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industry we speak about risk and reward. It seems 
the sponsors pay a lot of money. They normally 
finance basically everything. What is your take on 
taking some of the risk in terms of the monetary 
investments?

MS. HASSAN: I don’t think there is one direct 
answer in how to address that question. I think 
it’s going to be dependent on the sponsor as well 
as our executive team in coming up with that risk 
sharing and how it would look. 
I haven’t been part of those 
discussions so I can’t really 
speak in detail with regards to 
how that is being handled.

FACILITATOR: I just want to 
address the feasibility question 
real quickly and then we’ll 
break. It’s a great question. It’s 
a constant struggle for many 
organizations. Looking at the 
feasibilities we’ve done, we 
have over 50 active protocols 
going on now. In looking at 
the feasibilities that actually 
were successful verses those 
that weren’t, most of them are 
not. Primarily, it is a couple of 
factors. I’m sure we all suffer from this. One, not 
having that final protocol. When we tell the CRO 
to go ahead and do a feasibility on something that 
is not final, there is a risk involved. Secondly, we 
tell them that we need them to do the feasibilities 
within a two-week time frame. That’s almost 
impossible to get quality data information. Thirdly, 
you’re asking them to do feasibilities two weeks 
before you want your first patient in and that’s 
also unconscionable. If you do it well in advance 
and you really understand your patient, your 
population, and you do all of that, then the only 
other risk you have is if you do it at the protocol 
concepts phase, by the time they have a final 
protocol, you’re hoping that basically the protocol 
didn’t change. We made a decision very early on 
in the last two years that once you have a protocol 
concept sheet that is finalized, there’s no going 
back. There’s no changing. This way you know 
the feasibilities are right. The only thing then 
you have to really consider is has the practice of 
medicine changed? Has something happened? 
Is the competitive landscape different? That will 
ultimately affect your feasibility. 

Every internal organization goes through the same 
challenges. I don’t necessarily think the CROs 
are cooking the books. They may historically 
go back into their archives and say well the last 
epilepsy trial we did, this is the sites and centers 
we’ve used. But, for the most part, I think we 
kind of don’t necessarily give them the straight 
facts on the front end looking at certain things 
that we should probably put in our feasibilities. 
I think that’s just my comment. I could tell you 

it’s a very huge frustration for 
me because every trial we 
have is inundated with all kinds 
of complications that should 
have been answered in the 
feasibilities. Who knows.

MS. HASSAN: Thank you.

FACILITATOR: Great. Thank 
you very much. I appreciate 
that. That was a good talk. I’m 
sorry I stole your thunder a 
couple of times. It was all for 
the spirit of teamwork. I think 
right now it’s time for us to get 
caffeine. I think it’s important 
for us to socialize. I think we’re 
going to come back at about 

11:15. Thank you.
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