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Andrew Schorr: 
First of all, what efforts either at Merck or are you aware in the industry are being made to really talk to patients 
early on as you are designing trials? Whether it’s the requirements—how many CT scans you’re going to have. How 
often you are going to have to go to the main trial site. All the different things that sometimes get in the way.  

Andy Lee:                    

Well, firstly we start with design. And we believe in exquisite trial design, quality by design as well. So, what we want 
is to run the experiment once and not have a sloppy trial design. We want to make it really robust in terms of 
scientific integrity and operational execution. So, we have a lot of internal design committees and what we do is we 
co-op with many groups external to our company. So, we speak to people who run clinical trials at cancer institutes. 
We speak to the doctors who manage this. We speak to the trial coordinators. 

We speak to people involved with the transporting and shipping of medicine how they would do that. And then we, of 
course, speak to people in the ecosystem. We quite often speak to investigational review boards before we start 
trials. We talk to them about our design and what would be best to protect the rights and well-being of patients. And 
then, of course, the patient centric-approach says that we need patient insights. 

And I’ve chosen my words very carefully because the insights are really important. Not all patients—and I’m very 
respectful that some patients are very intelligent and actually may be involved in this. Some patients can contribute 
to design, not all can. And so, what we do is we take the insights and we impute those. We often have focus groups. 
We talk about this disease. We talk about the burden of the disease. And then we talk about how that disease is 
managed in an ecosystem. And quite often in different countries it’s managed differently. 



And so, we have to appreciate the global clinical trials have to navigate a path that may not be a linear path as we’d 
see it at an exquisite elite cancer center in the United States. It’s community based, it’s all the rest. So, we take that 
input, and what we try to do is unburden the trial for the patient. We say, “How can we design a trial that requires the 
least visits to the clinic—the hospital, the least burden for them. And how can we take some of that burden from the 
clinic and actually transfer that into an easier environment. 

So, document reading and review. Perhaps filling in questionnaires about quality of life. These are things that don’t 
have to be done in the clinic itself. And then often when we work with clinics, we work with them to help them 
understand how we as sponsors can make their life easier. And some of those things might be simplifying the 
informed consent. But I want to stress just one point here is that we can do whatever we like in the design at a 
company. 

One of the things is, the patients are not sponsor patients. Okay, we sponsor clinical trials. The patients are managed 
by a doctor and a professional. And underneath that principal investigator is a whole oncology team. And it involves 
radiology. It involves pharmacists. It revolves around a 360 multidisciplinary team. They’re exquisite. They help 
manage the patient, not the sponsor. We provide the enabling functions for them. And then also that the oversight of 
the patient’s right, safety and well-being is the responsibility of an institutional review board. 

And while we may provide templates and simplify templates in text and language, we rely heavily on the institutional 
review boards to help us with things that may make things easier. Such as reimbursement for parking, transport, all 
of these things. And by and large, the institutional review boards are very supportive of these things. But they are 
very difficult to quantify in exact terms because of different geographic regions and different norms in different 
places. So, we rely heavily on exquisitely well-trained 360 team who manages oncology patients with a great PI. They 
manage patients. 

And we work collaboratively with the sites who work with patients on our behalf. So, I just wanted to say the myth is 
that sponsors interactive with patients. That’s a myth. And the truth is that we engage with clinical sites, and we try 
and make our design and all the elements – the enabling elements, simpler for the trial sites in order to manage the 
patients in a simpler way. 

Andrew Schorr:           

Okay. Thank you for that. So, Ken, I want your comment on that. Because okay, we are downstream patients. We 
have a doctor, healthcare team. And we know somewhere in the background there’s a sponsor that tried to enable 
good things to happen to get reliable data and hopefully a cure for us. So, how do we—what’s happening? Are we 
improving things there in that interaction between clinic and patient? 

Ken Getz:                     

Yes, we absolutely are. And I’ll start by just echoing and acknowledging that Andy has really laid out just an incredible 
amount of input that goes into the design of a protocol. And that’s really for a really large company. We see many, 
many examples now of patient advocacy groups or smaller companies turning to a variety of approaches to solicit 
input from patients and healthcare providers. Some virtual approaches through a social media or digital community. 
So, there’s lots of ways that feedback is being channeled. 

And that’s really important. The flip side, to really answer your question, is that our protocol designs are becoming 
more and more complex, more and more demanding. A much larger proportion of drugs are now targeting rare 
diseases that have been stricter inclusion and exclusion criteria. And the designs of the studies—the number of 



procedures and the number of visits. The number of investigators that are involved, all of that has also continued to 
grow. And as a result, we do see that our trials are taking longer. 

We have yet to see a year when we actually witnessed a reduction in the cycle time to conduct a clinical trial. And we 
just have to figure out new ways of making the participation process less burdensome and more efficient. 
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