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Andrew Schorr: 
And greetings from Southern California. I’m Andrew Schorr from Patient Power. And welcome to this Patient 
Empowerment Network program, another in our series of Clinical Trials MythBusters. Our goal, of course, is to help 
you get the treatment for you or a loved one that you need and deserve. I want to thank the financial supporters for 
this program to the Patient Empowerment Network; AbbVie, Inc., Celgene Corporation. Daiichi Sankyo and Novartis 
for their support.  

They have no editorial control and we’re going to have a very freewheeling discussion today. And really what it’s 
about is how can a clinical trial be made easier for you to participate? Are there barriers? We’ve talked about it in 
previous programs. But specifically, what are the companies—the pharmaceutical industry mostly, who sponsor trials 
all around the world, what are they doing to make trial participation easier? For you to know about trials. For the 
people at your clinic to know about it and what to say and how to administer it.  

For you to have documents that are understandable for you and your family to know whether you want to 
participate. To keep you informed. And also related to the requirements of trials. How can they be relaxed a little so 
that there may be a trial that would benefit you, that you and your doctor agree on, and the requirements of it allow 
you to be in the trial. Okay, and the logistics of it are not so tough either. All right, I’ve been in two clinical trials, and I 
believe I’m alive today because of that.  

So, I’m very grateful. We have some wonderful panelists with us over the next hour. Now as you have questions, send 
them to questions@patientpower.info. And some of you have. So, you’ll be able to interact with us as we go along. 
First, I want to go to Ft. Lauderdale, Florida, and T.J Sharpe. And T.J. has been on programs with me over the years. 



Stage four melanoma patient having been in trials. And T. J., you would agree, you’re alive today because you were in 
trials, right? 

T.J. Sharpe:  
Absolutely, Andrew. I think both of us are very fortunate that we found a trial that was the right treatment for us and 
gave us the ability to combat our disease in areas may not have been available to us if we just waited for standard of 
care therapies. 

Andrew Schorr:  
Right. And here you are—we should say that you were diagnosed a number of years ago with melanoma, went 
through trials. And now you’ve had two years without treatment, right? 

T.J. Sharpe:  
Yes. It’s been five years of treatment followed by now two good years of a clean bill of health.  

Andrew Schorr:  
Well, great. And I should mention for our audience, many people are familiar with T.J. T.J. goes around the country, 
gives speeches. He’s been at many events, consults with industry that are developing trials to try to bring the patient 
perspective forward. So, T.J., thank you for all you do. We really appreciate it. 

T.J. Sharpe:  
You’re welcome. It’s my honor to be able to represent all these patients.  

Andrew Schorr:  
Well, most every family—certainly most have been touched by cancer. But our other guests are not cancer patients 
but are in national leadership programs. And so, let’s go up to Medford, Massachusetts at Tufts University outside 
Boston, Ken Getz. Ken, welcome to the program. Ken, ladies and gentlemen, is a true national leader when it comes 
to clinical trials and really helping us move forward with better processes, better understanding. 

Ken, tell us a little bit about your organization there, CISCRP. What does that stand for? 

Ken Getz:  
Thank you. And I have to say your pronunciation was nearly perfect. It’s hard to pronounce it. It’s an acronym and it 
stands for The Center for Information and Study on Clinical Research Participation. It’s a non-profit organization. It 
was founded 18 years ago. And it’s really there to help patients and their families navigate the whole clinical research 
progress which for many is completely unfamiliar terrain until they’ve been diagnosed with an illness or when they 
have exhausted all other treatment options. 

So, CISCRP really helps people become more educated and informed so that they can really think of the clinical 
research process with more confidence. And they can navigate this unknown terrain.  

Andrew Schorr:  
All right. I’m going to come back to you in a minute because you have such an overview, and you’re also an Associate 
Professor at Tufts. And so, you study all this, and you’ve written books. But I want to introduce the third guest. And 
that is a leader from the pharmaceutical industry and one of our most respected and venerable companies in the 
field, and this is Merck. So, joining us in a senior vice president of clinical operations there around the world. And 
that’s Andy Lee. Andy, welcome. Thank you so much for being with us. 



Andy Lee:  
Andrew, thank you. And pleasure to be with some prestigious panelists, both of whom I know. And I’ve met you over 
the last two weeks. And thank you to T.J. and yourself who have been trial participants and who are representing 
that part of the organization.  

Andrew Schorr:  
Okay, and we should mention that both T.J. and Andy are working on a couple of levels. And Ken sounds off on this 
too. There is a group called TransCelerate where pharmaceutical industry is working together on some of the issues 
they face in having the proliferation of trials. More trials sites, more accessibility, procedures for that. And then, of 
course, Andy has helped lead that effort at Merck related to breakthrough therapies that they have been trying to 
develop there in supporting patients who might be in Merck trials. 

So, we are going to come back to that. But I want to go to you for a second, Ken. Ken, how low is the participation 
among adults in clinical trials, at least in the U.S. Now, I’ve heard really low percentages. Where are we now with 
that? 

Ken Getz:  
Right, it’s a great myth for us to start with, this notion that only three to five percent of patients—eligible patients, 
participate in clinical research. That’s actually a statistic that was published by the National Cancer Institute in the 
early 1990’s. The latest research really shows that it varies widely. For example, when we look at pediatric cancers, 
the participation rates are extremely high, 80 to 90 percent in same cases—pediatric leukemia. In part because those 
communities have very engaged healthcare providers, very engaged families that really share their information. 

