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Welcome to the inaugural issue of CRAACO: Clinical Research as a Care Option. 

History
At the 5th Annual DPharm: Disruptive Innovations conference in 2015, a panel 
discussion on “Making Clinical Trials a Care Option for Patients: Piloting an 
Infrastructure” sparked a movement, one that sought to provide patients with better 
treatment options by integrating the siloed clinical research and clinical care. 

The concept of CRAACO created passionate feedback from a group of attendees 
eager to scale. The meeting grew from a single session to an annual luncheon to a 
one-day seminar until CRAACO became a full, two-day conference, held April 29-30, 
2019 in Raleigh, NC. 

CRAACO as a Movement
The Clinical Research as a Care Option movement aims to bridge the gap between 
clinical research and clinical care to provide patients with more options for treatment 
when traditional methods are no longer options. The CRAACO movement facilitates 
conversations on restructuring the existing culture and frameworks in order to break 
down silos, increase communication and enable innovation. 

The interviews in the inaugural newsletter highlight people who, in their respective 
fields, are working to push the bounds of clinical research and clinical care, from 
diversifying clinical trials and increasing trial awareness through advocacy to building 
frameworks to suit the unique needs of individual health systems and rethinking 
traditional trial designs. 

Announcing CRAACO 2020
The 2020 CRAACO conference is centered on raising awareness and changing 
culture, regulatory considerations, financial challenges and infrastructure. There is no 
one golden solution for clinical research as a care option, because every system is 
different; the conference showcases successful examples of CRAACO solutions. 

We are excited to announce that the Bridging Collaborative event will be joining us for 
CRAACO 2020. We would like to thank our Lead Media Partner, SCORR Marketing, 
for their support and offer a big welcome to our 2020 Lead Sponsor, Elligo. 

Enjoy the interviews.
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CRAACO Blog
Click below to read additional 
articles on CRAACO:

1. How Sanford Health Systems 
Integrated Clinical Care and Clinical 
Research to Provide Patients with 
More Treatment Options

2. Patient Advocate Alfred Samuels 
On the Clinical Trial That Gave Him 
Back His Life

3. CRAACO at DPharm 2019

CRAACO Podcasts
Click to listen to each podcast:

1. Understanding the Goals of Care 
vs Research

2. Keynote: Surgeon’s Perspective 
on Integrating Clinical Care & Clinical 
Research

3. Weighing Your Options in 
Considering Clinical Trials from a 
Patient Perspective

4. Addressing Barriers Health 
Systems Face in Integrating Clinical 
Care & Research

5. Effectively Democratizing Access 
to Clinical Trials for All

Upcoming Events
CRAACO: Clinical Research
as a Care Option
July 13-14, 2020 
Hilton Raleigh North Hills 
Raleigh, NC

DPharm: Disruptive Innovations
September 22-23, 2020 
Westin Copley Place
Boston, MA

In our lead interview, Jamie Troil Goldfarb, a 
patient advocate and cancer survivor, talks about 
the NCI clinical trial that saved her life after a 
Stage IV metastatic melanoma diagnosis, p. 5

Amy Nordo of Pfizer provides a perspective 
on how clinical research and trials have stayed 
separate and how they can come together, p. 7

Jennifer Byrne is the CEO of Javara, an 
Integrated Research Organization that right-sizes 
clinical trial infrastructures for health systems, p. 9

Mark J King of Novant Health uses his role 
as VP of Research & Innovation to identify 
emerging technologies and systems that aid in the 
community health system’s efforts to bring clinical 
trials to patients, p. 11

Laura Esserman, MD, believes physicians 
should engage in research and incorporates trials 
into her work as a breast cancer surgeon, p. 13

Melanie Igwe co-founded Drugviu.com to 
increase diversity in the medicine side effect 
process as well as connect communities of color 
to clinical trials, p. 15

Todd Johnson, VP at Wake Forest University, and 
Ralph D’Agostino, Jr, MD, program director, 
talk about the university’s new master degree in 
Clinical Research Management, p. 17
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Jamie Troil Goldfarb is a metastatic melanoma 
cancer survivor, mother, blogger and clinical 
trials advocate. She was diagnosed with Stage 
IV melanoma in 2011, after a Stage II tumor was 
removed three years earlier. 
Can you take us through the timeline from when 
you had your first tumor removed?

It was prior to 2008, but over the course of the next 
year, I kept getting infections in the surgical site. And the 
surgeon kept telling me, “It’s not related to cancer. It’s not 
my issue. Get it seen by your primary care physician.” 
And after the third infection, the medical oncologist who 
was following me called the surgeon himself and forced 
an appointment. They discovered a mass of melanoma in 
the deep issue in the same area. So then it was Stage III.
 
But at the time, there weren’t any options for Stage III. It 
was just watch-and-wait. So everyone agreed, “Go about 
your business. We have no idea why it came back like 
this.” It was kind of a freak occurrence.
 
That was December of 2009. And then in January 
of 2010, I became pregnant. The week before I was 
supposed to go back to work from maternity leave, my 
oncologist said, “Hey, just because we haven’t done 
anything since the surgery, let’s do a scan to say you 
can go back with a clear mind.” We did, and that scan 
showed that, during pregnancy, it had metastasized to 
my liver and my pancreas.

opinion leaders across the country. It was a time in 
melanoma where there weren’t a lot of things approved, 
only high-dose IL-2 and chemo, which is not effective for 
late-stage melanoma.
 
For me, it wasn’t really about, “Should I join a clinical 
trial?” It was about, “Which clinical trial should I join?” 
That was based on understanding all the potential side 
effects of all the different immunotherapies that were in 
trial, because I didn’t want to do something that could 
give me a long-term side effect that would negate 
eligibility for another trial, should that one not work.

Was it because you had experience in the clinical 
trial world, that you knew to think ahead to how 
potential side effects might affect another trial? 

Yes. Not only would a general patient not understand 
to ask the question about side effects, they would not 
understand to ask the question about clinical trials at all 
unless their oncologist brought up clinical trials to them. 
Only about 15% of non-research oncologists talk about 
clinical trials to their patients. If that conversation doesn’t 
happen, then a patient’s not even going to know to look 
for clinical trials.
 
The whole reason I got into advocacy work was because, 
as I was blogging my experience, other patients were 
contacting me because they had been told by their 
oncologists [that] there’s nothing else that can be done. 
I knew as an industry statistic that oncologists do not 
refer to clinical trials, but I didn’t personalize it, internalize 
that information until I got the onslaught of requests from 
other patients, who were desperate to find information 
on their own. Their doctors had told them there were no 
options for them without even mentioning clinical trials.

When you received the diagnosis in 2011, what was 
the conversation around treatment? 
My medical oncologist, right away, said, “The very best 
thing I can do for you is to send you to someone else.” 
He had a screening appointment already set up for me at 
NCI, thankfully. However, at the time, both my husband 
and I worked in clinical trial recruitment. My husband was 
head of the oncology division. So we did have a lot of 
information that the normal patient wouldn’t have, about 
clinical trials and understanding them as treatment options, 
how to access them, and understanding their purpose.
 
We also consulted with several other melanoma key 

Can you walk us through some of the details of the 
NCI trial? 
First, they harvested cells from the tumor in my liver, and 
they took out all of the lymphocytes that they found in 
that tumor. They replicated those cells by the billions in 
the lab. And then, as part of my trial, they genetically 
engineered those cells to also express interleukin-12 
upon contact with tumor. That whole process took six 
weeks to grow. 

The Clinical Trial that Saved 
Her Life after a Stage IV 
Metastatic Melanoma Diagnosis

I didn’t care about what the 
side effects were; I just needed 
the best chance of survival 
because I just had this baby.
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Was the clinical trial appointment your oncologist 
set up for you the one that you ended up in? 

I was screened at NCI. My rationale for wanting to do 
the NCI trial was, first of all, it was showing the greatest 
efficacy. The TIL trial shows up to 70% response, and it 
was the one that would be the most difficult physically to 
go through. I wasn’t feeling any effects from the cancer. I 
wanted to hit it the hardest when theoretically I thought I 
would be feeling my best.
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The only way patients can join clinical trials is if they 
know about them, and they only know about them 
if information about them is available where they’re 
searching in ways that they can understand. We, 
patients, desperately need more emphasis on clinical 
trials as viable treatment options, especially for life-
threatening illnesses like cancer.

