
 

 
1 

 
 

Watchcat Rant 
  “Hidden” FDA Reports Detail Harm Caused By Scores of Medical Devices 
  Kaiser Health News 

Never attribute to malice that which can be accounted for by stupidity. 
Hanlon’s Razor 

I found this article to be disjointed to the point of being unintelligible.  

It starts with the dramatic story of a “jarred” young surgeon, then rants a bit of about “hidden” reports, then tells a sad 
story, then rants some more, sometimes about “hidden” reports, other times about adverse events associated with one 
particular device or another, then tells another sad story. Then it comes back around and provides links to reports 
which, at that point, most readers thought were supposed to be hidden.  It gives some sense of an evolution in the 
FDA’s handling of adverse event reports, but isn’t able to connect the specific reports it rants about to that evolution. 

In my experience, news tabloids like KHN should leave complicated issues like FDA regulation of medical devices alone.  
Unlike a politician’s sexual misadventures, this is not subject matter that can be usefully addressed with journalistic 
“investigating,” a pursuit that consists mostly of conducting interviews, and which produces results that are a close 
cousin to the rumor.  Complex issues require deep analysis and a solid understanding of the context in which the issues 
play out.  

An intelligent treatment of this topic also requires extremely strong expository writing skills. Journalists are not expository 
writers; they are story tellers. That may work out fine in this case, because the storytelling style is a good fit for the news 
tabloid version of “outrage art.”  I personally am confident that KHN wasn’t aiming for an intelligent anything with this 
article, but for outrage, which is more like the antonym of “intelligent.”  Or, more accurately, the antidote.  

These stories always go badly wrong in a very fundamental way, even though they may have their “facts” straight. 

To quote a long-ago mentor, “The FD&C Act is at base a law about labeling.”  Anyone who doesn’t have a deep 
understanding of the truth of this statement and its implications for anything and everything related to FDA should, 
IMO, just stay out of FDA’s business. This type of uninformed meddling typically results in wasteful distractions at best, 
and, at worst, does far more serious damage, none of which is in the best interest of patients. 

In what sense are these reports “hidden”? 
This is the question those who seriously tried to read the article kept asking. 

At this point, I’ve given up trying to figure that out. All I can say is that, when I follow any of the links in the article to the 
MAUDE database, the link seems to take me to one of the reports that KHN seems to be claiming are “hidden.” At first 
I thought maybe these reports couldn’t be found via the normal MAUDE search, but I didn’t have any more trouble 
finding them than any other reports in the MAUDE database.  

The article seems to suggest that FDA has confirmed the existence of some hidden reports.  Maybe. Reference is made 
to discussions with FDA and posts a chart provided by FDA, which is labeled “device failures.” This is a term that is 
widely used within the industry, but, as far as I know, is used only once in FDA’s regulations. It pertains to device 
tracking, which has nothing to do with adverse event reporting.  This has led me to wonder if KHN and FDA were ever 
even talking about the same thing. 

Sometimes it seems that KHN is complaining about reports that summarize more than one incident.  Why, I don’t know. I 
didn’t see anything on the MAUDE website to support an expectation that each report addresses only a single incident. 

Initially I intended to try to tease all of this out, but then I realized that would just be continuing down KHN’s road of 
barking up the wrong trees while remaining oblivious to the forest. I decided not to waste my time. 
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Really, who cares? 

Hopefully, nobody. The MAUDE data are virtually useless for any purpose one might want to use such data for. FDA 
makes this perfectly clear on the MAUDE search page: 
 …this passive surveillance system has limitations, including the potential submission of incomplete, inaccurate, 

untimely, unverified, or biased data.  
 …the incidence or prevalence of an event cannot be determined from this reporting system alone due to potential 

under-reporting of events and lack of information about frequency of device use.  
 MDR data alone cannot be used to establish rates of events, evaluate a change in event rates over time or 

compare event rates between devices. 
  The number of reports cannot be interpreted or used in isolation to reach conclusions about the existence, 

severity, or frequency of problems associated with devices.  
 Confirming whether a device actually caused a specific event can be difficult based solely on information provided 

in a given report.  
 Establishing a cause-and-effect relationship is especially difficult if circumstances surrounding the event have not 

been verified or if the device in question has not been directly evaluated.  
 MAUDE data does not represent all known safety information for a reported medical device and should be 

interpreted in the context of other available information when making device-related or treatment decisions.  
 Variations in trade, product, and company names affect search results. Searches only retrieve records that contain 

the search term(s) provided by the requester.  

