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 COMMENTS 

Modernizing the Food and Drug Administration's 510(k) Program 

[Docket No. FDA-2018-N-4751] 

 
 ….the Agency is looking at ways to promote the use of more recent predicates because it believes that 

newer devices should be compared to the benefits and risks of more modern technology. 

The Medical Device Safety Action Plan cited in this Request for Comments uses the term “evidence” 

29 times in its 15 pages of text, but FDA presents no evidence to support this proposal.  This strikes 

me as odd, because FDA seems otherwise quite taken with “evidence-based” everything: 

…you can have greater efficiency, and a greater assurance of FDA’s gold standard, at the same 

time, if what you’re doing is modern, evidence-based, and rigorous. 

FDA Commissioner Scott Gottlieb, M.D., July 25, 2018 

… the FDA is steadfastly committed to a regulatory path that maintains the agency’s gold standard for 

assuring safety and efficacy. As we develop this evidence-based framework, we’re going to have to 

modernize how we approach certain aspects of these products… 

FDA Commissioner Scott Gottlieb, M.D., July 11, 2018 

…so we can act quickly with manufacturers and healthcare providers to make timelier, evidence-based 

decisions to mitigate device problems and keep patients safe.” 

FDA Commissioner Scott Gottlieb, M.D. and Jeff Shuren, M.D., Director of the Center for Devices and 

Radiological Health November 20, 2010 

In the case of medical devices, active surveillance can allow reviewers, providers, and device manufacturers to 

make timelier, evidence-based decisions when a potential safety signal is detected. 

FDA Commissioner Scott Gottlieb, M.D., November 19, 2018 

It’s critical that we develop objective, evidence-based prescribing guidelines to help assure the proper use 

of opioid analgesics for the cautious treatment of acute pain in appropriate patients. 

FDA Commissioner Scott Gottlieb, M.D., November 13, 2018 

The FDA is seeking comments via www.regulations.gov on the Safety and Performance Based Pathway until 

April 22, as well as “evidence-based suggestions” for performance criteria… 

(Docket FDA-2018-D-1387). 

In stark contrast, the Joint Statement that is also cited in the Request for Comments uses the word “believe” 

12 times in a mere four pages of text.  I’m not sure what to make of this, but I am sure of two things:   

1) I don’t support any proposal to change FDA’s primary regulatory pathway that is not based on 

solid evidence, especially if those changes are likely to affect device safety, and  

2) I could care less about what anyone at FDA believes. 

FDA is considering making public on its website those cleared devices that demonstrated substantial 

equivalence to older predicate devices.  

FDA doesn’t need to consider doing this.  It already does it. CDRH has been posting this information in its 510(k) 

database for years: 

https://www.accessdata.fda.gov/scripts/FDA/cfdocs/cfpmn/pmn.cfm 

Anyone can go to FDA’s website, access the 510(k) database, and determine the date on which the predicate that 

was used to support clearance of a 510(k) device was itself cleared. If someone isn’t sufficiently knowledgeable 

about FDA regulation of medical devices to know how to determine the age of the predicate to which a cleared 

device demonstrated substantial equivalence, they are not sufficiently knowledgeable to make any good use of the 

information. They may well make bad use of it, though. 
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Older predicates might not closely reflect the modern technology embedded in new devices, or our more 

current understanding of device benefits and risks. 

Yes, and the best way to assess benefits and risks might be to examine the entrails of a goat under the light of a 

full moon. But that approach wouldn’t be very “modern,” would it? 

 Does FDA have any evidence to support the notion that the “modern technology embedded in new devices” 

represents any improvement in effectiveness or safety relative to older technology embedded in new devices? 

 Does FDA have any evidence to support the notion that its “more current understanding” of device benefits and 

risks has resulted in more safe or effective devices being cleared via 510(k)? 

FDA's goal in focusing on older predicates is to encourage sponsors to continually offer patients devices with 

the latest improvements and advances. 

 Does FDA have an operational definition of “improvement” and “advance”? 

• If it does, do these definitions tie these concepts to device safety, or to any other benefit to patients?  

Or are these “improvements” and “advances” more likely to benefit the “improvers” and “advancers”? 

• If does not, then it is impossible for FDA to reliably recognize an “improvement” or “advance” when it 

sees one, and therefore this proposal is, quite literally, baseless. 

 Does FDA have any evidence to support the premise that devices claiming substantial equivalence to more 

recent predicates are more likely to have the latest “improvements” and “advances,” whatever FDA imagines 

those to be, than those claiming substantial equivalence to older predicates? 