What was next for you? 
I had scans every four weeks. My scans in September, 
October, November and December all showed that it 
wasn’t working. In December, they really wanted to make 
another treatment decision. And I just wasn’t ready, so I 
was asking, “Can we just give it one more month?” And 
they said, “Okay.”
 
Then, during that month, I got sick – an upper respiratory 
infection. My son had it. My husband had it. We all had 
it. And while I was sick, I could physically feel some of 
the subcutaneous tumors shrinking. The January scan 
showed that the tumors had started to shrink. And then 
they just shrank progressively for the next several years 
until there was no evidence of disease.

You took something very special to your screening 
appointment. What was it?

They make the treatment decisions on which trial you 
should do and if you’re eligible by committee during 
their Monday meetings. I knew that. To my screening 
appointment, we took a picture of me and my newborn, 
and gave it to my fellow and asked him to take it with him 
to the meeting. To show everyone that I didn’t care about 
what the side effects were; I didn’t care what was going 
to happen. I just needed the best chance of survival 
because I just had this baby.
 
When we were checking into NCI for the first time to do 
IL-2, the nurses kept coming in and saying hello to us. 
They knew our names; they knew the baby’s name; they 
knew our story. The nurse came in and we asked, “Is 
this normal? Do you just always know everything about 
everybody who comes in?”
 
She said no. The doctors had walked the picture I gave 
my fellow around the floor the day before, and had said, 
“This woman is checking in with us tomorrow and we’re 
going to save her life.”

Did they believe that your cold was some sort of 
trigger? 
We think it was the call to action for my immune system. 
In other TIL trials, they do not genetically engineer the 
cells to express IL-12. Instead, they deplete your immune 
system with chemo. Then they give you the new cells and 
they administer high-dose IL-2 as the call to action for the 
new cells. But, because in my trial they had genetically 
engineered the cells, they did not also administer the IL-
2, so theoretically there was no call to action.

What was it like being on IL-2?

IL-2 works by eliciting a full-body immune response in 
the hopes that your immune system will stumble upon a 
tumor and attack it. The side effects that I experienced 
included copious amounts of vomiting and diarrhea; 
my skin from my forehead to my shoulders peeled 
off four times. I had full-body rashes; terrible itching. 
I gained 25 pounds of water weight in four hours, all 
four times, which causes your skin to crack open. I had 
hallucinations; I had horrible nightmares that lasted for 
a couple of years. The first time, after I was finished 
dosing, it hurt so badly that I could not open my eyes for 
two days. You get terrible rigors. Your body just shakes 
uncontrollably, and you’re freezing from the inside and 
you can’t get warmed.

Who were the doctors that you were interacting 
with the most? 
NCI is a teaching hospital. There’s the head of the sur-
gery branch, which is Dr Steven Rosenberg. Then there’s 
his group of four attending physicians, who are consis-
tent on-staff positions dedicated to that branch but they 
rotate in their patient duties. There’s also a group of fel-
lows, who are your primary point of contact. When I was 
inpatient, I saw Dr Rosenberg, the attending physician, 
and the fellows every single day. One of my nurses has a 
daughter the same age as my son, just a week apart. She 
was very empathetic because she saw me put pictures of 
the baby on the wall, and we became good friends.

Do you think we’re in a different time around 
including clinical trials as a care option?

Patients are increasingly more self-advocating around 
healthcare issues and will do more research and will find 
the resources they need. And they will ask questions. As 
patients are increasingly more comfortable with pushing 
back on their initial healthcare providers and asking the 
hard questions that are needed, getting second opinions 
and going to specialists in the disease area, they’re more 
likely to come into contact with clinical trial resources. 
You have to make sure you’re advocating for yourself; 
you have to gather all the information that you need. If you 
don’t know how to do that, you need to find out how to do it.

Is there anything you’d like to end with? 

You have to make sure 
you’re advocating for 
yourself; you have to gather 
all the information you need.
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In the meantime, they gave me high-dose IL-2 as a 
standalone treatment. I did respond to that for several 
months. My last dose of that was in April of 2011. Scans 
in April, May, June, July showed that everything was 
shrinking. And then my August scans, all of a sudden, 
showed 40-plus new subcutaneous tumors.
 
So at that point, the cells for the TIL trial had grown and 
were ready. So then in September of that year, I did TIL. 
It was a month in the hospital, and the first five days were 
very high-dose chemotherapy to kill my current immune 
system. They took my cell counts down to zero, and 
then, once my immune system was completely depleted, 
they administered the cells that they had created in the lab. 



Amy Nordo is Global Product Development, Strategic 
Partnerships at Pfizer.

What is your role at Pfizer?

My role at Pfizer is Global Product Development, 
Strategic Partnerships. We are responsible for innovating, 
leading and implementing solutions for clinical research 
and global product development at Pfizer through both 
internal and external partnerships. 

We get to work with the entire community to look for 
solutions, and we collaborate for the greater research 
and patient community.

What do you see as the next steps? 

If we look at things as simplistically as how do we deliver 
regular clinical care, and how do we conduct clinical 
research, moving from all brick-and-mortar to  being 
more location flexible, and allowing patients to have 
flexibility in how and where their care is delivered and how 
and where they participate in clinical research. You can 
have your care delivered and clinical research conducted 
in all sorts of locations, as well as in all sorts of ways.

With your background as a care nurse, clinical 
research coordinator and part of pharma, can you 
talk about integrating clinical research and care?

Clinical research is the only way that investigational 
medicines will later be used in clinical care, and yet there’s 
an entire chasm between these two. What we’re really 
talking about is a singular individual at the end.
 
It’s really quite fascinating to have these different 
perspectives of being a registered cardiac critical care 
nurse, working in health care quality administrative pieces, 
working as a clinical research coordinator, working in 
the informatics piece at a world-class academic medical 
center, and now working on the pharma side.
 
I find that so often, we speak the same meaning but not 
the same language. Individually, these stakeholders are 
working on very similar opportunities, and they’re coming 
up with almost-identical solutions. But they may have no 
idea that the other person is doing it. There’s just a little 
bit of a tweak to each of them that make it different. There 
could be a very easy solution to combine them into a 
solution that would work for all the different stakeholders.
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Pfizer’s Amy Nordo Speaks to 
the Gaps between Clinical Care 
and Research

How do we begin to knit things back together? 

The first thing is bringing all the stakeholders to the 
table. And the CRAACO conference is a perfect example 
because you have multiple stakeholder perspectives there. 
Oftentimes, the groups will become very homogenous: we 
have groups that are for pharma, we have groups that are 
for academia, and we have groups that are for patients. 
And now in the industry, you start seeing there are groups 
that have stakeholders from all of those perspectives.
 
Once that starts happening, then we start to be able 
to have the conversations. And when we have the 
conversations, we start to have the realization that, “I’m 
calling it one thing, and you mean the same thing, but 
you’re calling it something else.” Or “We’re using the same 
term, and we mean two completely separate things.”
 
There’s an ability to bring awareness into what exactly is 
going on in the perspective of the individual, whether it’s 
the clinical trial site or the patient or the pharma industry. 
Then we can start to figure out where are the gaps so that 
we can have a common language and communicate. And 
as we’re doing that, through these items like the CRAACO 
conference, that enables us to organically come up with 
the solutions.

Why do you think it’s been so separate?

Some cite regulatory requirements as the reason that 
clinical care and clinical research are separate. And there 
is good reason for this. For example, clinical research is 
not a replacement for clinical care. Clinical research is 

different than regular medical care and this difference is 
clearly outlined in the informed consent form. Now we’re 
looking at healthcare very holistically, just like now we’re 
starting to look at research very holistically. As we shift 
to how we look at a patient from “this is my specialty, my 
domain” to “this is the patient in entirety,” I think we’re 
also doing the same thing with research.

What has been that change?
Patients are really taking an active engagement in their 
own care now. There’s a lot of ownership now. And I 
don’t mean just ownership like, “This is my data” but 
actively being a part of the decision making.
 
