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Welcome to the CRAACO: Clinical 
Research as a Care Option 
Spring 2020 newsletter.

This Interview Issue features patients, 
physicians and researchers from across 
the country. A central theme running 
throughout the interviews in this edition is 
the “access to clinical trials.” 

Our patient feature highlights the hurdles 
that a patient has to go through in order 
to gain access to a trial, and offers helpful 
resources. One interview examines the role 
that data can play in connecting patients to 
clinical trials, through smarter informatics 
and larger databases. Another showcases 
the work being done to increase clinical 
research access for underserved, 
underrepresented communities. 

Through these interviews, we are 
highlighting how clinical research and 
clinical care are integrating, for bettering 
patient outcomes and furthering 
medicines development. Enjoy reading.
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Laura Holmes Haddad was diagnosed with 
Stage IV inflammatory breast cancer in 2012, 
and joined a clinical trial after traditional 
chemotherapy proved ineffective. She is an 
author, speaker and patient advocate.

Can you give us the timeline of your diagnosis and 
clinical trial experience?
I was officially diagnosed with Stage IV inflammatory 
breast cancer the day after Thanksgiving in November 
2012. I hadn’t been feeling great, but I was always a very 
healthy person so this was a total shock. I had pain in my 
left breast. Misdiagnosed with mastitis by my GP, which 
is common among younger breast cancer patients. I was 
referred to a breast surgeon at my community oncology 
center. It turns out my “pain” is an 11-centimeter tumor 
sitting on the nerves in my left breast. 

We decided, because my kids were so young, to start 
with my community cancer center and the standard 
treatment, which was AC chemo, the “red devil.” I started 
my first round in December 2012. I was about to start 
my second round in January 2013, when I developed 
more physical symptoms in my left breast. My community 
oncologist said, “There is nothing more we can do for 
you. You’re not responding.”
 
So my sister and I drove to UCSF and met my oncologist. 
Based on my genetic material, he said a clinical trial is 
the only option. And this is the difference of having an 
oncologist who is so familiar with the research world. He 
was very clear; he only looked for trials for me that were 
non-randomized and non-placebo.
 
He applied to the trial on my behalf. I was rejected five 
times in 30 days. It took 60 letters and emails to the 
trial sponsor. We sent pictures of me and the kids. We 
basically begged. Rejected five times, finally accepted on 
a compassionate use waiver at a trial site at City of Hope 
outside of LA. I got accepted and began in late February. 
 
So every week, from mid-February 2013 until June 2013, 
I flew down to City of Hope from the San Francisco Bay 
area for either infusion, bloodwork or scans. I never 
knew, depending on my counts, if I would be able to get 

my infusions. There was no financial coverage for any of 
the travel. I had total strangers donate hotel points, airline 
miles. I couldn’t travel alone, because I was on so many 
different drugs, so I needed someone to come with me. I 
couldn’t drive. I would leave not knowing if it would be a 
1, 2 or 3-day trip.
 
By June 2013, I had had such response, my tumor 
shrunk from 11 centimeters to 7 centimeters. The goal 
of the trial was to shrink my tumor to make me a surgical 
candidate, so 7 centimeters was the minimum to get me 
into the operating room.
 
In August 2013, I had a 12-hour non-skin-sparing 
bilateral mastectomy, 19 lymph nodes removed, and a 
simultaneous salpingo oophorectomy. Then I started my 
radiation, 42 days, in October 2013. After that, I resumed 
the oral form of the trial drug, and I was told I would be 
on that indefinitely. 
 
The thing was the drug was still being dispensed out of 
the pharmacy at City of Hope. I said to my oncologist at 
UCSF there was no way I could fly down there once a 
month to get the new supply. He applied on my behalf to 
the FDA to an individual trial run out of UCSF, which is a 
whole process, 20 pages of application. It was granted, 
so then I could get the trial drug supply from UCSF. 
Once a month, starting in November 2013, I went into 
UCSF for bloodwork, trial drug supply and scans. I had 
my reconstruction surgery in June 2014. Then my last 
treatment of veliparib in capsule form was May 2015, 
because up until then I had had a series of clean scans. 
No evidence of disease.
 
My oncologist said, “If you remain on this drug, you will 
most likely develop a secondary blood cancer. Do you 
want to come off?” and I said, “Yes, please.” Since then, I 
remain NED; in two weeks, it’ll be five years.

You’ve written about educating yourself on 
oncology and the science behind it. What was that 
process like for you?
I would say I relied heavily, especially in the beginning, on 
my family to look at the science. We had a close friend 
who happened to be a pharmaceutical developer. Relying 
on other people who knew, and who could decipher, the 
language was crucial. I really relied on everyone else. I 
would say it was after my surgery, and more in 2014 as 

Navigating the Barriers 
to Access a Life-Saving 
Clinical Trial

If I didn’t have the kids, my 
journey would have been so 
different. My goal was to just be 
well enough to be with them.
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Had you ever heard about clinical trials before?
I had heard the words, and I always thought, “Last resort. 
Rats in an experiment.” And then you realize, and as I 
learned over many years of researching and talking to 
professionals and scientists, I had no idea the levels of 
trials and the qualifications, and how specific they are.

The Patient Story



You also wrote about the barriers of access to 
clinical trials, for CalMatters, correct?
How I got connected to CalMatters was actually through 
City of Hope. They see so many patients who get there 
too late, who come to City of Hope trying to access trials, 
and it’s just too late. Either they don’t qualify or it’s just 
such late-stage cancer. These are significant barriers 
for patients to access trials and why I’m trying to help 
them spread the message about how important it is for 
cancer patients to get a second opinion, hopefully at an 
institution familiar with clinical trials.
 
The barriers I see are lack of patient education, lack of 
provider education and knowledge. And then on top of 
that are the financial barriers. 
 
Trials are very hard on patients, emotionally and 
physically. For me in particular, becoming Trial Subject 
985 was more difficult than I could have imagined: you 
lose yourself when you become a patient, and then 
you become a number and it’s really hard. You know, 
obviously, that everyone is there to care for you. But I 
would always say, “I’m Laura, and I have two kids.” The 
clinical trial nurse who directed the whole trial always 
asked about my kids, but no one else did. 

It makes a difference. You need to remember why you’re 
there, why you’re fighting so hard. In the worst moments, 
you need to remember, “I am this person and this is what 
I have to live for.”

Are there any resources for patients you want to 
highlight here?
For trials, the Lazarex Foundation is a nonprofit. They 
provide financial support and other support for patients 
looking to access clinical trials and also after you enroll 
in a trial.  For financial support, FamilyReach.org helps 
families of cancer patients. Cancer and Careers helps 
people who are employed with employment and legal 
and financial. Triage Cancer can help with legal issues; 
they are an incredibly small, focused nonprofit that does 
such important work. And then emotionally, especially 
for parents with kids: Camp Kesem. They run free 
summer camps for children whose lives have been 
touched by cancer. My daughter was transformed.

