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The National Center for Health Research (NCHR) is a non-profit organization which conducts 

original research to better inform policy makers, health professionals, and patients.   NCHR 

accepts no funding from any entity which manufactures or distributes medical products.  

We appreciate the opportunity to comment on this draft guidance.  We note that this draft 

guidance applies to low-to-medium risk medical devices, which concerns us because many Class 

II devices are permanent implants that have the potential to cause permanent harm to patients.  In 

fact, our research indicates that even Class I devices have been subjected to high-risk recalls by 

the FDA due to the potential for causing death or permanent harm.
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We have several serious concerns about the draft guidance.  First, Original Equipment 

Manufacturers (OEM) are accountable for the efficacy and safety of their medical devices.  FDA 

standards require that devices manufactured by OEM’s comply with relevant regulatory 

standards.  OEMs are required to track, monitor, and report product issues to FDA.  Overseeing 

the OEMs and their reporting are FDA’s responsibility to ensure patient safety. 

Second, in the past FDA has had the opportunity to review the work of any third party reviewer, 

and reject it if deemed inadequate or shoddy.  In fact, the agency has often found problems with 

the third party reviews.  The proposed guidance would sharply reduce the agency’s oversight of 

third party reviews, which will clearly compromise safety.  Even if certified as qualified, third 

party review companies have an inherent conflict of interest: If their standards are too high, no 

device company will hire them and they will go out of business.  The system is similar to the EU 

regulation of medical devices, which has resulted in very harmful decisions, such as the 

clearance of the PIP breast implants that were found to use non-medical grade silicone.
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addition, investigative reporters recently obtained CE clearance for a “surgical” mesh that was 

made out of a plastic mesh bag used for oranges. 

 Transparency is also a crucial factor.  Currently, third party review companies are not required 

to clearly label an OEM device indicating that a critical repair has been completed by someone 

other than the OEM.  Once that repair is made, the device is no longer the same device that was 

approved or cleared by FDA.  It is important that this chain of accountability is not broken or 

interrupted. 

https://www.youtube.com/watch?time_continue=16&v=tZUzmA32Lbo


While we understand the desire of FDA officials to reduce medical device review times and 

reduce the burden on FDA staff and industry, the 510(k) program already is a quick way to get 

devices to market and the device industry has clearly benefitted from it.  The 510(k) pathway has 

been widely criticized by the Institute of Medicine, physicians, patients, and the media for its 

lack of clinical trials and lack of scientific evidence.
v
  Despite its weaknesses, the 510(k) 

pathway is considered superior to the EU regulatory system, however.  By reducing the “burden” 

for FDA staff and industry, the proposed guidance increases the burden on patients and doctors 

to figure out which devices are safe and which are not.  This would clearly put U.S. patients at 

greater risk.  

FDA has not demonstrated that its proposed changes to the third party review pathway of Class I 

and Class II devices will benefit patients.  By definition, 510(k) devices only rarely are 

substantially superior to recent predicates.  Speeding up the process of clearance is not 

demonstrated to benefit patients.  Moreover, with registries, NEST, and other planned efforts to 

improve post-market surveillance still far from effectively implemented, any loosening of 510(k) 

regulations is very premature.  

Finally, we note that Commissioner Gottlieb responded to recent media criticism of CDRH 

regulations by promising improvements to the 510(k) pathway to ensure patient safety.  The third 

party review program clearly moves in the opposite direction, reducing patient safety, rather than 

protecting patients from potentially harmful devices.   We strongly oppose it for that reason.   
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