It’s just an enabled community where all of the stakeholders support participation. And then there are other areas of 
course. Some cancers where we do see relatively low participation rates. But I want to point out that low 
participation is driven by so many factors, Andy, including the strict eligibility criteria. And the demanding protocol 
designs which are a real burden for some people, and they choose not to participate. As well as low awareness, very 
low accessibility to trials among minorities and underserved communities.  

So, there are many factors that contribute to this variation in the participation rates.  

Andrew Schorr:  
Yeah, you’ve ticked off some now. T.J., in your own experience, one of the breakthrough trials you were in you had to 
go from Ft. Lauderdale in South Florida and move your whole family to Tampa in central Florida, right. I mean that 
was a big deal. 

T.J. Sharpe:  
Absolutely. When you have a young family and a stage four cancer diagnosis, relocating simply across the state 
during the holidays especially, is no big deal. We were fortunate because we had the means to be able to move there 
with work situation, with family. But too many people can barely go across the county, much less the state or the 
country to find a trial that might be the best match for them.  

Andrew Schorr:  
Andy, so we’ve ticked off some of the obstacles, and Ken touched on some about even the proliferation of trials. Is 
that a lot of what you do is how can we have trials be more accessible, be more widely distributed to a clinic near you? 

Andy Lee:  
Yes, let me just explain. When we look at a new cancer therapy, we look at the various cancers that may be affected. 
And what we do is we go for high probabilities of success. And the challenge is if you bring a new cancer agent. You 



normally start off in very advanced disease. So, patients would have failed multiple lines of therapy, and often it is a 
last gasp. And you have to show some sort of clinical efficacy. And then you move sort of backwards in the disease, 
and you go from sort of third-plus line, second line and first line.  

And then you may work downwards into earlier stages of the disease into an adjuvant setting and maybe a 
neoadjuvant setting. So, as we sit down and design a trial, what we need to look at is what is the population that is 
most likely to show any benefit at all. And quite often when you are developing a new therapy, it’s difficult to show 
benefit because many of the patients are very ill. So, what we have to do is optimize the opportunity for success of a 
compound by going to the right target patients. 

And quite often as we have learned a lot more about cancer, this does not mean we test a product broadly in anyone 
with cancer. We typically try and find a profile of a patient that is likely to respond. And many patients now will 
realize their predictor biomarkers or prognostic biomarkers. So, for example, with immunotherapies, those that work 
through the PD1 mechanism would probably want to have a PD1 ligand receptor positive patient who is likely to 
bind to the drug. 

And that gives a higher probability of success. So, it sounds counterintuitive that while we want to develop therapies 
for all cancer patients, when we start clinical trial development, we have to show efficacy in a population that will 
benefit. And that’s normally predefined and makes the inclusion criteria fairly strict. As we show efficacy and as we 
can move into broader populations, it makes it a lot easier for us to design more liberal clinical trials. And then we can 
actually spread those in the geographic domains. 

I could talk more about geographic allocation, but let’s hold that for the time being, and let’s see if there’s time later 
on. 

Ken Getz:  
Can I just add to what Andy said because I think it’s really important for your viewers to understand just how active 
drug development activity is today. We’re looking at over 4,000 pharmaceutical and biotechnology companies, some 
of them very, very small. But in total, we’re looking at nearly 6,000 drugs that are in active clinical trials. And to 
Andy’s point, many are really targeting a patient with a very specific genetic profile or a specific biomarker. But it 
should give anyone who believes that a clinical trial may be an important care option for them, they should recognize 
that there may be many, many trials out there. 

In total we estimate as many as 80,000 clinical trials, nearly 50 just conducted in the U.S. alone—50,000. So, it’s just 
important that we keep all this activity in perspective. 

Andrew Schorr:    
Right. So, T.J., that’s why all of us as patients need to ask about them, right? Go to different resources, whether it’s an 
advocacy group that you ultimately spoke with other patients, and obviously quizzing the doctors we go to. Is there 
something that may line up with my situation, right T.J.? 

T.J. Sharpe: 
Absolutely. There is a both top down and bottom up approach here that patients as they become educated—and 
every patient should be the owner of their healthcare as they become educated. Hopefully they are coming across 
advocacy organizations, other informed patients, patient support groups—all of which will help inform them different 
options for disease treatment, including hopefully as Ken mentioned, clinical research as a care option. At the same 
time, there is certainly very much an opportunity from the top down from the sponsors who develop the trials and 
from the sites that execute them to educate patients as they come in. 



Not just at their own site, but at any site, at any medical facility. That if you have a diagnosis and you are looking into 
your care options, that you should be asking the question. And we should be giving you more information on the 
possibility of clinical trials and where you may find clinical trials that are appropriate for you. 

Andrew Schorr:  
Right, the whole enchilada, if you will, of all your options. Andy, so you mentioned about trial requirements. So, 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 wellbeing 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.  

Andrew Schorr:  
Oh, my. So, T.J., you had been living with stage four melanoma, a life-threatening condition. We have people even on 
our team who are living with stage four disease. So, when Ken talks about things slowing, that’s not what we want to 
hear. We want to hear two things. One is, we can accelerate a development of new medicine. And ideally—because 
this is an issue certainly in the U.S., but I think worldwide, that by speeding the process, cutting through red tape, 
improving procedures and us participating, the cost can be less as well. 