What resources would you recommend for a newly 
diagnosed patient?
The first thing I always recommend is to get a second 
opinion. In this day and age, there’s just so much 
research and there’s no way we can expect one oncology 
group or one medical center to know everything. 
Because most insurance covers a second opinion, that is 
crucial for all cancer patients. 

I would say it’s a non-starter if you have a more 
aggressive type of cancer: get a second opinion, ideally 
at a Comprehensive Cancer Center (CCC).
 
Then, say to a relative or a person in your life, “Can you 
research? Can you research cancer nonprofits? Can you 
help me access what’s out there?” That’s really what 
prompted me to write my book, because it was after the 
fact that I learned there were so many nonprofits that can 
help you emotionally, financially, legally, medically. 

It’s like scholarship money: it’s out there, but you have 
to dig it up and access it. This also applies to survivors. 
There’s a whole other set of nonprofits and support out 
there for survivors.

If you had the task of publicizing the existence of 
clinical trials, what would you do?

I think people know the words “clinical trials.” I’ve found, 
and I’ve done a little bit of speaking about this, it’s the 
lack of information about clinical trials in a community 
setting. I think the trial sponsors need to realize the 
resistance and lack of education in the community 
setting for both patients and providers. Very few 
cancer patients realize there is a difference between a 
small cancer clinic and a CCC; most patients assume 
oncology is oncology no matter where you are. I learned 
that as a patient you have to advocate for yourself and 
remember that it is your life you are fighting for. 

Do the research and ask the tough questions. There are 
numerous cancer websites that have information about 
clinical trials. There is some information there. But it isn’t 
a patient’s first thought when they are diagnosed. 

Just like we have drug ads, if it said “Ask your oncologist 
about a clinical trial,” that’ll get into people’s heads. Even 
that could be a basic approach: “Ask your oncologist.”

As a patient you have to 
advocate for yourself and 
remember that it is your life 
you are fighting for.
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I really started to write and speak about the topic, that I 
really dug into more of the genetics, what the trial drugs 
do, and that whole world.
 
It’s just so overwhelming as the patient. I would say, 
particularly as a patient, as a mom, my focus was 
so different. I always say if I didn’t have the kids, my 
journey would have been so different. My goal, every 
day, every hour, was to just be well enough, or to carve 
out time, to be with them.

Is there anything that you would change about the 
trial experience to make it less overwhelming?

If a trial site could have someone in between to 
coordinate, asking, “Are you traveling from somewhere?” 
because most people are traveling for a trial. Having one 
person other than the clinical trial nurse ask the patient, 
“What do you need and how can we support you? What 
is your life like when you return home?”
 
Having something in the middle, an advocate whose 
only job is to help ease the access to actually getting to 
your appointments, following up and saying, “Is it going 
to be hard to make it this month, or this week? Is there 
anything you need?” That would be ideal. That would 
improve the clinical trial experience enormously.



Timothy Henry, MD, is the Lindner Family 
Distinguished Chair in Clinical Research and Medical 
Director of The Carl and Edyth Lindner Center for 
Research at The Christ Hospital in Cincinnati, Ohio. 
Previously, he was chief of cardiology at Cedars 
Sinai Medical Center in Los Angeles, California, and 
the former director of research at the Minneapolis 
Heart Institute Foundation. He is the founder of the 
American Heart Association’s Mission Lifeline.

His research has included interventional 
cardiology, acute myocardial infarction and novel 
therapies, including stem cell and gene therapy, 
for patients who are not candidates for standard 
revascularization techniques.

What is your position?
I’m the director of the Lindner Center, which is one of the 
largest clinical research program in the United States, at 
the Christ Hospital in Cincinnati. I am an interventional 
cardiologist and currently am president-elect for The 
Society for Cardiac Angiography and Interventions (SCAI).
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Enhancing Regionalized Care 
and Research for Patients 
with Heart Disease

Through Mission Lifeline and your work in 
Minneapolis, Los Angeles and now Cincinnati, 
you’ve prioritized enhancing regionalized care for 
patients. Can you tell us a little about how you’ve 
gone about that?
I’ve always been very involved in treating patients with 
acute myocardial infarction, including the first use of TNK-
TPA at Hennepin County Medical Center in Minneapolis. 
I moved to The Minneapolis Heart Institute in 2002 to 
become Director of Research.  It was clear at that time 
the early data showed transfer for primary PCI had an 
advantage over lytic therapy and The Minneapolis Heart 
Institute was well-suited to test the concept because they 
had outreach in so many sites around Minnesota.

So we developed a large, regional STEMI system that 
became the genesis for the American Heart Association 
Mission Lifeline program. Before then, you would 
transfer patients occasionally ad hoc when you had 
cardiogenic shock or a contraindication to lytic, but it was 
complicated to arrange it, including the transfer plan and 
treatment strategy, which delayed care. So we decided, 

“We’re going to make this our strategy. We’re going to 
transfer people as a routine strategy for primary PCI,” and 
this was before DANAMI results were available.
 
We developed a standardized protocol with a transfer 
plan at 4 non-PCI sites and it was extremely successful. 
We gradually added more sites and pretty soon had 
over 30 hospitals that were transferring their STEMIs to 
Minneapolis Heart, out to 200 miles away. We believed 
it was the right strategy, but I think that the benefits of 
having standardized protocols and organized transfer 
plans for all acute cardiovascular emergencies, has far 
exceeded our expectations. After we established the 
STEMI network, we created protocols for out-of-hospital 
cardiac arrest, then cardiogenic shock; we standardized 
treatment for all acute cardiovascular emergencies 
including aortic dissection, acute limb ischemia, stroke, 
etc. All these non-PCI hospitals had standardized 
protocols in place, with specific orders and transfer plans.
 
The connection between clinical research and clinical 
care was a critical factor.

Can you expand on that?
I believe clinical research and clinical care are 
inseparable. When you approach any problem, you 
need to understand the disease and current treatment 
options and consider where it can be improved. For 
example, STEMI. It’s important that we understand every 
part of STEMI care: the natural history of the disease, 
the best antiplatelet and timing, the best stent, the best 
process of care for time to treatment prehospital and 
in-hospital, the complications of the disease, etc. You 
need to take a comprehensive approach to the disease 
to understand how to improve outcomes overall.
 
We developed a large prospective registry, the Level 1 
MI registry. It has now enrolled over 6,000 consecutive 
STEMI patients. We’ve expanded it now to include 3 
other large regional STEMI systems: Christ Hospital 
in Cincinnati, Prairie Cardiovascular in Springfield 
and Iowa Heart in Des Moines. The Midwest STEMI 
Consortium has 20,000 consecutive STEMI patients. It’s 
incredibly valuable, because it includes detailed clinical 
characteristics, angiographic characteristics, and long-
term follow-up to 10 years.