What caused that shift? Is it the accessibility to the 
data now? Is it regulations? I’m not quite sure. It’s just a 
cultural shift, that’s occurred in the U.S. specifically, and 
it’s starting to occur in other geographical reasons. This 
is a topic for great research, and I can’t attribute it to any 
one thing. But I think that what’s shifting the world of 
bringing clinical care and clinical research together is that 
shift to patient centricity.

We have to be measured in our 
progress going forward, always 
keeping patient safety at its heart. 



Change is hard, and it takes time. When you’re working 
in the world of someone’s life, it has to be measured. 
Because patient safety is at the center of everything. It’s 
first, “Do no harm,” right? That is the Hippocratic Oath 
which all doctors take. We have to be measured in our 
progress going forward, always keeping patient safety at 
its heart. But I think we’re making great strides.

What are some areas of innovation that you’re 
seeing that can impact the integration of clinical 
research and clinical care? 
I think pulling in the patient in a way that we haven’t 
done before is really important. And things such as the 
sharing of data and interoperability with the data, not 
just between clinicians and different sites, but between 
the patient and the clinicians is really impactful. And 
then, when permissible, sharing the appropriate level of 
information to the study sponsors is really powerful.

What are you really excited about in the next few years? 
In one year, I see true interoperability coming down the 
pike for patient data. And this is huge because it allows 
the patient to be able to have their data at their fingertips. 
So that when they go in for clinical care, they have it 
and they are not waiting for that information to be sent 
across. So it’s not just the interoperability of data, but the 
fact that in that interoperability circle, the patient is one of 
those individuals getting this data.
 
In the next three years, what’s really exciting to me is 
having more and more engagement from the patients. 
Not only in their clinical care, but in clinical research, and 
finding ways to make it improve the research participant’s 
experience. To really make it more accessible for people 
to participate in clinical research.
 
In the next five years, we probably will be at a point that 
will be so different from where we’re at, in the delivery of 
clinical care and the way we conduct clinical research. 
I think we’ll be at a place where it won’t be “clinical 
research” or “clinical care.” It’ll be a more comprehensive 
understanding of how the two are so closely related and 
inform each other, as I was explaining earlier.
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How do we incorporate research on a more day-to-
day level? 
The first thing is, we ask patients who’ve participated in 
research how they discovered it. We ask patients who 
don’t know about research how they did, and then we 
start looking at the industry trends. Because we need 
to do true design thinking on this. We say, “Okay, what 
are ways that we can deliver information right now about 
health care and about participating in clinical research?”

Well there’s multiple avenues of how we share information 
about healthcare and how we share information about 
clinical research. The challenge is that there are many 
regulations around research, and rightly so. So then 
you have to balance how to deliver that information in a 
way that ensures compliance with the regulations. And 
then, “What’s the most effective way for people to get 
engaged?”
 
But there’s so many opportunities and so many great 
ways, and I’m watching the sites, actually the academic 
medical centers, make really great strides in looking for 
new pathways to share information about clinical trials to 
patients. It’s very exciting. So I think it’s, again, sharing 
what works, what’s the best practice and that information 
to the rest of the community.

Look at the ways that we’re collecting data now. We 
used to do patient histories when they came back in and 
they were feeling absolutely awful. We would ask them 
everything that had happened since the last time they 
were there. And of course, when you’re in pain, all you 
want to do is get out of pain. Maybe you don’t want to 
talk about three weeks ago, when it started.
 
We’ve completely shifted that and how we’re interacting 
with patients, from just those touchpoints that are at the 
crisis level, to having regular touch points so that we 
can have better communication with people. It’s just so 
phenomenal in the flexibility that’s now occurring. That’s 
not just happening in clinical care; it’s also happening in 
clinical research.
 
When I was a clinical research coordinator, we did 
brick-and-mortar. Now we had some pieces of where it 
wasn’t all brick-and-mortar, where we would send people 
home with remote blood pressure, and so forth. But for 
the majority, they had to actually bring that back and 
we had a special computer that can only download that 
information.
 
We’ve moved more and more away into having this 
completely flexible way to participate in research: hybrid-
virtual, full-virtual, still brick-and-mortar. There’s just a lot 
of options now that weren’t there before.

Is there anything else? 

Having that direct interaction with the patient, whether it 
be with the clinician to the patient, or with the principal 
investigator of a research study to the patient, and then 
sharing the data back to the participant after the patient 
participates in clinical research.
 
It makes me think of when families donate their loved 
one’s organs for transplant. We provide information back 
to that family to the best that we can about who receives 
the organs and how that worked. That goes back to the 
patient, but it also goes back to all the providers who 
were engaged with those patients. There’s this full circle.
 
And that’s what I’m really excited about that I see 
happening right now with clinical researchers. We’re 
doing a full circle around what really happened: you 
participated in this study, and because of you, this is 
what we were able to discover. And this is what we 
were able to do as an improvement in the research and 
medical community.
 
That’s really powerful. And that bidirectional flow of data 
with patients, clinicians and the research community, 
including pharma, is really allowing that information to be 
shared back in a way that’s understandable.

All opinions Ms Nordo discussed were her own, 
and not representative of Pfizer as a company. 
She will be speaking at CRAACO 2020 about how 
Pfizer’s national and global collaborations have 
increased accessibility for clinical research as care.
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At the 2015 DPharm: Disruptive Innovations 
conference, Jennifer Byrne, then CEO of PMG 
Research, participated in a discussion on “Making 
Clinical Trials a Care Option for Patients: Piloting an 
Infrastructure.” In the conversation was the beginning 
of the Clinical Research as a Care Option movement. 
It grew from one conversation, until in 2019, CRAACO 
became a full, two-day conference in Raleigh, NC. 
 
In 2018, Ms Byrne launched Javara, an Integrated 
Research Organization (IRO). The company expands 
clinical trial access directly to patients and their 
trusted physicians, who are all part of a larger 
healthcare organization; currently reaching nearly 
6 million patients. She also founded Greater Gift, 
a 501(c)(3) organization that thanks clinical trial 
contributors by donating, in their honor, a lifesaving 
vaccine or meal to a child in need.

What was your entry into healthcare?

I’m very typical of a lot of clinical research professionals 
in that I fell into this field. I entered college with the hope 
of medical school; my mother was a nurse, I worked in a 
hospital lab and had plenty of exposure to healthcare. 

Upon graduating with a nutrition degree from Texas A&M 
and not pursuing medical school, I was priming for a job 
as a pharmaceutical sales representative when a friend 
of a friend told me about a research coordinator position. 
The opportunity ticked a lot of the boxes, because I 
would have direct patient care, while also contributing to 
the wider impact of drug development. 
 
Within a month, after having had very early experience 
interacting with patients, pharmaceutical companies and 
protocols – trying to find patients that fit my assigned 
clinical trials and working with doctors and a variety of 
clinical research professionals – I knew that I had found 
my life’s work. That might sound a bit dramatic, but it 
was true. My work has been a very deeply personal, mission-
driven career. It’s taken a lot of shapes and forms over all of 
these years, but the fundamental things have never changed.

perspective and think more about root cause barriers 
and meet with healthcare leaders of larger organizations 
to understand why clinical trials are not typically reach-
ing not only the average person, but also not reaching 
people with cancer and rare diseases. Why, when I get 
together with friends and family, I am still explaining and 
describing what clinical trial participation is all about.
 
From a healthcare system standpoint, oftentimes, re-
search is very decentralized, costs the institution money 
and does not take advantage of the data assets it has to 
match the right trial to the right patient at the right time. 
These are the things we are trying to solve at Javara; 
standardize, scale and bring about a better financial and 
outcomes model that benefits the patients, the doctors 
and, thus, incentivizes the system to better advocate 
clinical trials to its patient and physician base. 

What part does Javara play in making clinical trials 
more accessible? 

With our healthcare partners, our focus is very, very 
centered on understanding what the unmet needs of 
the patients within that healthcare system are, matching 
those needs to the drugs and devices in development, 
and then going after that work with CROs, pharma and 
biotech. Our greater value proposition is understanding 
the patient population for whom our healthcare partners 
are responsible for providing healthcare services, and 
using their data, leveraging their own data insight, to 
shine a light on where those unmet needs are.
 