And when we talk about cancer, the costs are going through the roof as you know for people living with chronic 
cancer. And you know so well, Andy, people who are on some of the medicines that you’ve come out with at Merck. 
Where people used to die unfortunately in short order, are living a much longer life thanks to new medicines. We 
want it to happen faster and be financially achievable. Andy, any comment about the pace of science? 

Andy Lee:  
Yeah, I would like to make a couple of comments about that. We often hear the sort of story that 80 percent of 
clinical trials don’t recruit on time, et cetera. We do immense feasibility. Once we have designed a protocol, we send 



it out to all of the countries that could potentially work with us. We have staff in 47 countries. And they look at two 
areas of interest. One is the medical durability, is the comparator the one we use in our country. Is the protocol 
designed the way we practice clinical medicine, not clinical research medicine? 

And will that enable us to recruit the patients? That’s the first level. The second level we look at is to ask the question, 
is this operationally feasible? Can we source the comparator? Do the clinical sites have the equipment? How would 
we have to ship the biological samples around the world? And based on medical durability and the operational 
durability, we do a site selection. And we run the indicators through a Monte Carlo simulation. And we simulate this 
trial. What if we took three countries out? What if we added this more sites? 

What if we changed this inclusion? And we come up with a model of what the recruitment would look like. And 
recruit about 80 percent of our trials according to our model. So, about 80 percent of our trials recruit on our model 
time. And then if we look at the typical time for drug development, it has been from eight to 10 years for many years 
in the industry. And when we look at some of the development timelines now—the cycle times. Pembrolizumab 
(Keytruda), for example, from first study until first approval, was 60 percent reduction in time. 

We were looking in the four-year time period. And we are looking at five or six years for many indications. And so, 
we’ve halved that cycle time for some of the newer oncology products. And there are a number of reasons we’ve 
done that. One is we have found operational efficiencies. Two is the trial design has enabled us to interim analysis 
with independent data monitoring committees to assist with that. I’d also like to put in a positive plug for the 
regulators.  

I do believe—and I’ll talk specifically about the FDA, because they are the agency for the United States. They have 
revolutionized the way they approach the designs and the way they review the data. And they have breakthrough 
designation status they’ll give to compounds that are really looking like they have strong efficacy. And so, the 
approval process through the agency has improved remarkably. And they’re open to adaptive designs. And they are 
open to interim analysis. And they are open to all sorts of things. 

So, I really wanted to give credit to our agency who has said, “Where there’s a need for breakthrough medications, 
we’ll try to find the path.” And so, I do believe there’s a real positive side to this. The challenge is the market is 
saturated. We have now more than 25 PD1s in development. And to put the 25th one in there, they are so far behind 
in development. I wonder what that does. It clogs up the system. So, when you look at how can we influence sites, at 
the top sites we only get one or two patients. 

And we compete with 50, 60, 70, 80 other sponsors. And so, it becomes so saturated that, that site has to learn to do 
systems and process with 70 companies. And what they are doing is almost hedging. They are not focusing on certain 
things. So, in those cancer centers, they offer treatment for all lines of therapy and all types of cancer, the specialized 
and nonspecialized. And we are moving out of that sort of geography and moving it community-based oncology 
practices where it’s less saturated, and we can actually have more traction there and be able to engage more with the 
clinical trial enterprise for the good of the patients. 

Andrew Schorr:  
Ken, you write books about all kinds of issues around this. So, if we are getting—particularly in oncology to have trials 
offered at the community practice where those doctors work night and day—the nurses. They are really stretched. 
More and more cancers, genomic subtypes, most sophisticated testing. How—what would you say the patient can do. 
T.J. talked about it a little bit. What would you recommend to patients so that at that community oncology practice 
the patient and the family can kind of discover what may be available for them as Merck and other companies try to 
get these trials distributed?  



Ken Getz:  
Right, well you—talk about the whole enchilada, Andrew. You’re really touching on it. It’s also very exciting times for 
patients, not just cancer patients, but patients that are dealing with any chronic and severe illness today. And it’s 
really all about more of a partnership with the clinical care environment and clinical research. And of course, at the 
heart of it is the patients and their family being as informed as possible, sharing their electronic health and medical 
information so that they can be connected to trials that might be appropriate for them.  

But it’s moving—as Andy said, away from the classic places where trials used to be conducted. And in many cases, 
they were at these dedicated centers that only conducted clinical trials. It’s a very competitive environment now for 
patients. So, many sponsor companies like Merck and others are looking at clinical care settings and moving into 
communities or, in some cases, large health systems where you can have clinical research professionals who will 
supplement and provide support to the healthcare providers, so they’re not stretched too thin. 

But so that they have the clinical research capability onsite at the point of care. For patients it’s a great opportunity 
because now they have the opportunity to get their own healthcare or treating physician and treating nurse involved 
in a clinical trial as part of their overall care. And we expect to see more of that over time. We expect to see other 
virtual trials or opportunities for patients to participate in the comfort of their own home tied in with their clinical 
care setting.  

And all of this is relatively new to the whole world of clinical trials and the investigation of experimental medications.  

Andrew Schorr:  
You touched on something I just want to follow up on. I’ve heard of this term site-less trials where you said you 
participate in your home. So, T.J. had to go from Ft. Lauderdale to Tampa. I had to go from Seattle to Houston. There 
are not—this is a big deal, especially if you have little kids as I did, he has. So—and away from work and whatever your 
situation is. So, is technology going to come in play so Andy can get the data he needs for the FDA, but that we can 
have technology help accrue that data in a more efficient way.  