I believe clinical research and 
clinical care are inseparable.
For example, COVID-19 is a disease that frequently 
leads to ST elevation. We recently created the North 
American COVID-19 Myocardial Infarction (NACMI) 
Registry as a joint venture with SCAI, CAIC and ACC. 
For a historical comparison, we will use the Midwest 
STEMI Consortium Registry. When you take care of 
patients, you recognize unmet clinical needs and clinical 
research allows you to address these needs. They are 
inseparable in my estimation.
 
I have also been very involved with Refractory Angina, 
patients who have ongoing symptoms despite optimal 
medication therapy and optimal revascularization. These 
patients have limited treatment options.
 



It’s been incredibly disruptive; the majority of clinical 
research across the country has effectively been 
interrupted. We’ve taken dramatic measures because 
we were worried about overwhelming our healthcare 
system with COVID-19 patients. The consequences 
of those dramatic measures has had unintended side 
effects: we completely disrupted clinical research in 
America, and we frightened patients and they became 
afraid to come to the hospital; they’re afraid to get 
needed essential care. 

We just published a paper in JACC showing a 40% 
reduction in heart attack patients coming to the 
hospital. This coincides with an increase in out-
of-hospital cardiac arrest and an increase in late 
complications of STEMI. There has been a dramatic 
disruption in the US healthcare system, beyond what 
anyone could have imagined.

Have you ever faced pushback for the innovation 
you’ve embraced?
There are two key tenets important to me:
 
Number one, “You need to think outside of the box.” 
To understand innovation, you have to understand 
clinical care. Innovation is aimed at solving problems in 
clinical care. For example, you’re taking care of a patient 
and they have a challenging problem with an unmet 
need. Solving the unmet need requires innovation. So 
it’s triggered by clinical care. The concept of “thinking 
outside the box” is crucial. I had a patient, a delightful 
pastor who was over 90 years old and had a wonderful 
life. Someone once said to him, “Pastor Ed, I think 
it’s wonderful how you always think outside the box.” 
And his answer was, “I didn’t even know there was a 
box.” That’s the way we need to think. We have to be 
innovativing all day long.
 
The second key factor is to surround yourself with people 
who try to solve problems. “Perhaps we can solve the 
problem this way.” I try to avoid people who instead give 
five reasons why we can’t solve the problem. You need to 
create a problem-solving culture.

What’s coming down the pipeline in cardiovascular 
health and treatment that you’re excited about?
There is tremendous innovation. In structural heart 
disease, we’ve witnessed tremendous growth in 
percutaneous aortic valve disease as well as mitral and 
tricuspid disease. Shock wave treatment for coronary 
calcification is a very novel approach. We have multiple 
trials for patients with refractory angina and those with 
Class III heart failure.
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Are you using that registry for identifying people for 
clinical trials?
Yes, absolutely. We have patients coming to Cincinnati 
from throughout the United States. Depending on the 
trial, there are also sites around the country. You make it 
as convenient for the patient as possible.

How is COVID changing the trials you’re running?

For this patient population, we created a large 
prospective registry so we could better define the 
natural history. It was called the OPTIMIST program. 
After defining the natural history and creating a 
standardized approach and clinic, we did clinical 
research on new treatment options. There are many 
new, unique treatment options. The key problem these 
patients have is inadequate blood supply. To promote 
and grow new blood vessels, we have tried gene 
therapy and stem cell therapy. CD34+ stem cell therapy 
has been very successful in this patient population. We 
have also new antianginal medications and new devices 
including the Coronary Sinus Reducer.
 
There’s a whole series of new, unique trials. Again, 
the real goal has been to take better care of refractory 
angina patients. To do that, we need to understand the 
disease and create better treatment options. So clinical 
care and clinical research are essentially tied together.

You are the principal investigator for Asklepios Bio’s 
new Phase 1 Trial, using AAV Gene Therapy for Con-
gestive Heart Failure. Can you speak about that?
There is a large patient population with Class III Heart 
Failure, that despite medical and device therapy 
continue to have symptoms. Another patient population 
with an unmet need. In regards to gene therapy, we 
have had innovations. The genes are better, and the 
gene products are better. We now have the ability to 
optimize both the gene and the gene product. This 
is a unique trial evaluating gene therapy for Class III 
heart failure patients, that we hope will improve their 

function. It is a Phase 1 trial and we recently treated the 
first patient. At Lindner Center, we’ve done a very large 
number of first-in-man trials. It’s exciting to be on the 
cutting edge for new and unique therapies. Obviously, 
it’s too early to know if it works, but we’re excited about 
it as an option.

Dean Kereiakes [the Medical Director of The Christ 
Hospital Heart and Vascular Center, Medical Director of 
the Christ Hospital Research Institute] was the national 
PI for the innovative DISRUPT trial using the shock wave 
therapy for coronary calcification. We’re the coordinating 
center for the North American COVID Myocardial Infarction 
registry, which will be critical for understanding the 
implications of coronavirus in patients with ST elevation.
 
We have four new trials for refractory angina patients 
including two first-in-man trials. We have several unique 
trials for heart failure. We just finished another gene 
therapy trial, a triple gene for patients on LVADs and we 
are enrolling in the Ask Bio NanoCor trial.

What’s next for the Lindner Center?

We now have successful gene therapy products on 
the market, and so I think there’s a lot of interest in the 
concept of gene therapy. In this case, it combines three 
gene products together. Patients with heart failure don’t 
have a single mechanism; there are multiple pathways 
to left ventricular dysfunction. The goal is to address 
multiple pathways with a single gene.

Can you speak a little bit about the triple gene trial?



Jonathan Jackson, PhD, is the Founder and 
Executive Director of the Community Access, 
Recruitment, & Engagement (CARE) Research 
Center at Massachusetts General Hospital and 
Harvard Medical School, focusing on identifying and 
overcoming the barriers of access and participation 
for underrepresented communities in clinical research. 

A common thread in your work has been 
connecting people to clinical trials. Was that the 
focus in founding the CARE Research Center?
The impetus behind the CARE Research Center is 
probably not so different than what drives CRAACO, 
which is the idea that clinical research today represents 
really best-case scenario when it comes to availability of 
clinical care or clinical research opportunities. So that is 
to say, clinical research today really represents the future 
treatments for tomorrow, especially in late-stage clinical 
research design like a Phase III study. 

We had a huge diversity and inclusion problem when it 
came to clinical trials in the research domains that I was 
interested: Alzheimer’s disease, neurology and cancer. 
One of the major throughlines for me was recognizing that 
when it came to diverse populations, many people simply 
weren’t aware and they simply were not asked about the 
opportunity to participate in a clinical research study. 

The truth of the matter is that for more than 90% of clinical 
research participants, you have to know somebody 
actually running the study in order to get involved. 

That seems like a huge, almost unethical problem, in 
terms of the availability of research options and clinical 
research, specifically in the absence of any kind of 
formalized or standard-of-care therapies.