When we do that well, we stand to decrease the cost of 
care, possibly improve outcomes for patients and be a 
partner to the healthsystem to improve both the physician 
investigator and patient experience. 

Why did you found Javara?

After having been in my former organization for so many 
years, when I came out of that company, I had a one-
year non-compete. I had the opportunity to gain fresh 

Are people more receptive to that?

At the heart of CRAACO, like really and truly, if you’re 
building those partnerships with healthcare providers, 
you really are level-setting because it’s a very natural, 
authentic, patient-centric approach. And that has 
everybody at the table. When you do that, you bring 
natural alignment. I think that [with] the goals and the 
objectives, you create a natural collaboration platform; 
research as an option for the patient; a better business 
proposition for the health system; faster accrual of patient 
participants; and better data for the pharma/CRO client.

Can you talk to us a little about the evolution of the 
CRAACO movement? 

When Javara launched in April of 2018, we coined a 
new term: “Integrated Research Organization” (IRO). 
To me, IRO is really the new descriptor for the business 
that supports CRAACO. The IRO is to a healthcare 
organization what a CRO is to pharma. I believe there are 
five organizations now that have pivoted and are positioning 
themselves as Integrated Research Organizations. 
 
To this point in time, from a data standpoint, the clinical 
research journey has involved the patient participant, 
and we are collecting data in a very standardized, very 
regimented way. That data has been, more or less, to 
support the scientific questions for that particular protocol 
and in support of that FDA submission and ultimate approval.

Building the Framework to 
Make Clinical Trials Accessible
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With CRAACO, yes, absolutely there’s all of that, but I 
think that from a data standpoint and from an insight 
standpoint, think about all the opportunities that we 
have with the data that’s being collected. There’s a 
tremendous amount of standard-of-care data and 
insights on that patient. We have a responsibility to think 
about how that data from that particular patient is used, 
in terms of the ongoing benefit of that individual. And 
for the overarching population, for whom that particular 
patient-volunteer represents in real time. You’re leveraging 
data in the immediate sense, for immediate purpose.

How does a CRAACO approach change the 
mechanics of putting together a trial?
Just imagine a lot of the work that we’re doing with larger 
institutions. Historically, a trial will go into, let’s just say for 
example, the Department of Cardiology. You’re looking 
for high-risk, cardiovascular patients who have had a 
heart attack within the past six months. So the regular 
approach would be that trial goes into an academic 
center or a health center. There’s a board-certified 
cardiologist, principal investigator. 

That trial is going to, more than likely, only reach people 
who have had a heart attack in the last six months that 
are followed by the physicians in that specific cardiology 
department. It might not even be all the cardiologists 
within that department. It might only be the cardiologists who 
have signed up to participate in this particular clinical trial.
 
Imagine what that looks like if a clinical trial still comes 
into the Department of Cardiology, but if every patient 
within the entire enterprise of that healthcare system 
had access to it. A lot of people who have heart attacks 
are not necessarily getting followed by the one, two or 
three investigators on that one trial. What about all those 
patients who have the established relationship with their 
family practice doctor or their internal medicine doctor? 
After their acute medical event, perhaps their ongoing care 
is being provided outside of the specialty department.
 
So that’s what we’re trying to think about: to better 
construct research as a team sport. A true team 
approach as opposed to trial isolation.

What is the “research as a team sport” mindset? 
That’s where the practice of medicine is really changing. 
It is complex. Physicians are juggling time and resource 
demands, coupled with [the fact that] the complexity of 
trials continues to increase and we ask patient volunteers 
to jump through hoops to participate. It is imperative that 
we work together to smooth out the process and ensure 
we are not duplicating effort, work to reduce as many 
barriers as we can for the protection of the patient and 
accuracy of the data, and improve the value proposition 
for every team member. 

That’s where the technology, communication, trusted 
relationships – that’s where all of these things come 
into play. You can have the slickest technology and 
state of the art electronic health records. You can have 
really great doctors. You can have really great research 
professionals around you. But if there’s a breakdown 
in even one of those areas, it can have a dramatic and 
negative impact. We are thinking about that complete 
architecture: What are all the different elements that 
ensure that there’s not a break in that chain?

Javara coined the term “clinical trial navigator.” 
What is that and how does it differ from a clinical 
research coordinator? 
I think of the clinical research coordinator as being the 
professional that works within the boundaries of the 
system, and ensures that all the logistics are managed in 
a way that ultimately leads to pristine data collection and 
patient safety experience.
 
The concept of navigator came to us as I was spending 
more time with healthcare leaders. This didn’t happen 
once; this happened many times across a number of 
different organizations. As we started talking about the 
possibilities of intersecting research with care, and care 
with research, and thinking about population health 
opportunities, the role of navigator was a term that we 
were hearing time and time again to be valued on the 
healthcare side as a really important transition.
 
We need to be thinking about how we can be more 
harmonious with healthcare. Words and terms do matter. The 
term “navigator” seems to resonate more for our healthcare.
 
If you look at the definition “coordinator,” it’s somebody 
who’s really operating within the bounds. I think that 
“navigator” takes it to a different level, because you’re 
actually having to think on your feet a little bit more. In 
our role, the navigator now has a responsibility not just 
to do all those other things, but to be thinking about the 
individualized and personalized needs of that particular 
patient, that particular healthcare system and making 
sure that all the insights that are being collected are 
conveying in a 360-degree way.

Can you talk about your new partnership with Privia 
Health and some of your other collaborations? 

We are working within a couple of specific regions within 
the Privia Health footprint. Privia Medical Group of the 
GulfCoast and Privia Medical Group of Georgia are 
large, integrated practice management organizations. 
Collectively there are large numbers of patient records 
within one electronic health record, thousands of 
physicians/providers and hundreds of individual care 
centers. Privia is providing a lot of, what I would 
say, medical practice administrative and business 
standardization to independent physician practices. Now, 
Javara is partnering with them to provide clinical research 
personnel and expertise so that clinical trial access is 
readily available to the patients with the medical group.

Additionally, we have a research collaboration with Wake 
Forest Baptist Health as an academic health system. 
And the third research relationship is with Tryon Medical 
Partners. Tryon Medical Partners is a mega-physician, 
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multi-speciality-owned group encompassing over 
125,000 patients in one electronic health record. 
 
Our current three healthcare partners are very different 
types of healthcare organizations. This is not a cookie-
cutter movement to address how we better connect 
patients to trials as a care option. All of our partners 
share the common commitment of bringing more of their 
patients to the choice of trial participation and making it 
easier for their physicians to participate as investigators.



Mark J King is VP of Research & Innovation at 
Novant Health, a not-for-profit integrated system of 15 
hospitals, 11 institutes and 1,600+ physicians in 640 
locations, providing care for patients in North Carolina, 
Virginia, South Carolina and Georgia. Part of Mr King’s 
role is identifying new technologies and infrastructures 
to increase patient access to clinical trials.

What do you do at Novant Health? 

I serve as the Vice President of Research and Innovation 
at Novant Health, where I support our clinical investigators 
and research teams across our healthcare system. I 
was recruited to Novant Health in March, 2019. Novant 
Health’s primary research facilities are headquartered in 
Charlotte, North Carolina, and Winston-Salem, North 
Carolina.
 
Novant Health is not an academic medical center, which 
is both a benefit and a challenge. Academic medical 
centers typically have the support teams built into their 
universities to facilitate the medical school’s research. 
Our proximity to patients allows us to see patients that 
academic centers typically don’t see, because many 
patients don’t live in the shadow of the university’s bell 
tower. Most patients are not going to drive three or four 
hours to the closest academic center. Patients do have 
options for care but they’re limited in many markets – 
that’s where community healthcare systems like Novant 
Health can fill the void.
 
My role is to facilitate that research for our investigators. 
In concrete terms, that facilitation looks like research 
nurses, research coordinators, clinical research 
associates, regulatory professionals and business 
support staff to assist our providers with everything 
from study start-up (legal review, contracts, budgets), to 
operational support once the study is open. We also have 
teams supporting regulatory compliance, IT and more. 