Ken Getz:  
And I’ll say absolutely. And my colleagues here today I’m sure can comment on this as well. But absolutely. We are 
seeing wearable technologies and mobile applications that now have the ability measure vital signs and other 
important baseline information in a validated manner. There are ways that you can access a specific facility for a 
highly specialized test, specialized imaging for example where the technician can evaluate it remotely. Blood can be 
drawn at remote locations as well. 

So, there are lots of places where we have sort of this more flexible environment that can cater more to the patients 
and less about a specific physical facility where you have to go to participate in a trial. 

Andrew Schorr:  
T.J., I want to talk to you about diversity. So, you and I are kind of middle-class white guys. But we want to know how 
new medicines work for a variety of populations, ethnically, economic groups, et cetera. And Andy needs that data. 
And he goes to the FDA, and the FDA says, “Well, do you have Hispanic people? Do you have Asian people? Do you 
have African American people?” or whatever the country is because he works globally. And they say, “We want to 
understand are there differences?”  

How are we doing with that. How can we make a difference there so that we really know what medicines make a 
difference for broader and also distinct populations? 



T.J. Sharpe:  
I’m sure Ken can back up some of these things with more hard data than I can. I know that different populations have 
different levels of trust with the medical system. One thing that you and I both experienced was a lack of options—a 
lack of good options. And when you get into dire straits, you tend to be a little more trustful of anything that comes 
along. But we have serious or chronic conditions that have proven treatments that might not be the most effective 
for certain populations.  

And we’re not able to broad the scope to these minority populations or populations that don’t have access to NCI 
designated cancer centers or top-notch medical facilities. They are not able to get either in a trial that is looking for a 
drug that would help them or even get access to medicines that have been recently approved simply because their 
healthcare situation doesn’t allow it. Whether that’s a lack of insurance, a lack of healthcare literacy or simply a 
mistrust of—there’s a lot of generational mistrust I think in some communities of the clinical trial system. 

So, as an advocate, I certainly push caretakers especially—and children caregivers for older populations who are 
maybe first or second-generation Americans to help facilitate a conversation between the medical professional 
who’s trusted and a patient that might not be able to get or rely on the information they’re given. Because it really 
will speak to populations that don’t get the opportunities that you and I have gotten simply because they are either 
not aware, or there is a barrier there to get to that medical professional. 

Ken Getz:  
I appreciate, T.J., you mentioned CISCRP. That’s one of the things that we’ve focused on for 18 years is bringing 
clinical research education into major metropolitan areas around the U.S. and parts of northern and western Europe 
where we plan for several months, and then we put on what we call an Aware for All events. And we really work very 
hard to encourage participation by—or from patients based within minority or underserved communities. 

And I’m happy to say that we’ve had a lot of success with that. These are really difficult communities to reach through 
a lot of the traditional approaches. We have to rely on community centers and clergy and other approaches to really 
help these communities, for a lot of the reasons T.J. mentioned, trust the educational information, and come out to 
learn more. And I’m happy to say we’re seeing more and more people of diverse backgrounds that are curious and 
interested in learning more about clinical research, especially knowing that representative populations provide more 
information that can inform treatment for different types of patient sub-populations. 

Andrew Schorr:  
I want to go to Andy in a second. Andy, just one second. I wanted to mention and call out—and Andy’s company has 
been a leader in this. He was talking about PD1 and all of that. But drugs that have been breakthrough in 
immunotherapy for people like T.J. where—and it’s being explored in broader cancers where otherwise life was going 
to be short. And how to activate the immune system and really fight the cancer in people living long term. So, the 
people in those trials—and certainly there were people in the melanoma trials like yourself T.J. 

Lung cancer trials and increasingly now others who did get tomorrow’s medicine today. Andy talked about 
accelerated approval which is great. So, that’s the impetus for the patient and the family. Is there the chance to get 
tomorrow’s medicine today? Now the obstacles may be distrust. You talked about that, Ken. And also, is maybe 
accessibility. Is it as a clinic near you? And Andy you talked about pushing that out. And then sometimes it’s related to 
cost.  

Now is there anything that sponsors can do, Andy, related to the costs that people may have in being in certain trials? 
Where do we stand with that? 



Andy Lee:  
Yeah, so I’ll just touch on the distribution first and then get into the costs because they are linked. When we 
prosecute global trials—we’ve had a very U.S.-centric discussion so far. But cancers present differently in different 
geographic regions of the world. And so, when we want speed out of our trials. You want me to shorten that timeline 
and get drugs to market quickly. I do it internationally and in some cancers like esophageal cancer or some of the 
gastrointestinal cancers, Asia has a much higher prevalence of these cancers.  

And we do a greater proportion of work there. We always include multi-country studies. And U.S. may have a greater 
proportion in other areas. So, we balance that out to optimize speed. Of course, with clinical trials the cost structure 
around the globe is very different. But let’s talk about U.S. We have spoken about a saturated core of clinical trial 
sites that we all go to. And I speak generally now for all sponsors. And we are all looking to optimize and get great 
efficiency. 

At the same time, we realize we have many underrepresented geographies and ethnic groups—and not just ethnic 
groups, but under resourced populations. And so, what we’ve been thinking about is how can we support people, and 
support people at all levels. And so, we start off with thinking about the cost structure, and we obviously pay clinical 
sites for what they do. But we will support all sorts of things. We’ve been negotiating with Uber and Lyft, so we can 
build that into automated transport for patients.  