Because medical device reporting is a postmarket activity, and my experience is primarily with premarket activities, I 
have very limited personal experience with medical device reporting. I do have experience with issues of device safety, 
as well as the use of adverse event data to evaluate device safety. I don’t recall when FDA first posted MAUDE, or 
why, but I’ve always thought it was probably in response to another transparency kick, probably politically driven 
outrage, similarly promoted by some other news tabloid like KHN.  I’ve always imagined FDA responding 
incredulously, “Seriously? You want access to our databases?  Hey, knock yourself out.” 

The extensive disclaimers suggest to me that FDA thought making MAUDE data publicly accessible was a little like 
putting a loaded gun into the hands of child—a perspective with which I strongly agree, and that it was somehow 
forced to do it anyway. 

But, but…shouldn’t the public have access to these data?!? 

Is FDA required by law to make all of these reports public?  I don’t know.  Should it be?  I would prefer not, but that’s 
not up to me to dictate.   

Practically speaking, given that these data are not good for any use “the public” might conceivably want to make of 
them, I don’t see the value. On the contrary, I think “the public” can only misuse these data.  Fortunately, I don’t think 
“the public” has any real interest in them anyway, making this a moot point. The reason KHN had to sensationalize this 
story in such an appalling way was its knowledge that, otherwise, it had no hope that “the public” would pay it any mind 
at all. 

But, but…what about “medical experts” and “medical sleuths”? 

One of the first things that caught my eye about this article was its claim that “medical experts” trust MAUDE to 
“identify problems that could put patients in jeopardy,”  

“Medical experts,” what a nicely vague term.  One can only wonder who might flatter themselves to be a “medical 
expert” if they are not a doctor.  If KHN was talking about doctors, it’s hard to imagine why it would not have said so.  
In any case, one can only hope.  I shudder to think that some doctors are dismissing all of the disclaimers, crossing 
their fingers, clicking their heels together twice, and deciding to just “trust” MAUDE. 

The other equally intriguing reference, highlighted at the top of the article, is to “doctors and medical sleuths.”  At least 
this time it’s clear that the “medical sleuths” are not doctors.  So who are these people?  Are they “medical,” not in the 
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sense of having any medical training, but simply because “medical” is what they “sleuth”?  And why do they sleuth?  Is 
it a hobby? Are they something like the retirees who like to go to court and listen to trials as a form of cerebral 
entertainment? 

But, but…what about doctors? 
Why would a doctor want access to data that are potentially incomplete, inaccurate, unverified, and/or biased and have 
various other flaws that render them useless for much of anything?   

Most doctors aren’t qualified to evaluate these kinds of data anyway.  If they were, they would read the disclaimers on 
the MAUDE website and promptly go in search of peer-reviewed medical journals and other far more useful resources 
instead, including other resources on FDA’s website. In practice, I think most doctors go straight to other resources and 
never give MAUDE a thought.  At least, I hope that’s what they do. 

But, but…what about patients? 
I think patients can and should research their conditions, treatments, side effects, etc.  I don’t think they should be 
using the data in MAUDE, or any other adverse event reports FDA might have at its disposal, to do it.  There are many 
far better resources available to patients, including other resources on FDA’s website. 

A medical education puts doctors at least somewhere in the ballpark of understanding the MAUDE data.  Patients are 
far less likely to understand the implications of the disclaimers about use of the MAUDE data, making them far more 
likely to misinterpret and misuse the data that they find there.  Anyone who is eager for patients to have access to 
MAUDE data is no friend to patients, IMO. 

As an example, a friend suggested that patients needed access to the “hidden” reports on surgical staplers, so they 
could research the risks associated with a surgical procedure.  