How does Novant assist patients in getting 
information about or access to clinical trials?

One of the concrete steps we’re taking at Novant Health 
is standing up a new Clinical Trial Management System 
across the entire healthcare system. This will facilitate 
communication across our care locations; busy providers 
and clinicians will have trial information readily available. 

How do patients access clinical trials in the Novant 
Health system? 

It all starts with our clinical teams, primarily our physician-
investigators. We do get inquiries where patients are seeking 
a study that may be open at our site, but more often, it’s a 
privileged conversation between a physician and a patient. 
We partner with our patients to discuss clinical trials as
an option for their care. Patients, we’re finding now, are 
more educated than in the past. They’ve often gone to 
Dr. Google first, seeking trial information online. 

Our clinicians, the ones that are passionate about 
research, are going to be right there to assist patients 
with understanding their clinical trial options, able to 
cite chapter-and-verse, which studies are available, the 
potential risks and benefits, and why a particular study 
might be a viable consideration for the patient.
 
With the IRB approval of our trials, our teams ensure that 
the informed consent process is carefully administered; 
there can never be pressure or influence to participate 
in a study. That said, according to the National 
Comprehensive Cancer Network (NCCN), “the best 
management of any cancer patient is in a clinical trial. 
Participation in clinical trials is especially encouraged.” 
 
Even if you receive treatment on the standard-of-care 
arm, you’re going to get a higher level of care and more 
intense oversight. There are more eyes on you, you’ve 
got this additional research team looking after you and 
you’ve got the trial sponsor reviewing your data, whether 
it’s the NCI or a pharmaceutical company or biotech. You 
may have more frequent office visits, more frequent lab 
draws, more frequent imaging studies. Participating in the 
trial may be a bit more inconvenient for you because the 
visit schedule may be more rigorous. But studies have 
reported that patients live longer when on a clinical trial – 
even if they’re on the standard-of-care arm.
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How Novant Health is Bringing 
Clinical Trials to Patients Across 
a Multi-Center Health System

Clinical trials that come from pharmaceutical companies, 
biotechs and device manufacturers open and close 
to accrual rapidly. An early-phase (Phase I or II) study 
that opened last week could fully recruit in a couple of 
months. It’s very dynamic, so communicating study 
status to our investigators in real time is so important. 
The same is true, externally, through our patient portals 
and to referring physicians outside of Novant Health.
 
Patients seeking a clinical trial will be able to find key 
trial information on our website [or] on an app; we only 
want to provide information about studies that are open 
to accrual. Who cares if we’ve got a study open if it’s no 
longer accepting new patient enrollment?

Our team also has a dedicated research informaticist 
working with our corporate IT gurus, known here at 
Digital Product Services. He’s already developed a beta-
version of an app that all our clinicians will carry in their 
white coats, providing ready access to trial availability and 
key trial data right there in the pocket of that white coat. 
This smartphone app will keep them informed in real time 
so as the dynamic trial menu changes, they will know 
immediately. 

In the past, most trial sites printed trial cards. The minute 
you print a card, it’s out of date, an often frustrating 
experience of doctor and patient alike.



Data sharing is particularly challenging. We’ve already 
discussed the importance of stewardship of patient 
data, but there are other areas where data sharing may 
be appropriate. Examining efforts to reduce the trial 
regulatory and paperwork burden would streamline trial 
operations. Many systems are proprietary, making data 
sharing difficult, if not impossible. Examples include 
electronic health records, sponsor electronic case report 
forms, remote monitoring systems, IRB systems and even 
trial business operations systems. One recent example 
is a consortium of more than a dozen pharmaceutical 
companies that are trying to facilitate the startup side of 
clinical trials through a shared database. That’s a laudable 
effort. However, they didn’t include a whole lot of site input 
in designing their system. As a result, research sites are 
finding it burdensome to create the investigator, site and 
facility dossiers required of the consortium.
 
Another important area involves the AI tools and algorithms 
to interrogate the clinical EMR – how do we manage these 
activities safely and securely as stewards of our patients’ 
data? The regulatory firewall that’s been put in place 
between hospital electronic medical records and the case 
report form systems for clinical research creates what I call 
“swivel chair interoperability.” A clinical research associate 
takes a data point like a lab value or blood pressure from 
the EMR and swivels over in their chair to their other 
computer monitor to type it into the trial sponsor’s system, 
then swing back over to the EMR and copy the next data 
point. Then trial sponsors have to send staff to our sites to 
validate that we have copied correctly from one system to 
another, a process called Source Data Verification, required 
by current research regulations. 

In the brave new world, we look forward to the day when 
there will be some sort of compliant, verifiable, auditable 
sharing between these two environments.

What do you see as a hurdle in the pipeline for 
CRAACO? 

Why do you think integrating clinical research and 
clinical care has been so difficult in the past? 
One difficulty community healthcare systems face is 
garnering institutional support for a robust research 
infrastructure. I’m a strong advocate for research as a 
care option, but only if the system leading the research 
supports my foundational, non-negotiable pillars of ethics, 
safety, quality and compliance. If a healthcare system will 
not buy into, or invest, in these standards, they shouldn’t 
be engaged in research. These are not aspirational goals; 
they are foundational. I’m proud that Novant Health, in 
spite of mounting pressures to reduce costs, is fully on 
board and committed to advancing clinical research. 
 
The other difficulty involves trial complexity, which has 
changed exponentially over the past several years. 
Today’s clinical trials may involve genetic markers, 
genomic studies, advanced imaging modalities, multiple 
biopsies and more. Many protocols require patients 
who have consented to participate in a trial to progress 
through multiple clinical assessment hurdles or stage 
gates prior to receiving treatment on a study. Protocols 
used to be 30-, 40-, 50-pages long. Now, they’re literally 
hundreds of pages long. Consent forms used to be a 
few pages. I’ve seen IRB-approved informed consent 
documents that are upwards of 50 pages or more. Trial 
complexity, data management and regulatory compliance 
is increasingly challenging and complex; it takes more 
resources to manage them.
 
Then, of course, we’ve got the provider side of the 
equation – the clinical trial investigators. These clinicians 
are very busy. The newer ones, right out of residency 
or fellowship, are coming out of school experienced in 
clinical research. If they’re hired into an academic medical 
center, part of their compensation will likely be protected 
for research and teaching time. That’s not true in a 
community setting. Clinicians are expected to maintain 
a busy clinic schedule, exceed patient satisfaction and 
quality metrics, complete their clinical documentation in 
the electronic health record, and participate in research. 
We often hear that clinicians are facing death by 1,000 
clicks due to the EMR requirements, but when research 
is involved, those clicks can fast become unwieldy.

How does your role identifying emerging 
technologies address the increasing complexity?

With recent advances in personalized medicine and 
genetic prognostication, trial sponsors are no longer 
asking us for potentially eligible “breast cancer patients,” 
but more like “How many 18-65 year-old, left-handed, 
blue-eyed breast cancer patients with an XYZ mutation 
do you have?”

That’s the “& Innovation” part of my title. Looking for 
the blue-eyed, left-handed breast cancer patient who 
met all those different criteria might seemingly involve a 
simple query of the electronic health record, given the 
thousands of clicks I mentioned earlier. Many of those 
criteria are in discrete, structured fields in the electronic 
health record. But a lot of these data points are buried 
in what is effectively a PDF note or an image; and it’s 
not structured data or machine-readable. I’ve met with 
countless vendors that offer promising AI or natural 
language processing cohort identification tools. We’re 
exploring solutions to help us open the right studies in 
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the right locations that reflect our patient demographics 
to enhance trial accrual and streamline efficiency. Given 
our resources, it’s very inefficient to open studies that will 
not serve our patients close to home. At Novant Health, 
we want to open studies where our clinicians can be 
successful, and where we can successfully reach patients 
who need access to important studies. 
 
Another important point involves data security and 
protecting our patients’ data. I am a firm believer that a 
healthcare system should be a steward of patient data, 
and that data belongs to the patient unless they consent 
to share it. Mining our data for potential trial subjects 
requires authorization. We typically require a HIPAA partial 
waiver to run an EMR query for trial eligibility. As we 
explore AI/NLP solutions for cohort identification, one of 
our first questions is always around data governance, de-
identification and data security.

