requires all FDA “warning letters” related to drugs or medical devices 

to be reviewed by the agency’s Office of Chief Counsel before being issued to a sponsor, 

clinical research organization, institutional review board, clinical investigators, and many 

other regulated entities. This requirement would dangerously delay the agency from 

addressing serious deficiencies regarding the safety of medical products regulated by 

the FDA that are identified during agency inspections. 

• Sec. 401:  Would undermine the integrity of the FDA’s advisory committee review 

process by weakening prohibitions against members having financial conflicts of 

interest. Moreover, the bill would impose new obligations and reporting burdens on 

prospective advisory panel members. This will discourage un-conflicted clinicians and 

researchers from applying for slots, and tip the balance in favor of scientists and 

clinicians with a vested interest in the outcome of advisory committee reviews.  

• Sec. 502: Would endanger human subjects participating in clinical trials of medical 

devices by placing inappropriate constraints on the FDA regarding the review of 



 

 

investigational device exemptions (IDEs). For example, the FDA would be prohibited 

from disapproving clinical research proposed by a company under an IDE even if the 

FDA believes that the proposed clinical testing of the device won’t provide sufficient 

data to meet the agency’s safety and effectiveness standards needed for clearance or 

approval. 

• Sec. 505: Would weaken medical device safety by exempting companies from 

submitting to the FDA reports under the 510(k) process of certain modifications to 

moderate-risk devices. Over time, medical devices could undergo a series of 

modifications that alter the safety and effectiveness of the device without undergoing 

appropriate review by the FDA.   

• Sec. 506: Would create a significant, dangerous loophole in the medical device 

regulations by allowing any physician or dentist to manufacture and use medical devices 

to treat their own patients without meeting any standards for safety, effectiveness, or 

good manufacturing practices. 

• Sec. 511: Would greatly encourage the unnecessary expansion of the use of third-party 

companies to review 510(k) premarket submissions for medical devices. The use of 

third-party companies for such reviews represents an inherent and dangerous conflict of 

interest. Device firms hire the companies, decide what to pay them, and can choose 

companies that they know will provide the most favorable reviews. 

  

B. Provisions that would waste FDA time and resources and distract the agency from its 

primary mission to protect public health by ensuring the safety and effectiveness of medical 

products: 

 

• Sec. 102 to Sec. 105: Under the guise of “transparency,” would greatly increase the 

reporting burdens on the FDA, diverting staff and resources from their primary mission 

of protecting public health and safety. 

• Sec. 106: Would require that the FDA, within one year of enactment, to review all of the 

agency’s current regulations and guidance documents to ensure consistency with the 

requirements of the Federal Food, Drug, and Cosmetic Act and to other issues, including 

costs. This immense administrative task, for which the agency would receive no 

additional resources, is unnecessary. The FDA’s regulations underwent appropriate 

rulemaking procedures and careful legal review by agency lawyers to ensure compliance 

with applicable statutes, and there was ample opportunity by industry and other 

stakeholders to comment on the costs and raise legal concerns. Any regulations not 

consistent with applicable statutes certainly would have been challenged by industry or 

other affected parties.  

 

Similar reviews have occurred for most FDA guidance documents. Further, as the FDA 

clearly notes in all of its guidance documents, the guidance is not binding on anyone and 

affected parties may use alternative approaches to meet the requirements of applicable 

statutes and regulations. 