I tried to figure out how that would work.   

A surgical stapler is just a tool, used at the discretion of the surgeon, along with a lot of other tools and equipment, in the 
course of a surgical procedure.  Does the patient ask their surgeon for a list of all the tools and equipment he is planning 
to use in their surgery, research all of them in MAUDE, and then tell their surgeon which tools and equipment he can 
use, so as to minimize the risks associated with their procedure? 

Certainly a patient can try this, but I wouldn’t expect it to work out very well for them. 

And what about lawyers? 
Ah, maybe now we are getting somewhere.  For some reason, I’m always slow to pick up on the litigation angle.  I do 
understand that one reason doctors won’t submit adverse event reports through MedWatch is that they don’t want to 
publicize the fact that anything untoward happened to a patient in their care. However, reading the article, and then 
the background of some of the sources, I was somewhat surprised at the number of references and connections to 
litigation.   

If there are lawyers in search of bad data, far be it from me to get between them and what they wish for.  Are these the 
“medical sleuths”?   

Or might lawyers be looking in MAUDE for potential clients?  What would that kind of lawyer be called?  A MAUDE 
chaser? 

Then why all the fuss?!? 
Wouldn’t I just love to know.  I never will, so I could just drop it, but to me that’s the only really interesting aspect to this 
otherwise awkwardly written and predictable news tabloid hit piece. 

To explore this question, the first thing I looked at was the 6-minute video posted with the article. No way I was going 
to suffer through the entire video--bad enough to have to read the article--but I did want to know how long it would 
take before the word “source” popped out of the reporter’s mouth…20 seconds, LOL.  What this almost certainly 
means is that KHN did not come up with this story on its own.  Someone whispered it in someone’s ear, as is often 
the case with these types of stories.  If I knew the identity of The Reporter Whisperer, I might be able to guess why 
they were whispering, but I don’t, and never will, so I can’t. 
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Next, I started looking at the sources identified in the article. Another consequence of the shallow understanding that 
news tabloids like KHN bring to this type of story is that they don’t know who to interview to get the story right.   

What stands out most in a review of the sources for this story is that, of over a dozen individuals quoted in the article, 
only two are practicing doctors.  Moreover, only one is identified as ever having accessed MAUDE, and that was 
apparently a one-time thing, almost a decade ago. 

Why would anyone outside of FDA care what reports are visible or hidden, if not to inform medical practice?  Wouldn’t 
you expect the article to quote several doctors who routinely use MAUDE, however unwisely?  Where are these 
doctors?  This is pretty odd for a database that KHN claims is “widely scrutinized,” don’t you think?   

Three sources are important enough that they were enshrined with a photo--two with mere headshots and one with a 
nicely posed body shot, right at the top of the article.  Seems like the place to start, doesn’t it? 

The Young Surgeon 

KHN neglected to mention in its dramatic story of the jammed stapler…oh, I just have to say that again, the dramatic 
story of the jammed stapler, sounds nicely stupid, doesn’t it?...is that this jarring event occurred while The Young 
Surgeon was, well, young.  He was a resident, not a doctor fully grown. So of course he would have found it jarring. It 
may well have been his first experience with a device malfunction in the middle of a surgical procedure. Until then, he 
may have still had his innocence, thinking everything in an OR always works perfectly. 

That he found the incident so “jarring” that he was compelled to search MAUDE stretches my credulity a bit, especially 
when you consider that surgical residents traditionally put in 80-hour weeks. 

Interestingly, KHN forgot to say who was operating the stapler at the time it jammed.  I think it would be rather more 
jarring for a young resident to have a surgical tool malfunction while he was trying to use it, than if it was in the hands 
of the senior surgeon, don’t you?  I think it would be even more jarring if the senior surgeon chewed him out about it, 
as senior surgeons have been known to do when something goes wrong in the hands of a resident, often just on 
principle.  At that point, I think the resident would be more than merely jarred; he might be eager to find evidence that 
the fault was in the stapler, not in the resident. 

But that’s just speculation on my part.  (I get to speculate, since I’m not a news tabloid reporter. Then I’d be ethically 
bound to rely on innuendo and sins of omission.) 