I started the CARE Research Center because I 
recognized that this problem wasn’t specific to any one 
disease area or any one trial type. And over the last few 
years, we have made inroads into trying to make clinical 
research much more accessible. And honestly, one of 
the easiest ways that anyone can do it is to simply offer 
it as a care option alongside standard of care. 
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A Change Agent for Increasing 
Diverse Representation in 
Clinical Research

How are you, in your work, bridging the gap 
between care and research?

We work experimentally. We actually develop and 
execute our own independent research projects that 
look at optimizing these sorts of things. 

It turns out that the problems are usually multifold and 
multifactorial, depending on the research studies, the 
trial design, the area in question and the population 
that’s trying to be reached. 

There are lots of different variables that impact whether 
people participate in research studies or not. Sometimes 
it really just is a matter of standardizing the question 
of research participation within a clinical workflow, and 
you don’t have to worry about materials. Other times 
you have to educate frontline clinicians, individuals in 
community health centers. Usually it starts with trying 
to make sure that all stakeholders are on board with the 
value of participating in a clinical research study. 

When it came to diverse 
populations, many people simply 
weren’t aware and they simply 
were not asked to participate in a 
clinical research study.

Do you see any innovations or technologies that 
could help us achieve that?
There are lots of different ways of doing it. The era of 
big data is going to be a larger driver of what is possible 
in the years to come. There’s also decentralizing some 
of these trials, virtual trial participation, passive data 
collection, flexible, pragmatic clinical trial designs. 

All of these have the potential to open up the diversity 
and overall participation of the population to clinical 
research, but we do need to be very thoughtful in 
how we implement these things. Because, historically, 
when we just kind of drop a new design style or a 
new technology into the space, it doesn’t tend to be 
uniformly adopted or included; it doesn’t tend to be 
done in a way that is equitable or inclusive. These things 
have the potential to revolutionize how we recruit for 
clinical research studies. 

But we do need to be thoughtful, to make sure that we’re 
not leaving a large portion of the population behind. We 
can’t blindly trust that these technological improvements 
will solve the problems that we built into the system. 

You’ve used the phrase, “Let’s improve science by 
making it truly accessible.” What does that mean, 
and how do we go about it?
Just a small case-in-point is thinking about the way that 
we have historically studied heart disease. Historically, 
the ways that we have characterized a heart attack, 
myocardial infarction or any kind of cardiac-related 
event, – the symptoms, the progression, recovery rate – 
have all historically been done on cisgender men. 



Thinking about data privacy and data security is going 
to be the next major hurdle. The model that I’m most 
excited about to address this is the community IRB 
model, where entire communities can review, triage and 
make final decisions about how their data are organized 
and kept. This model has had a lot of initial success in 
the tribal communities, especially in Alaska. It’s becoming 
more popular even in urban environments, where there is 
a high concentration of racial or ethnic minorities. 

It brings equity to the table in a way that protects 
the rights and the empowerment of individuals and 
communities; they’re not just passively giving up their 
data to large, academic institutions, who promised up 
and down that they’ll be responsible with it. We’ve seen 
over and over again that that’s not quite the case. 

It offers an opportunity to potentially revolutionize where 
data are kept, how those data are protected and stored 
and commodified. It means that communities will have 
much more of a say in how those data are leveraged 
and used. My hope is that in the long-term, it will create 
a strong economic marker for these things, whereby 
communities can directly benefit from participating in 
these research trials, rather than the vague hope of 
contributing to future research. My hope is that we can 
make this a much more viable model for economic 
investment by commodifying data privacy and security. 

You also do a lot of work with Alzheimer’s disease. 
Have you incorporated any clinical research as care 
in that space?
We’ve done a very, very small amount; I’ve participated 
in many clinical trials and led them here in Boston and 
around the country. What we have recognized in the 
Alzheimer’s space is that it’s easier to prevent Alzheimer’s 
than it is to cure it once it’s already present. Obviously 
that’s true of many diseases, but we didn’t have that as 
an option for Alzheimer’s until the last five years or so. 

And so the field itself is having to transform and 
change where we are not quite collectively considering 
prevention, or secondary prevention, of Alzheimer’s 
disease as a care option, but in trying to drive overall 
recruitment, as well as diverse recruitment, we recognize 
that by implementing a workflow where research 
participation is presented during routine clinical care 
appointments, effectively making it a care option. 

We see that research sites that embrace this model have 
effectively insatiable demand for research participation. 
They tend to have diverse populations represented in 
their studies; they tend to have great retention; they tend 
to finish recruitments on or ahead of time. We see that 
they tend to have study results – this is very early data – 
that generalize better to the population, which gives us 
more confidence in how we understand the disease. 

I wouldn’t say that Alzheimer’s is quite to the care option 
stage yet, but by making it a regular part of the clinical 
workflow, we are seeing that we have a better grasp and 
understanding of the disease than we did previously. 
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And they tend to be white, cisgender men who are 
relatively wealthy, already connected to the health 
system, overeducated and live in urban centers along 
the East or West Coast of the United States. 

It turned out that once we started looking at cardiac 
events in cisgender women, it completely changed the 
way that we understood the cardiovascular system 
in humans. The symptoms look different, rates of 
progression and recovery from myocardial infarction, 
heart attacks, anything like that. They’re fundamentally 
different in women than they are in men. 

It turns out that by understanding what heart disease 
looks like in both women and men, not only can we 
better serve women but we can better serve men 
too, because we now understand what’s important 
in terms of classic symptom presentation. We can 
understand what’s important in terms of what sorts 
of cardiovascular systems that we can go after when 
it comes to developing new therapies that serve men 
better but also generalize to women. 

By being inclusive, and by making sure that research 
designs are accessible, we will definitely gain a better 
understanding of the diseases that we’re trying to 
address, any kinds of disorders. We’ll also gain a better 
understanding of the therapies and the devices that 
we’re trying to test. 

We know that 20% of drugs and devices that are 
approved by FDA have some kind of differential level 
of expression or efficacy on the basis of race alone. 
These are the things that clear FDA Stage I, II and III. 
They’re already out in the wild in the Phase IV long-term 
study. We see there that we don’t necessarily have a 
clear understanding of how these drugs and devices 
are going to perform out in the wild. In addition to the 
diverse elements or the accessible elements helping us 
understand the future of medicine and theories of disease. 

It also can potentially serve very practical purposes. It 
can drive down cost and drive down uncertainty when 
it comes to biopharma companies investing in these 
drugs and devices that may fail at Phase II or Phase III, 
or they may be approved but then be shown to be less 
effective than we thought when it’s disseminated out 
into the world in a Phase IV long-term monitoring, post-
approval stage. 

Ultimately, if you look across disease areas, if you look 
even outside of the clinical research sector, when we 
design our system to be more accessible, inclusive and 
diverse, we end up gaining a richer set of knowledge 
that is more effective. That reduces uncertainty and it 
improves our statistical, and thus our scientific, rigor. 

The idea is that the first group to systematically crack 
this problem will stand to benefit heads and shoulders 
above any kind of competitor, if you’re in private 
industry. Any other kind of scientific question, I think 
within 10 years, that does not appreciably take these 
into consideration will not be considered to be robust or 
valid. In my opinion, the future is diverse because that is 
where we can really start to reduce uncertainty with the 
methods that we already have, and then look towards 
innovation for the future. 

