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Jay: 
My question has to do with talking today, we’ve heard a lot and been interesting about these proteins can be intercepted at 
different places. I’ve been in a number of clinical trials. I like clinical trials. Unfortunately, now I’m finding out that because 
I’ve had a BTK inhibitor, for example, I’m now prohibited from being in other BTK trials. I wonder if, do you see that’s gonna 
change at some point? Talk about people who relapse. Well, is there gonna be a group of people who relapse from these 
new drugs? Is there gonna be a time when we’ll also be able to be in trials, even though we've had a previous version of 
these drugs? 
 
Andrew Schorr:  
This deals with exclusionary criteria. 
 
Jay:  
Right. Yeah. Exactly. Yes.  
 
Andrew Schorr:  
Okay. Dr. Keating, do you wanna mention anything about criteria for trials and the ability to go on? 
 
Dr. Keating:  
I think, unfortunately, if you look at the clinical trials, most of them are not developed by the investigator. Companies come 
and they say, would you like to participant in this clinical trial that we have designed? You have a list of about 17 inclusion 
criteria, and 17 exclusion criteria. Many of them, we don’t agree with. That’s the reality of the situation at the present time.  
 



Whereas, in the past, the National Cancer Institute used to help us develop clinical trials that were investigator-initiated. 
We have very, very little say in modifying the protocols. There's this whole bureaucracy that, and need to employ people to 
check on eligibility. You get punished if someone couldn’t get a babysitter one day and has to come three days late. You get 
dinged for that.  

 
Dr. Keating:  
One of the really bad exclusion criteria, I think, is that if patients have had another cancer in the past, they won't let you on 
the clinical trial. It seems absurd to me that if we’re dealing with treatment of a cancer, having had another cancer excludes 
you.  
 
Andrew Schorr:  
Yeah. Like me with myelofibrosis at the same time as CLL.  
 
Dr. Keating:  
So, that people that have had things that are not necessarily going to require therapy for some years will be excluded from 
the trial. Thanks for your—Dr. Spurgeon, do you have a comment? 
 
Dr. Spurgeon:  
Just two comments. I think the other thing to recognize is there—although it’s more difficult to get funding for 
investigator-initiated trials, if you as an investigator, come up with your own trial, you often have much more control over 
what those inclusion criteria are.  
 
One way to advocate is to also invest in investigator-initiated trials. Then, also we wanna make sure the science makes 
sense. If someone fails a BTK inhibitor, for instance, and there's another BTK inhibitor that it has exactly the same 
properties as far as the binding site, well yeah, it doesn’t make sense to go on that other BTK inhibitor.  
 
Because they're just a modification of the same drug. Another thing I would say is that’s the important one. When we’re 
looking at you, or if I’m seeing you, and these people as well, we’re not just thinking about that treatment. We’re thinking 
about the next treatment and the one after that. That’s important to bring that up there. Say to your doctor, “So, I see 
you're recommending this treatment. What implications does that have for future treatments?” 
 
Andrew Schorr:  
Right. A road map. I mean, it used to be in cancer, where you guys said, well, we need to beat the cancer back now. Years 
ago, we had people with breast cancer, whatever, and they'd have a lot of radiation, and maybe there was gonna be a 
complication later, but you wanted to save somebody’s life then. How do you think about it, Jeff, now, this road map? What 
Steve was just talking about. You need to, because we’re talking about a long-term illness.  
 
Dr. Sharman:  
Right. It’s even harder to think about a long-term road map when the roads keep getting rearranged. We’re at this place 
where there's this acceleration of new therapeutics that are available. What’s relevant today might not be relevant several 
years down the road. I’ll take maybe a slightly contrarian view of the inclusion, exclusion criteria. I recognize that that can 
be a headache, at times, to be dealt with. When you're doing a clinical trial, you're seeking to measure something and 
understand the impact.  
 
Sometimes you do need a clean population with which to do that. So you look at something like the secondary cancers. 
Somebody who had a skin cancer five years ago, that might not be relevant. But, if somebody has an active lung cancer that 
might be the one that’s going to cause them to pass away, you can’t necessarily measure the impact of a new drug on their 
CLL if that’s not what’s gonna cause them to pass away.  
 
I think there's a little bit of frustration of good intentions. I think that a lot of these make sense for why they're there on 
one level, but then can be frustrating. They don’t always make sense. There are some that really make you wanna bang 
your head against the walls as an investigator. I think we’ve all encountered those.  
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