Whatever the reason, the incident appears to have made such an impression on The Young Surgeon, he decided to 
conduct a survey of surgeons regarding surgical staplers.  The results were e-published in July of 2012.  Based on the 
publication, it seems to have been a nicely designed little study, and was succinctly reported: 

https://www.ncbi.nlm.nih.gov/pubmed/22806510 

Apparently a third of the surgeons tried to follow up with the manufacturer but got no response.  This made me 
chuckle.  Given the problems manufacturers have in trying to follow up with doctors who report adverse events, it 
seems that turnabout is fair play. 

My main takeaway from the article is that, hidden reports or no hidden reports, surgeons have been well aware that 
surgical staplers periodically malfunction during surgery for some years now.  This fits with my broader impression, 
that experienced surgeons are generally well aware that pretty much any medical device can, and sometimes does, 
malfunction during surgery.  

The survey also noted that a quarter of the surgeons altered the surgical procedure as a result of the stapler 
malfunction. This fits with another broader impression, that part of the art of surgery is being ready and able to respond 
to unexpected events and switch smoothly to Plan B. Experienced surgeons are not easily “jarred.” 

But of course none of this is what moved KHN to enshrine The Young Surgeon with a nicely posed photo at the top of 
the article.  It was the great gift he gave to KHN, when he uttered the word “cover-up.” 

At this point, I have a choice of bodily fluids to which I could refer, but I’m feeling uncharacteristically civilized today, so 
I’ll just say that, if there is anything that is guaranteed to make a news tabloid writer drool and put thoughts of 
“Pulitzer!” dancing in their heads, it is the word “cover-up.” 

https://www.ncbi.nlm.nih.gov/pubmed/22806510
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An old tabloid trick, used as shield against accusations of…well, of being the kind of sensationalizing shoddy news 
tabloid that this article suggests KHN actually is, rather than a “serious” news outlet…as well as a shield against outright 
litigation, is not to make accusations directly.  Instead, tabloids insinuate, saying it “sounds like” a cover-up, rather than it 
“is” a cover-up.   
In this case, KHN didn’t have to accuse or insinuate, because it found someone else to do its dirty work for it. What a 
marvelous stroke of luck!  Not only that, but someone who spontaneously chose to insinuate, rather than directly 
accuse.  In the world of sensationalizing shoddy news tabloids, it doesn’t get much better than this. 
[Did you notice how I managed not to actually say that KHN is a sensationalizing shoddy news tabloid, even though I 
used the phrase twice?  If so, extra credit for intelligent reading.] 
Ah, what I wouldn’t give to have been a fly on the wall for that interview!  Did this golden phrase come unbidden from 
The Young Surgeon’s mouth?  It’s quite possible, of course.  On the other hand, I’ve put in my time as a young woman 
interviewing men with all flavors of advanced degrees. I know how it’s done. It’s also possible that there was a Young 
Surgeon Whisperer lurking around somewhere. 

The Former FDA Manager 
This source is an IT specialist who has some experience with the IT side of FDA’s management of adverse events 
reports.  In my opinion, this means she is an expert in the use of adverse events for the regulatory oversight of medical 
device manufacturers in much the same way that an electrical contractor is an expert in the practice of medicine 
because he has experience designing and installing electrical systems for hospitals.  If my opinion on this has merit, 
the Former FDA Manager probably doesn’t understand this.  I can only hope that FDA understood it when she worked 
there. 
In the article, the Former FDA Manager is quoted as claiming that FDA is “basically giving away its authority over 
device manufacturers,” and has “handed over their ability to oversee the safety and effectiveness of these devices.”  
As far as I can tell, FDA used its authority to establish the reporting format(s) manufacturers could use.  As long as 
FDA knows about the reports and has access to them itself, it seems to me its oversight authority and ability to 
exercise it remain firmly intact. 