Again, the IRB has to approve that. We are looking at ways to augment that they are not out-of-pocket for things. 
And we’ve been talking a lot with a group called Lazarex Foundation who has really expanded into under resourced 
communities and found ways to ensure that they have daycare and different access for those patients. We have 
worked extensively now to look at outreach programs into communities that typically wouldn’t be in trials. We are 
focusing in two areas right now as we speak. 

One is next generation of HIV medicines, and the other one is in prostate cancer. And we’ve got a large program 
rolling out in prostate cancer. So, what we are doing is going into sites and we have put together training videos and 
training materials. And we are looking at cultural competency. So, it starts at the site. Are they culturally competent 
to engage a different community? And we’ve spoken about working with the community churches, community 
education systems. 

And so that starts with cultural competency. I have a woman, Madelyn Goday, who works on this day and night in my 
organization. And she’s very strong at this. It’s early days, but if we can show that it works in one or two therapeutic 
areas and cancer types, we’d expand it further and further. But we can’t just have a shotgun approach and just go and 
do 100 sites and hope it works. Hope isn’t a good strategy. We are working systematically to engage different people. 
And as appropriate and approved by ethics committees, we will support all of these communities and help build 
infrastructure and capacity.  

Those are important things for us. But as I said, where appropriate and where it’s sustainable. We can’t just throw 
money at something in the hopes something sticks. We have to have something sustainable and it goes to what Ken 
says, and that’s education and providing resources and materials. And we’ve used quite a lot of Ken’s materials in 
multiple clinical trials. Thank you for that, Ken. It’s been really helpful for us. 

Andrew Schorr:  
Great. I wanted to note for your audience. If you have a question, send it to questions@patientpower.info. We have 
expert panelists here. And this is really—we are all in this together. I think you hear the dedication from Andy at 
Merck and T.J. as a patient advocate and Ken as a professor and founder of organizations devoted to this. We want 
obviously accelerate medicines, but have the accurate data of how it affects different people, who is it right for so 
that the regulators—and thank you for what you said about the FDA here in the U.S., has the information to make a 
decision on should this medicine be available for people with that diagnosis.  



Okay, so what about staying in the trial. So, T.J., how long—let’s take with the Keytruda trial or one of them. How long 
were you in to for?  

T.J. Sharpe: 
Nearly four years. Three-and-a-half years.  

Andrew Schorr:  
Were there ever times when you said, “I’m done. I want to bail out.” You know. 

T.J. Sharpe: 
I’ll be very careful how I answer this question for Andy’s sake. 

Andy Lee:  
It’s okay, T.J., we’re friends. 

T.J. Sharpe: 
No, probably the biggest crossroads I ever came to was when one of my tumors started growing about a year into it. 
And we weren’t sure if the medicine stopped working or not. We didn’t know what to do. And as it turned out, it was 
still working. And I think was just one spot that wasn’t responding. But everything else had responded great. 
However, at the point, as a patient, you’re thinking about yourself first and your family first and the trial second. It’s 
easy to stay compliant on a trial when things are going well. 

But when you’re ahead of the medicine in some ways, and I think patients with chronic illnesses or in some cases rare 
diseases, are almost more knowledgeable than some of their doctors or the trial protocols about when they’re 
stopping. They don’t have the luxury of finishing out a protocol and seeing where their disease journey takes them. 
And the best example I can give of this is a very passionate advocate by the name of Jack Wheelen who we 
unfortunately lost a couple of years ago, but whose influence has kind of dominated the patient advocacy world for 
the last decade or so.  

And Jack was able to monitor his health almost better than a doctor. And he knew when his trials weren’t working. 
When we get to that point in a clinical trial setting where we know the medicine is not being effective or where a 
patient would be better served to move on to another treatment. That’s when we are going to take the next step in 
clinical research, because now we’re aligning the trial design and the trial goals with a patient and a patient’s family’s 
treatment goals.  

And as those two points merge, that’s where clinical research becomes that much more effective as a care option. 

Andrew Schorr:  
That was well said. And I think with all those trials, you’re right, the team—that care team, what’s right for you at that 
time. Obviously to get the data, but also not at all costs. In other words, if the data is showing something is no longer 
effective for you, is there another treatment or a trial? I’ll just share my story for a second. So, I was in a phase two 
trial of combination therapies—which are increasingly common certainly in oncology. And after three months—
halfway in the trial, my blood was kind of cleaned up 

And I had nausea and some other side effects. And I said to the trial coordinator, “You know, I think I’d like to stop.” 
And she said, “You know, our belief is that you still have microscopic illness in your bone marrow—in this case with 
the blood cancer, and the additional three months in this protocol will make a long-term difference for you. That’s 
what we believe.” They didn’t have the answer, but that’s what they believed. You know what?  I stuck it out. She was 
right. I had 17-year remission.  



If I’d stopped after three months, would I have? So, it’s a dialogue with the care team Andy, right? It’s this ongoing 
discussion not just entering the trial, but remaining in the trial, correct? 

Andy Lee:  
Yes. Absolutely. And I just wanted to impress a really important thing. People talk about people dropping out of trials. 
In cancer trials we see extremely low drop out. I mean these are potentially lifesaving medicines for all of the 
companies. But what we do want to make sure about is that when there is progression of disease, and it’s shown that 
the drug—whichever it is, the control arm or the active arm or the new agent, where there is progression of disease 
that they get the best available therapy. 