Patients do have options for 
care but they’re limited in many 
markets; community healthcare 
systems like Novant Health can 
fill the void.



What led you to pursue your minimally invasive 
approach to breast cancer screening and surgery?

Over the last thirty years or so, we’ve learned a lot about 
breast cancer. We’ve learned that it is not one disease. 
And we don’t treat it that way anymore. There is a lot of 
new information that helps us now. In the 1980’s, a lot of 
the cancer we saw was later stage. A majority of cancers 
we were seeing were high risk. And that’s really what was 
in people’s minds. In the meantime, screening began in 
the late 1980’s. Screening really changed the nature of 
the types of cancers we were finding. 

It changed the population without anyone realizing it. We 
were all in the mindset of, “Early will be better; the smaller 
it is, the better it is. Every cancer will inexorably progress 
and kill you and finding it early will solve all the problems.” 
However, we have learned that early stage cancers are 
not just precursors of later stage high-risk cancers. There 
are different kinds of cancer. We know that now. There 
are some cancers that will probably never kill you, and 
some cancers that will kill you even when they’re small. 
That just wasn’t understood in the ‘80s when the whole 
movement started.
 
What I’ve tried to do is take a step back and say, “You 
don’t need to be in one camp or the other. We need to 
be in the camp of learning and understanding and trying 
to right-size our interventions.” Do more for the people 
that have higher risk and less for the people that don’t. 
 
That’s fundamentally what I’ve done in my career. First 
starting with I-SPY, really trying to understand, “How 
do we focus on people at the highest risk for early 
recurrence and move the development of promising 
drugs to an earlier stage setting where people are 
actually curable?” If we start earlier in the disease cycle 
for cancers that we know are on a lethal trajectory, we 
can make a difference.

How have you enacted your approach?

Traditionally, surgery has been the first treatment for 
women with breast cancer. But there are many good 
reasons to change the order of therapy. A good response 
often means that less surgery is needed. Giving systemic 
therapy first, before surgery, is an opportunity not just to 
find the right drugs, but to course-correct. If the response 
is excellent, you can continue on the same path. If the 
response is poor, then there is still an opportunity to 
change treatment. But you have to generate options and 
drugs to change course. 

That’s really the purpose of the I-SPY Trial: first trying to 
find out, “Are there drugs that can improve response over 
standard therapies?” Yes. 
 
Our next phase is to try and start figuring out how to 
optimize and work towards the paradigm where you 
start with novel therapies that are more targeted, and 
less toxic. If that doesn’t work, you move onto the best 
treatment for each specific tumor type; if that doesn’t 
work, you move on to the next best thing.
 
Then we started trying to work on a diagnostic test: a 
molecular definition, something you can measure at the 
time of diagnosis so that you can right-size the treatment. 
I’m a surgeon; I’ve been operating on women for 30 
years and I’ve been involved in giving all types of therapy. 
There are consequences to everything we do. So if there 
are some people who don’t need treatment, and we can 
be pretty certain of it, that would indeed be a boon.
 
Personalizing care gives you the opportunity to right-size 
your treatments. If that is true, then we have to ask the 
question: Does “one size fits all” really work in screening 
when there are all these different cancers and people 
have all these different risk factors? It’s just not logical to 
me. All I’m trying to do is start by asking the questions.

Providing patients with different options has clearly 
informed your career and is a critical part of the 
“Clinical Research as a Care Option” ethos. When 
did that notion first come up for you?

Actually when I went to business school, after I finished 
my surgery training, from 1991 to 1993. I thought, “What 
business puts out a product where they have no idea if it 
works, and what the outcomes are, and just keeps doing 
what they’re doing?” We were sent out in teams to do 
quality improvement and that’s when I thought, “We’re 
never going to get real quality improvement until we have 
some level of automation and a different mentality in the 
way we deliver care and try to improve it.”

It was really a transformational notion for me. I have been 
on a mission to change medicine. I came out and started 
the Breast Care Center at UCSF with the idea that we are 
going to tailor treatments to biology, patient preference 
and clinical performance. 
 
We should be practicing to improve. Science and 
technology are improving; we should be constantly 
improving. The fundamental basis for the way we practice 
needs to change. We haven’t really changed since the 
‘70s. Our electronic clinical records are really not that 
different from the way we do things on paper. We need 
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Laura Esserman, MD, is a surgeon and breast cancer 
oncology specialist. She is Director of the Carol Franc 
Buck Breast Care Center and Co-Leader of the Breast 
Oncology Program for the Comprehensive Cancer 
Center. She leads the I-SPY and WISDOM trials.

Breaking Down Silos Between 
Clinical Research & Care to 
Provide New Patient Options



I think the change in how we understand biology; 
the different biologically based treatments that are 
emerging; and new drugs that actually work will make 
trials like I-SPY 2 able to succeed. We’re starting to 
understand why things work. If we can marry the 
concepts, and really change mindsets, toolsets and 
skillsets, it will be super exciting.

Is the innovative nature of the trials you’ve designed 
applicable to other indications? 
There’s a number of things that made breast cancer a 
great place to start, but there’s nothing unique about 
it where it’s the only one that’s amenable to that. What 
made it so unique is that we got to a point where we 
were able to drive a lot of science.
 
It started by women being very unhappy with their 
options and demanding better options. We had a rapid 
evolution of our scientific understanding. There were 
just a lot of the pieces in place and a strong advocacy 
movement. There were a lot of physician advocates like 
me who really wanted to make things better. 
 
As we are able to move to more molecular subtypes and 
our understanding is transformed from organ-based to 
pathway-driven paradigm for tumors, it will be easier 
to export the information we have in trials like I-SPY to 
other disease types. It may even be possible to transform 
I-SPY into a cancer pathways trial in the future. 

The idea is to take the knowledge you have. We’ve been 
learning about the cancers by class and the drugs by 
class. There may be ways you can learn even faster. 
We don’t want to make it 15 years for every drug to 
get to market. We want to get it 3-5 years, using early 
endpoints and different combinations of drugs and tumor 
biomarkers, to understand why it works in just one type 
versus another. The more we learn and we cross-fertilize, 
the faster we’re going to be able to transform the field.

How is the WISDOM trial going? 
We have 25,000 women, and we’re excited about 
that. We just got an extension from PCORI and have 
just been awarded an R01 to extend accrual to more 
diverse populations. We’re really reaching our stride 
and gathering momentum. I want to also transform how 
we get our payors involved. There we still need to do 
some more work and more people need to step up. I am 
determined we’re going to make this trial a success. If we 
understand people’s risk, and we understand what kind of 
cancers they develop, we can start to understand who’s at 
risk for what kind of cancer and then develop prevention 
studies – an adaptive platform design for prevention.

Why do you think clinical care and research have 
been so siloed? 
I don’t think the system for either is very good, because 
of this lack of feedback and because of redundancy of 
effort. So much of everyone’s effort is in repeating and 
recopying and having to redo a lot of the work. A lot 
of our attention is diverted away from effort that could 
go into improvement and analysis and finding new 
things to try. And that’s true in both research and care. I 
fundamentally don’t think the systems should be different. 
They both start with capturing core information. And both 
need a common and trusted source of truth and to work 
together to assemble it.

At CRAACO 2019, you spoke about embracing new 
adaptive trial designs and new technologies to 
bridge the gap. Is there anything you’ve seen in the 
last year that is encouraging to you?
I’m continuing to push forward. It’s not just having 
technology and tools; it’s actually being able to rethink 
what your workflow is going to be. You have to think, 
“How am I going to make it so the collection of data is 
something that everyone can contribute to in a serial way 
and we can have a trusted single source of truth?” That’s 
a cultural change. We’ve been working a lot on that and 
thinking about what our processes should be. I actually 
think it’s quite possible.
 
We’re working on tools; we have a project with the FDA 
to further develop OneSource, and we are looking at 
patient-reported outcomes as well. We’re focusing this 
particular effort around adverse events: How do we 
collect adverse events from patients? How do we do a 
better job of collecting adverse events from clinicians in 
such a way that it informs our clinical care and our trials?