The Engineer 
KHN uses the title “Dr.” to identify this source, not because she is a medical doctor, but because she holds a PhD in 
Computer and Electrical Engineering.  I’m sure KHN didn’t mean to imply otherwise.  Okay, really not so sure. 
KHN reports that The Engineer is “working with MAUDE data to create software to identify errors in real time or before 
they happen in surgeries performed by robots,” and that she finds it “very frustrating” that some of these data may 
have been hidden from her.   
I don’t know anything about her work, but I wonder why she wouldn’t be far more frustrated, even horrified, by the fact 
that the data she is working with may have no more validity than a rumor.  I have emailed her to ask how she is 
addressing this challenge; I am not holding my breath for her reply. 

The Supporting Cast 

The Former Commissioners 

Former Commissioner Kessler says he knew about the “hidden” reports; former Commissioner Califf says he didn’t.  I’m 
inclined to think that someone with the broad responsibilities of an FDA commissioner who is aware of these types of 
nitty gritty details is probably a micromanager, but Kessler was there a long time, so maybe not. 
Kessler talks about how “mind-numbing” it was for FDA staff to review identical reports.  That was in 2000, so maybe, 
but I seriously doubt it.  People who think FDA reviews all the MedWatch reports it receives probably think their 
legislative representatives read all the bills they vote for or against, too.  I can’t help them with that. 
Today FDA’s device center has around 1800 staff and receives “several hundred thousand” MedWatch reports annually.  
Most of these staff have other responsibilities and many aren’t qualified to review these types of reports, anyway.  This 
is not to say I think FDA isn’t doing its job when it comes to regulatory oversight. I just don’t think it can review 
MedWatch reports as they are received, nor do I think this would be a good thing for FDA to do. I hope FDA doesn’t 
think so either. I also wonder if Kessler might have confused “processing” with “reviewing.” 
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The Other Former FDA Manager 

Another former FDA manager hardly seems worth mentioning.  She is quoted only as saying “The public has a right to 
know,” not exactly insightful.  She is retired to the point of not having a profile on LinkedIn. In other coverage on the 
recent breast implant drama, it appears she used MAUDE back in the 90s and says its usefulness is very limited. This 
wouldn’t play well in the KHN article. It leaves me wondering if she might have expressed similar opinions to KHN, 
which KHN decided not to quote. 

What is notable about her is that she is the second source that seems to have been out of the game for a long time.  
One has to wonder why KHN relied on these sources, when the world is overrun with people whose knowledge and 
experience are current.  Were its “investigative” skills not up to finding any of them?  Did it not bother to look for them? 

The Regulatory Consultant 

This source might know something about how this process looks from the company side, except that she hasn’t 
worked at a medical device company for many years. Based on her somewhat skimpy LinkedIn profile, she seems to 
mostly offer training these days.  

KHN got little out of her except more second-hand innuendo, that device companies tend to be ‘tight-lipped” about the 
exemptions. That’s quite a shocker, when you consider how open most companies are about their internal processes, 
LOL. 

She also speculates on how device sales reps might take advantage of the exemption to mislead clients.  If she has 
any knowledge of sales reps actually doing this, it’s not made clear in the article. 

The Other Doctor 

The only other doctor quoted in the article is a surgeon who has served as an expert medical witness in lawsuits 
against vaginal mesh manufacturers.  The way KHN quoted him caught my eye: 

…a program that might hinder doctors relying on open FDA data to assess the risks of mesh is “horrible” and 
“unethical.” 

I noted that it was KHN, not The Other Doctor, that chose the form of the verb that is used in this sentence. “Is” would 
be appropriate if The Other Doctor was aware that such a program exists.  If, however, he was commenting 
hypothetically, then the appropriate form of the verb would be “would be.” 

There is nothing in the article to suggest that The Other Doctor has any knowledge of such a program, nor even that 
he has any knowledge of MAUDE.  Moreover, he goes on to speak of the “hidden” reports in hypothetical terms: “If 
you’re trying to hide complications from me…” 

I have emailed The Other Doctor to clarify this; not holding my breath for his reply. 

The Other Two Engineers 

Two biomedical engineers are quoted. Both seem to offer forensic services to support litigation. 

One says he is qualified in courts as an expert, and that the missing reports would be “be meaningful to his forensic 
investigations.”  I emailed him to inquire how he addresses the many constraints on the validity of MAUDE data, when 
he uses them in his forensic investigations; not holding my breath for a reply. 

