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I had an unusually heavy schedule of device regulatory conferences this fall. I have come to think of this as time 
spent “inside the bubble,” one created and maintained by, I guess, the global medical device companies, the trade 
associations, and CDRH. 

Inside the bubble, the same topics and themes tend to come up from conference to conference. These are some 
topics I found circulating inside the bubble this year: 

 Real World Evidence 
 National Evaluation System for Health Technology (NEST) 
 Patient Engagement  

And these are some themes: 
 Early feasibility studies are being brought back to the US. 
 Clinical trials pose risks to patients. 

Real World Evidence 

Inside the Bubble 

I found this to be the most entertaining topic inside the bubble this year, due largely to the number and diversity of 
players who seem to think there is something in it for them. I don’t have them sorted out yet, may never have, but 
my impressions thus far are that: 

 Some think RWE offers the opportunity to reduce or eliminate the need for clinical trials. 
 Some think it offers the opportunity to reduce or eliminate the costs associated with postmarket 

surveillance of medical devices. 
 Some think it offers an opportunity to provide new services to clients. 
 Some think it offers an opportunity for new uses for their products. 
 Some think it is an opportunity to get funding from grants and contracts. 
 It’s going to make apps developers and investors a ton of money. 

What anyone, including patients, will actually get out of it, time will tell. 

Outside the Bubble 

Outside the bubble is….the real world, where the evidence obtained in clinical trials is every bit as real as 
evidence obtained from other sources. 

Outside the bubble, what is important about evidence is what it does and does not tell you. A key strength of 
clinical trials is that they can be designed to tell you exactly what you want to know, such as whether one device 
is more or less effective than another. Evidence from other sources may have been generated for other purposes; 
whether they will also serve your purpose may then be just a matter of chance.  

You might upload health data from thousands of patients who have used a particular medical device, only to find 
that this evidence tells you nothing useful about your device, because it wasn't collected for that purpose. 
Alternatively, if a clinical trial wasn’t designed properly, the evidence it offers won’t tell you what you want to know, 
either, but you may think it has. 
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Early Feasibility Studies 

Inside the Bubble 

Inside the bubble, many early feasibility studies have been conducted outside the US, due to regulatory barriers 
I’ve never heard anyone identify. Moreover, having more early feasibility studies in the US is thought to be 
important, for reasons I’ve never heard anyone actually identify, either. 

Inside the bubble, CDRH reports that, since it released its guidance on IDEs for early feasibility studies, more of 
these studies are being conducted in the US. I have spent a fair amount of time pondering how this statement 
might have some substance to it. It is predicated on CDRH knowing both the number of early feasibility studies 
that were being done in the US before the guidance was issued and the number that have been done since the 
guidance was issued. I don’t think CDRH has any way of knowing either of these two numbers.  

At best, it seems to me that CDRH has access to the number of feasibility studies that were submitted to it in IDE 
applications and premarket applications before and after it issued the guidance, and the number of those studies 
that were conducted in the US. If CDRH has access to these numbers, I have yet to see them presented. 

This may well be nothing more than political rhetoric, which is to say that it has little to no substance, and was 
never meant to have any. It’s a federal agency, after all, so that’s okay by me. What I find unsettling is the notion 
that someone thinks CDRH actually knows how many early feasibility studies are conducted in the US that I find 
unsettling, most especially if it is CDRH that thinks this.  I find it even more unsettling to think that medical device 
companies would need a guidance from CDRH in order to conduct feasibility studies anywhere. 

Outside the Bubble 

Outside the bubble, US device companies have always conducted early feasibility studies, without benefit of any 
guidance from CDRH. Some of these studies have been done under full IDEs, some under abbreviated IDEs, and 
some under no IDE at all. Some have been submitted to CDRH; others have not. 

I think the guidance may have improved and facilitated some of these studies somewhat, but, on the whole, I 
wouldn’t have expected it to make much of a dent on the overall number conducted in the US. And so far I’ve 
seen no compelling data to indicate that it has. 

Outside the bubble, it’s usually not logistically practical for most US device companies to conduct early feasibility 
studies outside the US, even if they wanted to. Moreover, if they are working with US MDs to develop their device, 
they shouldn’t want to, because they should want those MDs to do the early feasibility studies. 

It seems to me that the only companies that could reasonably conduct a significant number of feasibility studies 
outside the US are companies with offices outside the US, which is to say, non-US companies or multinationals. 
Or CROs, but that’s a whole ‘nother can of worms I don’t want to open right now.  Really, not ever. 

Patient Engagement 

Inside the Bubble 

Inside the bubble, I think this term may mean more things to more people than any other buzzword that has been 
bandied about in the history of healthcare. 
Inside the bubble, patient engagement is going to save the world, or maybe it will make America great again, I 
forget. How it is going to do whatever depends on what you think patient engagement is and how you think it is 
going to work: 

 Some think it’s going to improve the quality of healthcare and reduce the costs. 
 Some think it’s going to reduce or eliminate the need for patient visits in clinical trials and in medical 

practice. 
 Some think it’s is going improve the quality of device trials and reduce the costs, or maybe eliminate the 

need for them altogether; 
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 Some think it’s going to populate the US with happy, happy, happy patients, as opposed to all the 
unhappy ones it's overrun with right now. 

 Some think it’s going to make apps developers and investors a ton of money. 

Outside the Bubble 

On this topic, I guess I’m in my own little bubble. The only patients I know are myself, family, friends, and colleagues. 
None of them seem especially eager to increase their engagement with the healthcare industry, while some are 
actively disengaging. 

Outside my bubble, I read that the alternative medicine market continues to grow, as does medical tourism, as 
does the rate of American expatriation. 

Me personally, when I hear buzz words like “patient engagement,” “patient-focused,” “patient-centric,” etc, this is 
the kind of image that comes to mind: 
 
 
 
 

 

 
 
 
 
 
 
 
 
 
 

Oh yeah, they want to engage us, alright.  Do they ever. 

I think this is a question that will have to be settled by younger generations, not mine. Mine remembers medicine, 
and has no enthusiasm for healthcare. 
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