At Dreamforce, in collaboration with a team at Salesforce, 
we presented a concept for how to use blockchain to 
improve the way we send laboratory data around. The 
idea that people are still copying lab data and hand-
entering it into case report forms is shocking; that would 
be the one thing you would think really ought to work 
easily. But in fact, it doesn’t because every lab has a 
different reference range. What we should do is put out 
a network; everyone should be part of that network, and 
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we should record lab values and the reference range and 
just normalize it. 

It was something that I got asked by one of the teams 
that we’re working with, “Do you have any good ideas 
for how to apply the concepts of blockchain?” And so 
I’m constantly learning about new technologies and new 
tools. The ideas are great, but you have to figure out 
ways to be able to implement it to effect change.

to be thinking about what things we need to collect to be 
able to move this field forward. 

When we practice, the philosophy used to be, “We 
can’t check off boxes. Medicine is an art.” Medicine 
is an art; an art in which you engage with people and 
you’re creative. But you can be very creative if you have 
access to information at your fingertips, which we don’t 
have. Our business should be quality improvement. We 
should have to look at our outcomes; that should be a 
requirement of everything we do. 
 
It shouldn’t be just a few people who are killing 
themselves to do research. Every physician should 
want to know, “How am I doing? Is this something that I 
should do?” If we harness all these smart people going 
into medicine and say, “Think of a way to improve,” to 
figure out how to make our dollars go farther and our 
care better, I think we could solve the problem.

What is coming down the pipeline that excites you?



Drugviu COO Melanie Igwe discusses how she and 
CEO Kwaku Owusu co-founded the company to 
address the lack of diversity in clinical trials, and the 
subsequent effects on medication, through patient-
sourced reviews and awareness of clinical trials. 

What is Drugviu? 

Drugviu is a population health platform that is targeted to 
non-white patients. It provides relevant health information 
to people of color, captures post-market medication 
outcomes from therapeutic areas, such as depression, 
type 2 diabetes and hypertension, and connects 
motivated patients of color to clinical trials. 

The reason why Drugviu has a focus on post-market 
medication outcomes and clinical trials is that clinical 
trials are not diverse and as a result medications that 
are on the market right now, side effects many times 
are not representative of populations of color who are 
taking those medications. The intent is to collect data to 
understand medication side-effects for our populations of 
focus and to show side-effect divergence from what was 
reported in the literature. 

It’s by no means practicing medicine, however, it does 
provide a guide in terms of, “Okay, if I’m going to take 
Amaryl – I’ve been diagnosed with type 2 diabetes, and 
I’m an African-American woman – these are the side 
effects that I may experience.” 

The other part is that we really want to close the loop. 
So what we’ve started to do is partner with organizations 
who are conducting clinical trials. We are leveraging our 
site to recruit motivated patients of color for clinical trials. 

The populations that we’re serving, it’s astounding how 
unaware they are of clinical trials as a care option, and 
just really a lack of understanding around what a clinical 
trial is, the care that you receive, and really demystifying 
the past relationship medicine has had with people of 
color, and also being very transparent about the historical 
ramifications of clinical trials and how that has changed. 

Can you take us, step-by-step, through the process 
of using Drugviu?

You’re usually able to find us from either social media or 
word-of-mouth, which is interesting because we have a 
lot of direct users that come through. When you come 
onto the site,you type in a medication. Currently, we have 
medications that cover the conditions of cardiovascular 
health, mental health, endocrinology, oncology, and GI. 

You would type in one of those medications. There are 
facts about different racial breakdowns. You can then 
go to the reviews (We’re changing that to “experiences”) 
and then you can filter for the experiences of people that 
are like you – by age, race, gender – and look at how 
this medication performed for people that look like you. 
There’s also news that we have as well. 

Are the medication reviews patient-sourced? 

It’s purely from self-reported reviews. What has been 
awesome is that we have been able to partner with 
different clinics, where their healthcare providers have 
also included reviews from patients. So that’s been really 
cool to have those partnerships, where we’re able to get 
self-reported reviews and then we also have reviews taken 
from a healthcare provider and seeing how it’s aligned with 
different medications for the same population. 

The only research we pull for reviews are from the FDA clinical 
trials, and what the racial breakdown was for those clinical 
trials as well as the top reported side effects from them.

Drugviu Provides a Platform 
for Communities of Color to 
Share Medication Side Effects 
and Close the Diversity Gap 
in Clinical Research
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So the user is in control, by searching for specific 
medications to see possible side effects?

We wanted to make sure that we were very clear that 
we’re not practicing medicine. We want to understand 
what people are saying, and we want to understand how 
people are experiencing the medications that they’re 
taking. So yes, it’s definitely you coming on to look at this 
medication, leave a review or your experience if you’d 
like, and then also see what other people are saying 
about this medication. 

How do you connect users to clinical trials? 

The way that we’re doing that is through the reviews 
and health conditions. You come on, you leave your 
review, and then there’ll be a prompt that will let you 
know, “Are you interested in a clinical trial for the health 
condition that correlated to the medication?” Let’s say 
that you’re taking a hypertension medication. There’ll be 
a prompt, “Hey, are you interested in clinical trials in the 
hypertension space? If so, leave your information and 
then you can go on from there.” 

We really want to close the loop. 
We are leveraging our site to 
recruit motivated patients of 
color for clinical trials.

Risi
ng Star



Kwaku and I had a startup in the medical device 
optimization and safety space. 2017, we were invited 
to speak at the FDA on product safety, for both devices 
as well as pharmaceuticals. And one of the points that 
someone made with respect to safety was, “Could there be 
bigger issues because of lack of diversity in clinical trials?”

On the device side, I said, “No, our anatomy is pretty 
similar based on race.” When it comes to the way that 
we metabolize medications there can be differences. 

So that’s what sparked the thought around, “Hmm, if 
this is not being tested in diverse populations, what does 
that actually mean when people are taking medications? 
And furthermore, what does that actually mean when it 
comes to side effects?” How are you accurately able to 
capture side effects when the trial that you have is not 
representative? 

I also have a greater link; my father had a massive stroke. 
It took a very, very long time to put him on the right 
cocktail of medications where he was not having severe 
adverse reactions. It was really bad. So for me, it was 
kind of a lightbulb moment: “Why can’t we look at this?”

That was the inception of thought. Now, the action of 
that, I think for us, came in late December of 2018. 
The company that we had, we were happy with it but we 
knew that we had to do more. There was just more and 
more literature that we kept reading about the lack of 
representation in clinical trials. ProPublica published an 
article about the lack of representation in oncology trials. 
And that, for me, was really, “We need to take action on 
this,” because oncology is extremely complex. It is one 
of the areas that is extremely important when it comes to 
genetics and physiological pathways. For me, as well as 
for Kwaku, we felt like this was something that we had to 
really get going. 

Where do you see Drugviu in the future?

With our being in Techstars, I was talking to our 
managing director and she said, “If you really think about 
it, from the time that you all have relaunched the site until 
now, you have a customer, you have 45,000 medication 
outcomes, and you’re pushing to what your actual goal 
is, which is making medicine more inclusive.” That is the 
focus of all of this. We really believe that our site has the 
opportunity to educate, as well as have the impact of 
making medicine more inclusive. 

The end game for Drugviu is for it to be this wraparound 
population health platform that provides health 
information, health education, connects our users to 
clinical trials, but also has a community element, where 
there can be communication between physicians or 
clinicians of colors and Drugviuers, our communities. This 
larger platform that can help with the questions you have 
around your health if you are a patient of color.How did you begin to put it into action?

We went to churches, community centers, because 
my first thought was [that] there’s a narrative around 
populations of color, that they’re reticent to share 

And you recently won $75,000 from QBE and 
Ashoka’s Urban Resilience Challenge competition?

[Ashoka is] an organization for social impact 
entrepreneurs. Their big thing is about systems change 
and embedding system thinking into businesses to 
really have large, structural change, and literally using 
enterprises to change the world. I think the best way to 
make macro changes is at the intersection of business 
and social good. QBE, which is a large insurer globally, 
decided to have this challenge around urban resilience. 