 Does FDA have any evidence to support the premise that devices claiming substantial equivalence to more 

recent predicates are more likely to benefit patients than those claiming substantial to older predicates? 

I don’t think this list is likely to encourage “sponsors” to do anything.  When FDA refers to a “sponsor,” it should be 

referring to an entity that initiates, but does not actually conduct, a clinical investigation [21CFR 812.3(n)].  Within 

FDA’s lexicon, a “sponsor” can only offer devices to patients within the confines of the clinical trial it is sponsoring, 

and only for the duration of the trial, not continuously. 

The misuse of the term “sponsor” to refer to medical device (and pharma) companies invariably points to the 

involvement of the clinical research crowd, from either the clinic or the CRO side, or both. The two sides of this 

coin have significant experience with and expertise in, respectively, conducting clinical trials and managing them.  

Neither one brings much to the table when it comes to how to design, develop, and/or manufacture safe and 

effective medical devices, nor how to regulate medical devices in a manner that assures their safety and 

effectiveness.  If the misuse of this term in this document is an indicator that FDA has been thinking otherwise, 

that’s unfortunate for FDA, for industry, and for patients. 

The Agency is considering focusing on predicates that are more than 10 years old as a starting point, so that 

the public is aware of those technologies.  

[Didn’t FDA just say that its goal is to encourage “sponsors” to continually offer patients devices with the latest 

improvements and advances?  But now its goal is public awareness?] 

I don’t see how this type of list would be likely to raise awareness among “the public” about anything.  And to what 

purpose?  I don’t think “the public” would begin to know what to make of a list of devices cleared by CDRH as 

substantially equivalent to a predicate less than 10 years old.   

Not that “the public” is ever going to see the list, no matter where FDA posts it.  Oh, if it posted the list in a Super 

Bowl ad, then maybe, but probably the majority of “the public” would just take the opportunity to snag a couple 

more brewskis out of the fridge.  And really, without any evidence to confirm that the list has any value to anybody 

for anything, this would be a much better use of their time. 
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Should the FDA make public a list of devices, or manufacturers who make technologies that rely on predicates 

that have been on the market for more than a certain number of years (e.g., 10 years)? 

No.   

I don’t want to see FDA pursue a policy of age discrimination against medical devices any more than I want to see 

it pursue one against people, and for much the same reason.  Without evidence that the age of a predicate is 

somehow predictive of anything at all, much less that it will benefit patients in any way, FDA may be pointlessly 

reducing the choice of useful predicates available to legitimate product developers. (When I say “legitimate product 

developers,” I am using this term as an antonym for “innovators.”) 

Substantial equivalence is a chain that stretches all the way back to 1976, when devices that were already on the 

market were accepted as suitable predicates because they had established clinical track records.  If that chain 

has been properly maintained, all of the 510(k) devices in a chain are substantially equivalent to each other. 

Every 510(k) device should be able to stand on the clinical track record of every other device in the chain, from 

the original pre-amendment device to the one most recently cleared. There is no inherent reason that a device 

cleared 30 years ago and one cleared last year can’t serve equally well as predicates for a device with the latest 

improvements and advances. 

I regretfully agree that too often the substantial equivalence chain was not properly maintained over the years, but 

I fail to see how completely severing it at some arbitrarily chosen link is a reasonable, perhaps even sane, approach 

to addressing that problem. The 510(k) was always a house built upon sand; now FDA proposes to wash away 

the sand and leave it dangling in midair.  FDA is proposing to ensure that the chain of substantial equivalence has 

been broken for all 510(k) devices, not just some of them. 

Although the 510(k) review has included “at least as safe and effective” as the predicate, it has not required “safer 

or more effective than.” Therefore, there is no reason to think that newer predicates are any more safe or effective 

than the older devices that served as their predicates. On the contrary, the newer the predicate, the less 

experience physicians and patients have had with it, and the less certainty there is regarding its safety and 

effectiveness.  Similarly, the more “improvements” and “advances” that have been incorporated into the predicate, 

the more likely it is that the chain of substantial equivalence has been broken by “improvements” and “advances.” 

I’m also wondering how quickly the list is likely to be reinterpreted from a list of “bad” predicates and their 

manufacturers to a list of bad devices and bad manufacturers?  Institutional customers typically seek to realize 

cost savings by purchasing fewer products in larger volumes.  They are always looking for additional criteria to 

help them whittle down their choices.  How long is it likely to take before they decide not to purchase devices on 

FDA’s Naughty List?  Or any devices made by the manufacturers on the list? 