And so that often contaminates trials because we have the crossover effect that now they are getting maybe the 
experimental agent in the standard of care type of thing. But most important thing for us is to track the survival of 
the patient, regardless of whether they go on another therapy. And we have put a tremendous amount of effort into 
looking at the informed consent and making sure we work with IRB to track patients long term survival.  

Because as you’ve said, you may have a short-term issue that shows that the drug may not be working short term, but 
long term it may have prolonged and profound effects. Positive or negative, we don’t know that. And so, what we like 
to do is get long term survival. And we ask patients to consider when they sign the consent for whatever trial and 
whichever sponsor is sponsoring this, is to consider that knowing their status throughout their treatment—whether 
it’s on a sponsor’s drug or another sponsor’s drug or x therapy. It is really important -- and I ask people to think about 
that.  

Because that really helps us get as much data out of the individual treatment as possible. And that may prevent 
nonrequired trials in the future or it may say, “Wow, that really informed.” And we’d like to inform all cancer patients. 
If data we generate can inform other therapies, we certainly want to do that. We do not want to do wasteful clinical 
trials. So, tracking patients long term or patients—the message to patients is being cognizant of letting the sponsor—
and the sponsor could be an institution.  

Letting them know your status is really important. All they want to know is are you dead or alive. 

Andrew Schorr:  
In the end, just one thing is, are we partners. In the end, our viewers here, are we your partner? And can we feel that 
not just for their doctor but you guys behind the scenes with the labs and everything, that in the end we are partners. 
And unless we see it that way, we won’t get anywhere.  

Andy Lee:  
Absolutely. I’m glad you used the term partners. Because when we’ve done a prep for this people have said, “Are they 
investors in the thing?” So, yes, patients invest their time and everything, but they are partners in research. They are 
contributing so much. They are contributing—they are going into the absolute unknown. And there is an immense 
trust level that is there. And we owe that back as research professionals is to treat people with respect, dignity and as 
partners, to make information available, to publish our data to get it out there as quickly as possible.  

And to make sure we get that back into the participant’s sort of hands.  

Andrew Schorr:  
So, Ken, how are we doing on that because you go back over the years and people say, “I don’t want to be in a trial 
because I’ll be a guinea pig,” and respect was not seen as part of it.  



Ken Getz:  
Well, that’s also a bit of a myth, right? You had a few that claimed that they felt the process made them feel like a 
guinea pig. The vast majority of people, over 90% of people who participate in a trial, would do it again. So, once they 
get past that unfamiliar area where they’ve perhaps only heard a few case examples or a few very vocal people who 
had bad experiences. Once they’ve done it themselves or they’ve been able to work with a group of advocates that 
really help them think about this process, and they become more educated, generally they’re very impressed with the 
level of professionalism, the compassion that exists at all levels. 

I work with so many professionals—science professionals and pharmaceutical companies and at the research centers, 
and they all share that kind of commitment that Andy just mentioned. There’s a real desire to partner with the 
patient to really inform them. I would say one place where we need to see much, much more however is in the return 
of clinical trial results in a plain language to people who’ve been in trials. That’s a place where as an enterprise—
government, research sponsors as well as industry have not really made this a standard practice at this point. 

And that’s one thing that we’re really working on actively. 

Andrew Schorr:  
Right. Great. So, T.J., you and I are investors—and Ken used that term and Andy used it, and I’ve always believed it. 
We are investors of our tissue, our body, our future to help other people and hopefully help ourselves. And certainly, 
for profit companies that may greatly benefit if they have a blockbuster therapy. But we need to be kept informed in 
the long term, right T.J.? We want to know what a difference our participation made. 

T.J. Sharpe: 
Certainly. And I think to echo what both Andy and Ken said is that patients do become partners. Patients who are 
involved in clinical research, a significant chunk become altruistically invested. I’ve heard more than once, “Even if 
this doesn’t help me, I’m glad I participated because it might help somebody else.” I know I’ve felt like that, and I’d 
venture that you’ve had some of that too, Andrew on your journey. So, it’s only—it’s at the very minimal fair, and it’s 
certainly very justified to expect as a coparticipant in this. 

And as kind of a cocreator of science with sites and sponsors that we understand what has come of our sacrifice and 
our time dedication to helping science out. We shouldn’t have to find it out through press releases from ASCO or 
hope that we hear about it on the nightly news. We deserve to hear what has happened. Not just because it can affect 
us as people and as patients, but that we put a lot into this too. And then we did our part to further medical research 
and we want to be part of the—whatever the end of the trial ends up being. 

We want to be aware of that. Not just for personal knowledge, but to know that it’s going to help this many other 
people.  

Andrew Schorr:  
Right, to be honored. So, Andy, at Merck you’ve established some internet platforms in particular related to keeping 
people informed, right? 

Andy Lee:  
Well, we’ve got an internet platform that people can log onto. I’m happy to share that with you; in which they can get 
access to a list of our trials. So, I didn’t prepare this but especially, but I did make a handmade note. And if anyone 
wants, it’s a very simple log on.  

Andrew Schorr:  
You’re a great artist.  