Is there anything else coming down the pipeline that 
you think will aid in the larger conversation about 
bringing care and research together? 



Brian Alexander, MD, MPH, is the Chief Medical 
Officer of Foundation Medicine, a physician, and an 
Associate Professor of Radiation Oncology at Harvard 
Medical School and Dana-Farber/Brigham and 
Women’s Cancer Center. He co-founded the Global 
Coalition for Adaptive Research and is an advocate 
and pioneer in the adaptive platform trial space. 

Can you start with the background of your work 
as someone who combines research with care?
I’ll fast-forward to at least when I was an attending 
physician, taking care of brain tumor patients. I 
understand that there are bioethical principles around 
defining what research is and having expectations of 
research for people that are participating in research. 
All that being said, my daily life in the clinic, with treating 
patients with glioblastoma, was that they had an 
incurable tumor. 

We were offering standard-of-care – radiation and 
chemotherapy – that had such bad outcomes that you 
just felt guilty describing that that was the standard of 
care to a patient. The shame about it was two big areas: 
one is that you weren’t giving the patient any option to try 
something different if there wasn’t a trial that was open. 

Trials were the only way somebody could get something 
different. Trials are sometimes open, and sometimes 
they’re not. Sometimes they’re easy to enroll in; 
sometimes not. It’s not like trials are so easy to say yes 
to, to give someone access to a new kind of therapy. 

The other big shame was that we weren’t systematically 
learning from any patients that weren’t enrolled on a 
trial? We treated a patient; we documented things in the 
medical record. But the medical record is designed for 
capturing billing things rather than capturing the things 
we care about to learn. That just felt weird. Most other 
businesses, you have an understanding of how you’re 
doing and what the quality of care looks like, if you need 
to institute new things. 
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Platform Champion

How to Evolve Infrastructure 
to Make CRAACO a Reality

How did you deal with that situation?
We weren’t learning and we weren’t offering better 
options; that led me down to the platform trial route. I 
kept going to cooperative group meetings, and we’d talk 

about how we’d design the next trial. For glioblastoma, 
they’re all kind of the same trial: you want to understand 
whether the drug is impacting people’s survival. Why 
should we be recreating the wheel every time we were 
doing this? It’s accentuated when you have lots of 
committees to run things through, because then a pretty 
straightforward idea that’s similar to the last idea takes 
another year, or year and a half or two years, to even go 
into production. 

That seems like a huge inefficiency to me, and was one 
of the things in my mind that was leading to trials not 
being available to patients. 

The question was, “Can we make the research 
infrastructure more hidden from the patient and more 
fluid so that if we’re going to ask the same question, just 
open the trial one time and then the arms are the variable 
that they decide whether to go in or not.” 

That led to the platform trials space. We started a trial at 
Dana-Farber called INSIGhT that’s still open and running 
now, which is a control arm and three experimental arms. 
The CRCs know it; it’s already opened at the site; it 
doesn’t take any startup time. It might take startup time 
to do a new arm, but the whole mechanism of everything 
else, there’s no downtime in-between. 

In glioblastoma, it’s the kind of disease where you could 
make clinical practice and clinical research the same 
thing. If everybody came in and wanted to enroll in a 
trial, then you just make it seamless for them to enroll in 
the trial. And you learn as much as you can; you try to 
reduce the barriers as much as possible for the patients; 
and then you have more available options. 

Then I got involved in the GBM AGILE project, and that 
led to starting the Global Coalition for Adaptive Research, 
to replicate that idea in different diseases. I came to 
Foundation Medicine for lots of reasons, one of which 
is that Foundation Medicine does genomic profiling 
on 2,500 patients a week. The idea of using that as a 
learning system, but also being able to get treatment 
recommendations back out to patients using all that 
data, was a pretty compelling option for me.

What is the Global Coalition for Adaptive Research?
When we put together the GBM AGILE trial, the 
difference between that and the INSIGhT trial was a 
couple of things: first, the eligibility criteria wasn’t just 
newly diagnosed unmethylated patients, which is a 
specific subset; it was all glioblastoma patients. Newly 
diagnosed and recurrent; and we treated it like one big 
learning environment. 

And second, we made the conscious decision to 
say that we want to use the efficiencies we generate 
to incent drug development in glioblastoma, so 
that biopharma companies would want to do more 

You learn as much as you can; 
you try to reduce the barriers as 
much as possible for the patients; 
then you have more options.



My personal view, based in experience, is just one 
side of the spectrum. If you’re in neuro-oncology and 
you’re not offering trials as part of your [care], it’s like 
malpractice. How can you just sit there and feel good 
about what we’re delivering as standard-of-care? 

As you get to earlier stage cancers, where there’s 
standard-of-care – my core belief is that my job as a 
physician is to translate technical information to the 
value system of my patients and work with them to 
help them make the best decision for them. I’m actually 
deeply uncomfortable when a patient asks, “What 
would you do?” 

My decision is based both on my technical knowledge 
and my value system. Sometimes everyone’s values are 
aligned, because there’s a dominant approach. A lot of 
times, there’s not because there’s either more tolerance 
for risk, or there’s more tolerance for uncertainty. 

That’s how I think about what I do as a doctor, so it’s 
hard to imagine just taking an option off the table like a 
clinical trial, in any scenario, because you don’t know 
what a patient’s value system is until you talk to them. 

What do you find encouraging or promising to get 
to a place of incorporating the two more often? 
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What do you see as some of the bigger challenges 
to integrating clinical research as care?
The major one to me is data collection. The amount of 
money we spend for collecting data on GBM AGILE is 
astronomical. The FDA doesn’t require it to be that way, 
but sponsors of drugs are so nervous. They have one 
binary event that happens and then their drug is either 
approved and worth billions of dollars or it’s worth zero 
dollars. There’s no appetite for tolerating any risk in the 
development process. 

We’ve thought about how you do things in a different 
way. So at Foundation Medicine, we put these reports 
out, and we may find that a drug that’s approved – let’s 
say an ALK inhibitor, approved for lung cancer – but we 
see the rare patients that have an ALK fusion for other 
kinds of cancers. The drug is not approved for those 
indications; insurance may restrict access to getting 
that drug off-label prescribed by a physician. But for all 
the players in the ecosystem, the drug sponsor would 
probably gladly give that drug for free if they could 
collect the data and then get approved by FDA if the 
drug really worked. 

So we have an incentive to be able to get patients 
access; patients would take the drug and pay for it with 
their data. There’s a win-win there. 

But even if you solved that, you have all the ethical 
questions about what it means by doing research versus 
clinical care. It’s a very simple situation if you say, “We’re 
going to give a patient with an incurable tumor a drug 
to see if the tumor responds,” then you don’t need a 
control. But what if you need controls? What if you need 
to randomize patients? What’s the expectation? Those 
kinds of questions have come up from bioethicists when 
we’ve had any meetings about platform trials; I think 
those are issues to solve as well. 