The Joint Statement provides evidence that “we” are cognizant of this scenario, with its emphasis that “we” don’t 

believe these products are unsafe, nor do “we” believe they should be removed from the market.  But perhaps the 

goal here is specifically to sow these seeds of doubt, knowing that Purchasing doesn’t care what anyone at FDA 

believes, either. 

Should the FDA consider using other criteria to inform our point of reference? 

If by “point of reference” FDA means other criteria that can pretend to be a stand-in for safety and effectiveness 

for a path that isn’t suited to an evaluation of safety and effectiveness, I would suggest clinical track record.   

If FDA is bound and determined to name names, I would suggest a list of devices that would serve as “good” 

predicates, rather than a list of devices to condemn publicly as “bad” predicates, especially when FDA has no 

evidence to justify this condemnation, only maybes and beliefs.  I prefer FDA not roll dice or toss darts to pick a 

number, but I take this proposal as an indicator that FDA doesn’t have the resources it would need to pursue a 

more thoughtful and evidence-based approach to selecting devices for its list. 

A predicate that has a long clinical track record of safe and effective performance is more likely to be a “good” 

predicate, no matter how “unimproved” or “unadvanced” it might be, than one with a limited track record. If FDA’s 

resources constrain it to playing pick a number, I would suggest that it list those devices that claim substantial 

equivalence to predicates that are more than 10 years old and are still on the market, which is to say, that still 

have the confidence of physicians and patients after more than a decade of clinical use. 
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Are there other and/or alternative actions we should take to promote the development and marketing of safer, 

more effective 510(k) devices? 

Didn’t FDA mean to say, “…of 510(k) devices that might be more safe and effective?”  Or that FDA believes are 

more safe and effective?”  If that’s really all FDA has got…mights and beliefs…then my answer is NO.  If this is the 

best FDA can do, then the less it mucks around with the safety and effectiveness of 510(k) devices, the better. 

The IOM was right. 

FDA cannot address the safety and effectiveness of 510(k) devices by “strengthening and modernizing the 510(k) 

program,” or by doing anything else to the 510(k) program. FDA has made a game effort on and off over the years 

to shoehorn an evaluation of safety and effectiveness into its 510(k) reviews, all in the name of “innovation.” Yet 

the 510(k) steadfastly remains what it is, has always been, and always will be: 

The 510(k) is a manufacturing path, not an innovation path. 

The 510(k) was crafted of, by, and for the medical device manufacturing sector.  It is appropriate as an actual 

notification, submitted in advance of a new device listing, that a device manufacturer is going to start making (or 

sometimes just relabel) the exact same device another device manufacturer is already making.  This is what the 

510(k) is good for. It is the only thing the 510(k) is good for, and no amount of folding, spindling, shoehorning, 

backdooring, and hammering of square pegs will ever change that. It is the only thing the 510(k) should have ever 

been used for, and the only thing it should ever be used for in the future.  

All else puts patients at risk. 

Should the FDA consider certain actions that might require new authority, such as making at least some older 

devices ineligible as predicates? 

Certainly that would be preferred over FDA considering uncertain actions. 

If what FDA meant to ask is whether anyone could suggest some actions, other than the one action that it is 

proposing here, and which would require an Act of Congress, my answer is Yes. 

After reading the Medical Device Safety Action Plan, the Joint Statement, and the current Request for Comments, 

I have concluded that patients, the industry, and FDA itself would be far better served if FDA had less legal 

authority in its premarket review of 510(k) submissions: 

 I suggest Congress remove FDA’s authority to determine that a device is substantially equivalent to a predicate 

device because its technological differences “raise no new questions of safety and effectiveness.” 

 I suggest Congress remove FDA’s authority to determine that a device is substantially equivalent to a predicate 

device because the device is “at least as safe and effective” as the predicate. 

I’m now weighing the possibility that FDA simply doesn’t have the internal competencies needed to make 

evidence-based decisions, including to distinguish good evidence from bad. Thus, it can only talk the evidence-

based talk; it cannot walk the walk. Looking back over the past 30 decades, I don’t know that FDA has ever had 

much opportunity to develop these competencies.  Perhaps if it is relieved of the burden of continually trying to 

make a sow’s ear into a donkey’s buttocks, it will have that chance.  And hopefully make good use of it. 

But of course this is up to Congress, as was it was up to Congress to implement the IOM’s recommendations. 

Sigh… 

 

Julie Omohundro 

The Regulatory Watchcat 
julie@class3devices.com 