Andy Lee:  
And it’s a simple one. What that will get you access to is two main important things. One is it gives access to 
information about clinical trials. We have a tab on there that tells everyone about the phases of clinical trials and 
what to expect in a trial. So, it’s an educational part. Then we have a lot of information about the Keytruda clinical 
trials were, are running, and they’re called keynote trials. And there you can look at the different indications. And you 
can look up and it has a telephone number you can call. 

Now I must stress is that we run over 1,000 clinical trials in oncology. But many of them are not sponsored by us, they 
are investigator sponsored trials. So, you can go to clinics, and they run their own clinical trials that are not sponsor-
related. And the NCI runs their clinical trials. So, there are a lot of different sources. And many companies will have 
clinical trials. We also have the website clinicaltrials.gov. I’ve had to use that in the last two days for a colleague. 

And you can navigate that and look for different types of trials. And you can look at different products and 
everything. It’s not perfect. But at least it’s a place to go to. And I don’t want to sound as if I’m one sponsor centric. 
Many other companies have access to websites, and they really want to try and enhance and direct people to the 
clinical trials sites at which they are working. 

Andrew Schorr:  
Right, absolutely. And then you were working at the industry level with a group called TransCelerate, and I know T.J. 
is involved too, to try and establish common procedures as you establish trial sites, as you have communication, as 
you have training, right? So, that hopefully all boats will rise, right? 

Andy Lee:  
That’s correct. TransCelerate is a group that formed about eight or nine years ago. There were 10 initial member 
companies. I was a founder member of that. And we got together to say, “We have to improve operational efficiency.” 
So, we do not collaborate on molecular structures and those types—that’s competitive. We collaborate on what we 
call precompetitive, procompetitive aspects which says, “If we all work together to improve something, we’ll all get 
the benefit of this.” And we share it publicly. 

There’s a website, you can look at it. But we’ve looked at standardizing protocols. We have a common protocol 
template. We’ve adopted that at our companies, so have other sponsors. The protocol can be developed in a 
standardized way. We’ve looked at standardizing ways where we can improve monitoring. We’re looking now at 
ways that we can work with investigative sites through i-platforms, shared investigative platforms. So, a clinical trial 
site has to provide the information for us as a sponsor and use the exact same standardized questionnaire and 
information for any other sponsor through a standard portal. 

So, we are trying to reduce the burden on clinical trial sites. And we’ve plugged away for many years, and we are 
seeing greater traction there. We are seeing more efficiency, more standardization. We are seeing greater quality, 
less rework. And so, while it’s hard to quantify this, what we believe is that the sites are freed up of some of the more 
burdensome things, and they can direct their attention towards patients, patient safety, and access to clinical trials.  

So, the work may not be directly related to access for a cancer patient into a cancer trial, but there’s a lot of 
tangential spin-off of making a site more efficient so they can put their resources and energy in the right place. 

Andrew Schorr:  
Well, thank you for that effort and your leadership. So, Ken, you’ve been around this a long time. And you’ve deal 
with all the companies and the government and the various agencies. And as you know, in some quarters there’s a 
distrust for pharma. We mentioned cancer that you get the price tag of a drug, and it’s very expensive. And some 



people are struggling to pay for it. And there’s just frustration about it. And often in the news media they are the bad 
guys who are called out for unethical procedure or something that went awry. 

So, how are we doing there in overcoming that because we talk to Andy, he seems very ethical, dedicated guy 
representing a company that’s been around I think well over 100 years. So, how are we doing to move clinical trials 
on in this area when people aren’t sure what to make of pharma. 

Ken Getz:  
Yeah. It’s a huge issue, Andrew. And I think part of the challenge is that all it takes is one questionable behavior, and it 
makes it difficult for the reputation of the entire industry. Right now, we are dealing with major pharma companies 
that are actually being fined for having contributed—a judgement, having contributed to the opioid crisis. And when 
you start looking at some companies aggressive marketing tactics, right? It really sort of sheds a darker light on a lot 
of the great work that companies do. 

What we look at, at the Tufts Center for the Study of Drug Development at the School of Medicine. We look at the 
overall output, the level of innovation that’s coming from the industry today. And we look at the number of 
complaints that have been filed with the FDA and other regulatory agencies around the world. And what we see is 
tremendous growth in the innovation and the quality of the innovation—drugs like Keytruda and other cancer 
immunotherapies. 

What an exciting area. We see that the vast majority of companies really support and live by highly ethical, highly 
professional, highly compassionate approaches because they all know that it takes just one questionable issue that 
can really tarnish the reputation of every company operating in the industry. So—again, Andy also mentioned just 
how regulated we are as an industry, the fact that we have ethical review committees and data safety monitoring 
boards and so many other external agencies that help to oversee the work that’s done here.  

So, I would say for patients who are thinking about clinical trials, it’s good to know the history. It’s good to know what 
you need to do to protect yourself. But the vast majority find that the people they deal with are ethical, they are 
professional, they are compassionate. And, as I mentioned, over 90% of people who get involved in trials say that 
they would do it again.  

Andrew Schorr:  
Thank you. That was a wonderful response. Andy, you mentioned earlier about starting research with the sickest 
people basically, where there are no options. But one of the questions that came in is, “Are trials only for the sickest 
people or are there of all those trials you talked about opportunities for people who maybe are newly diagnosed or 
could be their fairly initial therapy? 