Our whole system has grown up to either support: “Okay, 
you’re in this camp. It’s clinical research and there’s 
certain things we do in clinical research.” And then there’s 
clinical practice: “We don’t need to do those things, and 
we don’t learn from them.” When you try to do something 
in between, the systems that were built to support the old 
structure don’t deal with that well.

development in glioblastoma. It was important for us 
to make it a trial that companies could use to go to 
FDA and get the drug approved. It’s a much bigger 
logistics operation for GBM AGILE. There’s more of a 
business development component. We had to create an 
organization that’s sustainable over time. 

We had support from the FDA because the trial was 
based around a patient and a disease, and not a drug. 
We were able to go talk with FDA for hours about the 
design, get them to help us – they didn’t pitch it to 
biopharma directly but they lowered the barriers of 
people being worried about how FDA would approve it. 
We thought we could just use all the stuff we did for this 
and then just partner with different disease organizations 
to help them develop their own trial.

You’ve been in the space both as a physician and in 
trials. What is the role of physicians in helping and 
patients find clinical trials?

I’m very optimistic. I don’t think I can point to “the one 
thing.” I think even having portable data: 25 years ago 
all data was in a paper chart. Now data is massable in 
new ways; it will increasingly be so in the future. We’ll 
have better access to data in the future in more real time. 

As that happens, and as people keep questioning, “Why 
aren’t we learning more from our clinical practice? And 
why is clinical research such an inefficient thing with all the 
questions we have to ask?” There’s more and more ways 
to have those lines blurred. Now that data is collectible and 
data is knowable, we should analyze the data. 

Even setting drug development and drug approvals 
aside, the thing we think a lot about at FMI is: we give 
somebody back information and there’s data available 
to contextualize that information about what it means. 
We have a big dataset with Flatiron, but there’s also 
clinical trial data. How do we synthesize all this data in 
a usable way for both patients and physicians to make 
the best choices they can? That’s a place where the 
availability of data and analytics is just begging to be 
used in a different way. The back end is, “How do we 
learn from those patient experiences?” 

It’s all going in the right direction: the different kinds of 
technology in terms of synthesizing and analyzing data. 
The structures that have been built around traditional 
research enterprises need to evolve as well. I have to 
say the FDA has been really forward-looking, at least 
since I’ve been in the last 15 years in practice. The 
whole platform trial [process], they were pretty much 
driving a lot of that. As long as we keep the same 
people at FDA trying to think about the future, I think 
that’s really helpful. 



Lara Jehi, MD, is the Cleveland Clinic’s first 
Chief Research Information Officer, where she 
oversees the clinic’s robust research informatics 
environment to advance biomedical research 
throughout the system.

With more and more data available from wearables, 
EHRs, etc, how do you begin to synthesize in order 
to provide patients with the best access to care?

One can get overwhelmed very easily. My strategy is the 
same as in dealing with any big problem: it is best to 
stay focused on the goal. Define the goal first, define the 
“why” first, and then worry about the “how” and “when” 
and get bogged down in the details. As I get approached 
with all types of studies that want to use any one of these 
different forms of data, the first question I ask is, “What’s 
the research about?” What’s the question about? Is it 
something that’s clinically meaningful? Is it really going to 
make our patients’ lives better?
 
Depending on the answer to that, then I move onto, “Is 
this the best way to do it?” Big data looks attractive on 
paper, but sometimes there is a better way of answering 
the question, using more traditional approaches. And 
then, what is the safest way of doing this? We have to 
keep patients’ privacy and confidentiality – the regulatory 
pieces – in mind.
 
With all of these big efforts, there need to be teams that 
are organized around addressing each one of those 
different pieces. It takes a team of stakeholders, subject 
matter experts, to be vetting each one of those questions.
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Cleveland Clinic’s First Chief 
Research Information Officer 
on Making Research Work 
for the Patient 

One of your roles is in the utilization of EHR data 
to streamline efforts of patient recruitment for 
multicenter trials. What are the challenges and 
opportunities of that?
Pre-COVID, The challenges were how to translate 
definitions of data pieces that you’re interested in, across 
organizations. The way we were doing it pre-COVID is, as 
part of the National Trial Innovation Network, investigators 
who wanted to do multicenter studies worked with a 
TIN to develop a standardized EHR query that would 

help identify patients who could fulfill inclusion/exclusion 
criteria for their studies. Then we would get those, and 
I had a small team of analysts within our enterprise 
analytical structure in Cleveland Clinic. They would help 
perform these queries and identify, at least on a big 
picture level, which patients would be theoretically good 
to approach for a given study.
 
The challenges that we had with that are that no matter 
how hard you try, it’s hard to translate inclusion/exclusion 
of a given protocol into an electronic health query. 
Oftentimes, we found that we were overestimating. With 
these EHR feasibility queries that you often have an 
overestimation of potentially how feasible your study is.
 
One way we dealt with it was that we went about it the 
other way around. Instead of generating these queries in 
bulk, our teams who were focused on doing research, we 
used that programming to alert physicians on the spot, 
through a best practice alert that would come up in Epic, 
that this patient would qualify for Study X. Then it was 
up to the physician then, on the spot, to decide if they 
wanted to approach the patient or not.
 
Post-COVID, of course, all the walls fell down. Everyone 
wants to share data. We have been able to put together 
a team to build a clinical registry for all of our patients 
tested for COVID-19 in the Cleveland Clinic. Pulling 
pretty much 98% of the data automated from Epic, 
through queries that our team did, we have more than 
23,000 patients in the registry, with more than 300 
variables on each patient.
 
The message here is that what COVID taught me, is 
that the best way of using the electronic health record 
for clinical research and for clinical trials, is to have a 
combination of an efficient, automated way of getting 
the data out, but also an intellectual piece of speciality-
driven, human curation of specific data elements, to 
make sure that you get as clean of a dataset as you can. 
You do that human piece at the beginning, to validate 
and verify each one of your data elements; after that 
it can all be automated. But without taking the time to 
clean it up front, I think it’ll be garbage in, garbage out.

What could data informatics and research look like 
on the primary care provider side or for the patient?

It should look like clinical care. The ultimate goal is to 
have this research facilitating clinical care. On the spot, 
on the fly, as the patient is getting their care. It shouldn’t 
live in its own dungeon and clinical care be going on 
separately. The two should be parallel, aligned, going 
hand-in-hand.
 
One example is these best practice alerts. A patient 
and a physician are both made aware of a research 
opportunity in the context of a routine clinical visit. 
Another mechanism that we use to make research 
integrated into clinical care is the individualized 
prediction model that we’ve developed. 

Post-COVID, of course, all the 
walls fell down. Everyone wants 
to share data.



The two big ones I think are privacy and agency. It’s a 
patient’s right to have their data, their information, be 
protected. It’s their right to decide what it can be used for.
 