KHN reports that the other engineer “regularly scans the FDA’s public device-injury reports,” but it did not clarify 
whether he was referring specifically to the data in MAUDE, nor his purpose in doing so.  I didn’t take the time to email 
him for clarification. 

The Independent Safety Authority 

KHN describes the ECRI Institute as “a nonprofit leader in medical device safety.” ECRI’s website says its mission is 
“to protect patients from unsafe and ineffective medical technologies and practices.”  It also says that it serves 
government agencies, rather than the other way around. In a society that often seems awash with those who seek to 
attack rather than to serve, that’s refreshing, isn’t it? 
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According to KHN, none of the ECRI institute’s “top medical device subject matter experts” had any familiarity with 
FDA’s Alternative Summary Reporting Program.  A search of ECRI’s website reveals no reason why it should be 
familiar with the program. I got no hits on “MAUDE,” so apparently it doesn’t use the MAUDE data for anything.  This 
suggests to me that it isn’t stupid.  ECRI also declined to make any of its engineers available to be interviewed for the 
KHN article. 

To me all of this speaks quite well of ECRI; I’ll have to pay it more attention. 

The Odious Advocate 

The Odious Advocate, like all such advocates, aims to Fight!, Fight!, Fight! and Win!, Win!, Win!, all the while denying 
that it engages in “partisan activities.”  Someone should get these people a dictionary. 

The KHN article quotes The Odious Advocate as claiming that FDA is ““bent toward making it easier for industry,” 
without offering any rationale or evidence to support this claim.  An unsubstantiated claim about FDA, how ironic.   

I can’t speak to what FDA might be bent on, but from what I can understand from the article, the summary 
reporting/exemptions make it at least as easy for FDA as for industry. 

Kaiser Health News 

I gave KHN a quick look.  It is a publication of the Kaiser Family Foundation.  The Kaiser family has set up at least two 
foundations, as wealthy families often do.  Family foundations are great tax shelters. 

Neither KFF nor KHN are affiliated with Kaiser Permanente.   

At the time of publication KFF had four former US politicians on its board.  It claims it is “filling the need for trusted 
information on national health issues.” Just speaking for myself? LOL. 

KHN is touted as “editorially independent” of the Foundation.  I’m not sure about the purse strings, nor what “editorially 
independent” means, exactly. Perhaps if one of the former politicians whispers a juicy story in its ear, KHN gets to 
decide for itself how high it will jump.   

SO??? 

So. I don’t know what all the fuss is about, nor how it came to be. As I said, I never will.  However, I can muse a bit 
about the usual suspects: 

 The Innovators. I searched the entire article for “innovation” and didn’t find it. That tends to exonerate them. I’m 
never inclined to exonerate this crowd, so when I say this, really, it’s probably not them. 

 The Digitals. The digital crowd has been circling the FDA like hungry sharks for some time now, and this might 
explain why more of the sources are experts in software than in medicine.  Maybe someone is angling for a juicy 
government contract to make it all better with AI, machine learning, neural networks, NLP, analytics, whatever.  
A lot of this crowd seems to think that, if you throw enough digital buzzwords at something, everything will turn 
out “awesome!” 

 The Lawyers. I was almost going to let them off the hook, but then a colleague who has much more knowledge of 
this side of things opined, “I would be completely shocked if the plaintiff’s bar wasn’t behind the original article – it 
sounds exactly like the half-baked allegations they make all the time.”  Including, apparently, that a patient is dead, 
when they are in fact alive, LOL. So I guess lawyers are back on the hook, although in my experience, our society 
has no shortage of sources for half-baked allegations. 

Alternatively, I could just apply Hanlon’s Razor and conclude that the only thing driving all the fuss is simple stupidity.  
But I seriously doubt it.  The only thing I am inclined to conclude with any confidence is that no one involved in this 
mess, including those who eagerly promoted the story around the internet, cares the slightest whit about patients. 

Julie Omohundro 
The Regulatory Watchcat 
julie@class3devices.com 