Andy Lee:  
Yeah, great question. And thank you to the person who asked that. And the answer is that we start in people—
because we don’t know if our experimental agent will work. And everyone assumes that new medicines are all going 
to succeed. And we work in research and researcher because of that many things fail very early on. They fail in phase 
one before anyone hears of it. It’s normally a code number at that point. And we may just not make the drug soluble 
enough, or it may not be distributed enough. 

So, we may have a thing that works in a test tube or a petri dish. But to get that into humans and make sure that it’s 
safe at the dosage we use often fails. We just don’t progress far enough. So, what we want to make sure of is that 
firstly the drugs are safe. And there’s a trade-off between safety and efficacy. We’re constantly trading off. And so, 
what we do is we look at that and say when someone has no option and we want to get an option going, that’s where 
we start. 



We’ve actually moved down the disease scale, and we’ve come into adjuvant treatment or secondary prevention. 
And we’ve gone into newer adjuvant is when you have a small tumor is we pre-treat to manage that tumor before 
surgery is done. And post-surgery we hope that there’s limited treatment or no treatment. And we actually have 
removed the cancer, and there would be no evidence of disease. But. of course, using the word cured is something we 
try not to do, because we prefer to use no evidence of disease.  

But absolutely. And the next strategy is prevention of cancer. Our company does a lot of vaccinations in women’s 
health. We have a product that protects against human papilloma virus which is a precursor for cervical cancer. So, 
people who are vaccinated with this particular product—and I’m deliberately not using brand names for obvious 
reasons. But when you vaccinate for HPV, you essentially are preventing the likelihood of a cervical cancer. And 
there are now prospects in many disease areas where either vaccination or early treatment gives you a tremendous 
positive prognosis of not getting the disease later on in life.  

The answer to your question is yes, we are absolutely looking at ways to prevent getting to a very advanced stage 
which is very costly to manage and very emotional and stressful and difficult. 

Andrew Schorr:  
I want to thank you. I just want to get a final comment on what you would say to patients or family member. And I 
want to start with you, Ken. What do you want patients right now to know so that—what tips would you give them so 
that they’d consider being part of clinical research or stay in clinical research and the benefit it could be for them. 

Ken Getz:  
I will say really two things. The first is there’s just a tremendous amount of information out there, and we recommend 
education before participation. So, do your homework and engage family and friends and people you meet and trust 
to help you make the decision. And the second point comes off of that. And that is this is not a decision you make 
alone. Really bring in your treating physician, your nurse. Bring in your support network. And chances are you will 
learn a lot, and you might even find a trial that is right for you. 

Andrew Schorr:  
Right. And Andy, what about you? A final point—what would you say to a friend or family member or colleague 
related to considering trials today. 

Andy Lee:  
We get this question every single day. And we get it from patients in need. And my answer is we are all patients. We 
are all going to face this as professionals in our job or professionals outside. And so, I say community of practice. And 
disease hits all of levels of society in all education professions, et cetera. And so, my thing is to encourage people to 
do what Ken has said. Work as a team. Get multiple inputs. And I am sponsor agnostic. Get the best therapy that is 
available. 

And that may be the best care option—as I said, the ecosystem in which you get the care is really important as well as 
the medicines that you get. So, have the discussion. Trust the medical professionals, they are very skilled out there. 
They are extremely well educated. And I just urge people, “Don’t think on two clicks on Google you are going to solve 
what your treatment option is.” Really discuss it with people because not all the options are public, and there is not 
enough information available about how to manage the whole disease through the entire enterprise.  

Trust the professionals.  



Andrew Schorr:  
Well said. And T.J., you and I are alive today because of trials. What do you want—what’s the thing you want to leave 
our viewers with? 

T.J. Sharpe: 
That they don’t have to be involved in clinical research. I think that’s an important distinction to make. And it’s going 
to pull together what Andy and Ken said that clinical research should not be considered a hail mary or last gasp 
option. If you are a patient—and we are all going to be patients as Andy mentioned. You want the best care for you. 
You want to be able to weigh all of your options. And if you are not considering clinical research, if you don’t know 
about it or aren’t able to get the information you need about it, then you are not going to be able to make the best 
healthcare decision long term for your health. 

So, take that information that you can get. Find the trusted sources. Be able to reach out to advocates or colleagues 
or someone that you know that would have the disease or can connect you with good information. And be your own 
advocate—a little cliché, but really own that healthcare information. And once you are able to collect all of the 
different treatment options, then you consult with your professional medical team as to what the plan forward—the 
best plan forward for your individual situation would be. 

Andrew Schorr:  
Right. T.J., my friend, thank you. It’s a delight to see you again. Andy, with Merck, thank you so much for being with us 
and bringing your years of expertise. And, Ken, being at an independent non-profit center and also at Tufts 
University there, thank you for all the work you do. I want to thank the Patient Empowerment Network for pulling 
this all together. And the sponsors who supported us in this effort, AbbVie Inc., Celgene Corporation. Daiichi Sankyo 
and Novartis. 

All these companies and I’m sure many more, working so that research can move forward. We can be true partners in 
it. And hopefully get tomorrow’s medicine today to make a difference for the community and live a long life, and 
hopefully a cure, right? I’m Andrew Schorr in California. Remember, knowledge can be the best medicine of all. 

 

Please remember the opinions expressed on Patient Power are not necessarily the views of our sponsors, contributors, partners or 
Patient Power. Our discussions are not a substitute for seeking medical advice or care from your own doctor. That’s how you’ll get 
care that’s most appropriate for you. 

  
 

 