We talk often about having these guardrails in research 
to protect our patients. But when you really think about 
it, only a small, small fraction of our data is what’s being 
used in research.
 
All of our lives, otherwise, are on our phones and out 
there for anyone to see. There are no guardrails on 
that. It’s out there, and we don’t really talk about it, but 
when it comes to research, we’re very strict, as we 
should be, to make sure things are done right. However, 
we cannot be putting research in a prison cell when 
data is running wild outside. There needs to be some 
alignment there. That takes conversations that require 
us, as researchers, to go outside of our comfort zone of 
science, and start talking policy and government.
 
The other challenge I see is that our focus on “Big Data” 
may be outweighing a much-needed focus on “Clean 
Data.” We are assuming that anything that’s big is good, 
and it may not be. If we have big data, but it’s all junk, 
that’s not going to help us. So spending as much time 
on figuring out how we clean what we are getting, and 
how we make it usable, is critical.
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How can we connect patients who might benefit 
the most with that research?
I think it takes teams. We have tremendous work 
happening, but the challenge is that traditionally, it’s all 
happening in silos.
 
There are very smart informatics people who can talk a 
lot about the technical challenges, the technical pieces, 
but they’re talking to each other. You have researchers 
who are working on their own. You have clinicians 
working on their own. Patient advocacy groups working 
on their own.
 
My approach to it has been that nobody can do it on 
their own. We would all get so much more done if we 
work on this together. Once you agree on the “Why,” that 
patients are first and that helping them is our priority, then 
everything else becomes secondary, and then putting 
those teams together becomes easier when it’s done 
with a vision, with a goal.
 
With COVID, we started off putting together this registry; 
a huge endeavor, but everyone signed on. Within just 
two days, we had a protocol, we had a list of variables, 
we had an IRB approved, and it’s grown so much since 
then. We now have 13 different research work streams 
working within this registry. We have more than 200 
ongoing clinical research projects on COVID, using that 
registry data.
 
Once we had that going, that gave us the population 
view. Then we created an interventional research team, 
and those were the people who organized all of the 

To give an example, we just built a predictive model 
that can identify a patient’s individual risk of having a 
positive COVID test, based on the symptoms that they 
present with, and their exposure. All of it pulls data that 
is routinely captured in the context of a clinical visit. 
We built it all on the back end, where at the end of that 
visit, the physician would get a line or number next to 
the patient’s name in their screen that says, for each 
patient, “This person has a X% risk of being positive.”

What that would look like for a physician seeing a patient 
in the clinic, wondering if they should test them or not, 
and right now, with how limited testing is, they would 
have that show up in that visit, telling them if this patient 
is high-risk or not. From a patient’s end, they could be 
sitting at home. They go to the risk calculator and put in 
their symptoms. It gives them their individual risk, how 
likely are they to be sick.
 
This precision medicine at the level of routine clinical care, 
using data that is abstracted from the electronic health 
record, is another way of integrating research.
 
The third way that we’re doing to help with that integration 
is to use our prediction modeling to stratify patients by 
level of risk, again in the context of COVID, for different 
types of clinical trials that they may qualify for. Trials that 
are designed based on certain elements of effect size to 
demonstrate benefit: it helps them to know, going into the 
trial, the likelihood of achieving the outcome. It’s helping 
us allocate patients to different studies.

As more and more data becomes available, what are 
areas of caution or consideration?

clinical trials that we have going. We are coordinating 
with them on the identification of subjects for their trials. 
We shared our data with our basic scientists who are 
doing the artificial intelligence work on host genomics, 
viral genomics and looking at potential drugs for 
repurposing and potential mechanistic understandings of 
comorbidities and how they link to COVID.
 
There’s been a lot of give-and-take between the two of 
us. Some drugs that we’ve identified, we’ve included in 
our registry to query, were based on preliminary work 
that they did. In our clinical research with the registry, we 
did find that those drugs are correlated with lower risk 
of catching COVID or getting worse with it. So then we 
communicated that knowledge to the interventional group 
and now they’re testing those drugs in their clinical trials.
 
Throughout all of this, we made sure to include our 
Office of Patient Experience, our Office of Caregiver 
Experience: people who look at our studies and 
research from the eyes of the patient. We have patient 
representation in our Institutional Review Board. We 
have patient representation in our data and specimen 
management committees.
 
It takes a village; no one can do it in isolation.

The ultimate goal is to have this 
research facilitating clinical care, 
on the spot, as the patient is 
getting their care. 



Ravit Barkama, MD, MPH, is the Assistant VP of 
Clinical Development at Holy Name Medical Center, 
where she is responsible for the overall leadership, 
development and implementation of new healthcare 
entities and strategies.

How do you think the model of a centralized 
research institute benefits your hospital, especially 
during COVID-19?

The pandemic proves the beneficial characteristics 
of a centralized research institute. We shifted almost 
all of our research coordinators from other specialties 
to COVID-19 projects. Without a centralized unit, it’s 
more difficult to shift people during a time of need 
in an organized and optimal manner. We trained 
everyone together. 

We assigned people to different tasks in each study. 
Some people were assigned to the remdesivir study, 
others to the Kevzara study. When there were less 
remdesivir patients and more Kevzara patients, we 
shifted staff to the busier project. There is much more 
control and optimization with a centralized research unit.
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Running Innovative Clinical Trials 
in a Mid-Sized Medical Center 
During the Pandemic

What was the process of integrating research with 
care as Holy Name faced COVID-19 challenges?

There was more unknown than known. Our doctors 
had an empty toolkit. It didn’t have drugs or biologic 
treatments. What we had at the time were a few 
publications from China showing preliminary data 
on medications. Not much information was coming 
out of Italy. We only knew that there weren’t enough 
ventilators for everyone requiring medical ventilation.

We needed to quickly fill that toolkit, knowing that we 
would be putting in tools that might make sense in 
terms of the pathophysiology or mechanism of action of 
the drugs, but would not have clear evidence of efficacy. 

Early on, we started with Compassionate Use for 
remdesivir. Later, we joined the Expanded Access 
Program that Gilead initiated and then we joined the 
Emergency Use Program. We learned more about 
the potential role of IL-6 and the cytokine storm 

and assumed IL-6 inhibitors would be effective. 
Accordingly, we enrolled many patients into an IL-6 
antagonist study with Regeneron. 

We also collaborated with Pluristem, which provided 
us with placenta-derived stromal cells that we gave 
to a few patients here at Holy Name under the 
Compassionate Use route approved by the FDA. We 
were already actively enrolling into two Critical Limb 
Ischemia studies with Pluristem, so we were aware of 
the safety profile of these cells. We felt comfortable 
moving ahead and treating COVID-19 patients. 

We didn’t know whether the cells would be effective 
or how they would affect the cytokine storm, but were 
hoping that the mechanism of action would reduce 
the hyper-immune response, which creates a lot of 
pulmonary harm. 

When you try something and you don’t know if it is 
effective, you need to know that it’s safe. When you 
are trying something that you know is effective, you 
can determine if the risk-benefit ratio makes sense. 
For example, while chemotherapy is effective against 
cancer, it does not have a good safety profile, but 
obviously, it is widely used.

As we were learning about this virus and the disease 
– the cytokine storm and quick desaturation among 
patients – we learned about the various phases of the 
disease. The first few days are the viral incubation – 
about five days after someone is infected. Then there is 
the viral period with quick viral replication. Here we see 
flu-like symptoms as well as some newer symptoms 
such as loss of smell and taste. 

After 10 to 14 days, we see the hyper-immune phase. 
The vast majority of patients do not progress to this 
phase; they are asymptomatic or do well clinically. 
However, a small subset deteriorates and requires 
various levels of oxygen supplementation. Some 
require mechanical ventilation and ICU level care. The 
last phase is the clearance, where patients, many 
intubated, eventually clear and show recovery of the 
lungs and other organs. 

We learned that for each phase, we needed different 
treatments. We believe that in the viral phase, we 
should treat with antiviral drugs like remdesivir. Most 
patients in the US received remdesivir after they were 
intubated. At the end of the viral phase, you want to 
provide treatments that will reduce the hyper-immune 
reaction. Pluristem makes sense since it performs 
immune-modulation, and this might also be the place 
for IL-6 inhibitors, various JAK inhibitors and other 
cytokine inhibitors. 

And at the clearance phase, you want to give 
treatments that help with healing the organs, such as 
stem cells or stromal cells, which are investigational. 

A pandemic clarifies, more than 
anything, how much research is 
a treatment option.



It won’t be over soon. A pandemic clarifies more than 
anything how much clinical research is a treatment 
option. For a very severe disease, where you don’t 
have evidence on what works and what doesn’t, 
research is the basis of all treatment. I think that there 
is now a greater understanding and buy-in among the 
public and medical professionals about the importance 
of clinical research. 

Now that clinical research has improved its perception 
and prestige, it’s a great opportunity to move forward 
with other indications and enhance it further. Perhaps 
even among the community itself, like physician practices 
and skilled nursing facilities, this might be an opportunity 
to try to engage them in research. 

We need to continue to leverage what we do, make 
medicine more efficient and move forward by taking the 
treatments of tomorrow and giving them today through 
well-designed studies – for both COVID-19 and non-
COVID-19 indications. 

There is a very positive force now and it would be a 
shame not to use that momentum. Now that everyone 
understands that unbalanced diabetes, hypertension 
and obesity are bad prognostic factors, there is an 
opportunity for us to better fight these very common 
diseases. There is more public understanding that these 
affect not just morbidity but also mortality. We can 
improve research by getting more people with diabetes, 
hypertension and obesity to try different drugs, as well as 
programs for healthier lifestyles. 

The sky is the limit. What will we, the healthcare 
community and patients, do to make it work?

How do you engage with non-research-oriented 
physicians and clinicians in investigational drugs?
Most of them wanted to become research-oriented very 
quickly. Those who did not have GCP training, went 
ahead and got certified. Until they were trained, we had 
other physicians consenting and following their patients. 
Eventually, all of the relevant doctors were trained on the 
various protocols. 

We received total buy-in from the medical staff and the 
nurses. It was clear that research enabled us to provide 
treatments to our patients. treat patients efficiently. We 
moved quickly, knowing that we weren’t going to be 
able to purchase medicine with proven efficacy.

How have you managed your other ongoing non-
COVID-19 trials?

People are afraid to come and are afraid to leave their 
homes. We continued to enroll into various cancer and 
MS studies, but at a slower pace. 

We worked with the sponsors and used telemedicine for 
follow-up visits. There were certain patients whom we 
sent home-health nurses to see. Everyone understands 
that during this time, you need to be creative and 
flexible. It’s better to have a phone call to talk to the 
patient and get their history and see how they’re doing, 
rather than not having any input because a patient 
cannot come in.
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How do you explain these clinical trials to patients 
in a way that makes the research accessible?
Patients often don’t know what a “cytokine storm” or 
“IL-6” are. You need to explain the potential natural 
course of the disease and why we are offering them 
these drugs. It must be done in a way that the 
patient can fully comprehend. We were giving these 
investigational drugs in the emergency department 
to patients having more and more trouble breathing, 
desperate to be treated. Some patients don’t have the 
patience to listen, but you still need to consent them 
properly. It’s like oncology patients with metastases. 
These patients want something investigational. We 
barely had anyone say no. However, we could not 
take advantage of that tendency to say “Yes, doctor, 
whatever you want to give me.” You still need to do 
a good job of explaining the treatment and obtain an 
informed consent.

A lot of things change when you look at this setup. You 
don’t want to bring a printed consent form to a patient, 
have them touch a pen and sign the consent form and 
then take the form and bring it to a non-contaminated 
area. As a result, you’re consenting verbally. When 
patients go home, you send them a consent form to sign. 
In the charts, we documented that we consented them, 
answered their questions and gave them information 
about potential benefits and risks. We believed that it was 
right to give the majority of investigational treatments as 
early as possible to prevent the patient from deteriorating. 

If the research unit usually worked five days a week, we 
started working seven. The weekend of May 16-17 was 
the first weekend that nobody from the research unit 
worked since March 13th.

Where do you see clinical research as a care option 
moving once this is all over?

Now that everyone understands 
that diabetes, hypertension 
and obesity are bad prognostic 
factors, there is an opportunity 
for us to better fight these very 
common diseases. 

How do you maintain rigor and safety in clinical 
trials for different treatments during a pandemic?
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Quantum Leap Healthcare Collaborative, the sponsor of the 
I-SPY and I-SPY 2 trials, of which IO360° speaker Laura 
Esserman, MD, MBA, is the lead architect, announced that the 
I-SPY 2 trial framework will be adapted for a COVID-19 trial 
to treat patients critically ill with Acute Respiratory Distress 
Syndrome. The trial’s structure will rapidly test a large number of 
promising agents for treatment against ARDS due to COVID-19.

The I-SPY COVID trial comes from the partnership of ARDS 
experts out of the University of California at San Francisco, 
20+ I-SPY 2 US sites and the COVID R&D Consortium, which 
is organized by the R&D heads of major US and European 
biopharma companies. 

Dr Laura Esserman’s I-SPY 2 Trial Design Is 
Adapted for COVID-19

A community-based research study of the novel coronavirus 
was just announced, through a collaboration between Wake 
Forest Baptist Health, Oracle and Javara. The study will 
combine at-home rapid diagnostic tests for patients and online 
data-gathering to define infection patterns on a regional basis 
for effective containment strategies. 

The goal of the study is to help the medical community develop 
strategies and treatments, based on the understanding of the 
pandemic’s patterns, to eliminate or contain the infections in 
defined communities. 

Jennifer Byrne, Javara, Announces Partnership 
with Wake Forest Baptist and Oracle for 
Community-Based COVID-19 Research Study

New Developments
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