Essentially, the point we made was: for people to 
actually be healthy, they need to be included in therapies 
that actually ensure that they are healthy, that they 
are productive, that they are useful, can be people 
that contribute to society. It is extremely important to 
understand how medications affect you, have a better 
understanding of health and [make] sure that there’s 
news, as well as just a community that cares about you. 

They were shocked at the stats when it comes to lack of 
representation in clinical trials; they were shocked at the 
stats of lack of representation in just medical research in 
general. Not only did they see the social impact, but they 
also saw the business opportunity with having data like this to 
make better decisions for the covered lives that they have.
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When did you and your co-founder, Kwaku Owusu, 
have the idea for Drugviu? What was the timeline?

Can you tell us a little more about your own 
background, and what led you to this point? 

I went to school for econ and math, was in business for 
some time and decided to switch to healthcare. Before 
we started our first company, I actually was getting a 
postbac in biotechnology. I was doing that with the intent 
of going to medical school, actually. 

I met my co-founder while I was a data analyst for clinical 
engineering. Clinical Engineering is the department in 
the hospital responsible for medical devices [and] safety. 
Our first company was invited to the FDA to speak about 
product safety. We had a very unique way of solving 
medical device optimization and improving  safety. And 
for Kwaku, he had healthcare consulting experience. 
One of his longer engagements was with a hospital on 
optimizing their medical equipment and safety. So that’s 
how we joined all of this together.

health information. We did the beta, where we went to 
churches, community centers, and essentially asked 
people to share their medication experiences with us, just 
to see. The response was great. It was interesting how if 
you just ask people and you tell them what your intent is, 
how willing they are [to share]. 

We then went into Techstars, which is an accelerator, 
revamped our site and then actually launched our site in 
August of 2019. It’s been incredible. We’ve had, to date, 
over 45,000 medication outcomes. We have a contract 
with a research organization to recruit patients of colors 
for their clinical trials.

Drugviu has been named one of Built In Chicago’s 
50 Startups to Watch in 2020 and won the QBE-
Ashoka Urban Resilience Challenge competition.



Launching in August 2020, the Wake Forest School of 
Medicine’s Master in Clinical Research Management 
aims to create clinical research leaders on the cutting 
edge. Todd Johnson and Dr Ralph D’Agostino, Jr 
talk about the program’s origin and staying on the 
cutting edge of clinical research trials. 

What can you tell us about the program?

RD: We’re building this clinical research management 
program at Wake Forest University around four themes: 
healthcare innovation, healthcare integration, leadership/
professionalism and patient focus. 

When we talk about healthcare innovation and healthcare 
integration, that is really where it aligns very well with 
the clinical care and clinical research models working 
together to figure out how you make clinical research 
become fully integrated into the clinical care model.
 
We have a set of courses that are being developed to 
cover all the different competency domains of clinical 
research, but we’re trying to anchor, or infuse, those four 
themes throughout the program so that they’ll be present 
in all the courses that we are going to be presenting to 
students. The idea is for us to deliver a program that 
is focused on a forward-looking way of doing clinical 
research, keeping our eye on where research is going, 
not just where it’s been. The standard way that clinical 
trials have been run in the past, is probably not going to 
be how they’re run in the future and we hope to deliver 
a program that will prepare students for this changing 
clinical research landscape.
 
Jennifer Byrne, CEO of Javara, is one of our external 
advisors who’s worked with Todd from the very beginning 
on building the concepts of this program. This idea of the 
clinical research model fully integrating with the clinical 
care model is definitely language that she’s been using, 
that we’re trying to work into our program right now.

Why do you think this program was necessary?
RD: I’ve been involved with clinical research for over 25 
years. I’ve worked with a lot of very skilled individuals 
who work in clinical research, but when I have gotten to 
know them I have come to realize that they have often 
entered into the profession from diverse pathways. 
Many of them found their way into the profession and 
have excelled in their jobs, but many indicated that their 
training came on the job. We recognized that there was 
an opportunity to provide formal training across the many 
different domains that come together in clinical research, 
in a unified program. 
 
We also saw that one of the challenges in clinical 
research is that the many individual groups that work 
together on these projects sometimes create siloes. The 
idea of this program is to try to really help people recognize 
how all the clinical research teams working together for 
the common goal is the best way to move the product 
forward, to advance science and medicine, and make a 
real contribution to the improvement in patient outcomes. 
 
An additional motivation for the program was to take 
advantage of, or at least recognize that, the landscape of 
clinical research is changing on almost a daily basis with 
all the different informatics technologies available. We 
recognized that the growth of the use of electronic health 
records along with new approaches for electronic data 
capture and evaluation is something that has changed 
how research studies can be conducted. We felt it was 
important to develop a program that incorporated the 

Todd Johnson
Vice President at Wake Forest University
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Ralph D’Agostino, Jr, MD
Program Director, Wake Forest School of Medicine

Wake Forest University’s New 
Master’s Degree in Clinical 
Research Management Wants 
to Create the Next Generation 
of Clinical Research Leaders

What was the timeline?

TJ: This really began pretty early with Jennifer Byrne 
approaching me and then connecting me with Jim 
Kremidas, the Executive Director of ACRP [Association of 
Clinical Research Professionals].
 
And then, two years ago, we began working through 
the development of this program. Ralph got involved 
a little over a year ago now, and helped us finalize the 
curriculum and faculty. We went through all the various 
approvals last year at the University Med Center, and 
now we’re pretty actively working through course 
development and instructional design, developing all the 
marketing materials and the website, which all go live 
in March. The first classes for this program, begins in 
August of this year.

Academic Endeavors



RD: I think [something] that has traditionally kept the two 
separated is people who do research feel they like they 
need a very high level of precision and standardization. 
People who work in a clinical setting may not feel that 
they need that same level of precision or standardization, 
but they do need things to be done efficiently. 

Now we have a situation where data is able to be 
captured electronically, from thousands of patients all 
at once. All that variability that we were worried about 
may become less of a problem when we have 100,000 
people’s worth of data. When I only have 30 people’s 
worth of data, if there’s too much variability, that could 
ruin a study. Some of these issues, because of modern 
technology, may not be as important anymore. There 
are still issues, but my thinking of where we’re moving 
is saying, “We recognize we don’t need to force all the 
standardization that research put on a protocol before 
because we have more information.”

What I think a program like ours will point out is that you 
do have to be careful because you still have to recognize 
that when you go and collect critical data, there is a lot 
of variability and variability in statistical work is what may 
lead to you making mistakes.
 
We’re moving towards this idea of taking advantage 
of the clinical care paradigm as a way to do clinical 
research. But we have to think this through, and not just 
assume that just because we can collect the data, that 
it’s going to be good data, and just because we have 
more people, we’re going to answer the questions better. 
Still, I am optimistic that we will be able improve our 
approaches to clinical research and I think our new online 
degree will be a place where future leaders in this field 
can be trained to help bring about these improvements.

healthcare innovations that were occurring. Another 
motivation for the program was the recognition of the 
extremely high financial cost incurred in the conduct of 
traditional trials, and the need to figure out how to rethink 
that model to allow for more affordable and efficient trials 
to be conducted. 
 
TJ: It really saves companies time and money if we did 
a good job of training these people to go into these roles 
and be productive from Day 1. As we looked around at 
the market and tried to figure out how to position this, 
there are a few things that we really wanted to make this 
program unique, that we felt like we needed.
 
One is trying to teach where things were going, not 
necessarily where they had been, which is the reason 
we’ve involved a number of these industry leaders. To 
help us understand where things are really cutting edge.
 
Number two, try to teach a dose of soft skills in this 
program, so these people understand how to manage 
and lead. Not just heads-down doing clinical research 
work, but they’ve actually got the ability to manage and 
lead organizations and think strategically.
 
The third being a heavy dose of industry involvement in 
this program; have a number of outside speakers coming 
in as part of the course curriculum and make it much 
more industry-involved.

You set up a very regimented schedule for visits, patients 
need to come in every six weeks, and run them through 
a battery of tests. We require that everything that is done 
will be done in a standardized approach at each clinic. 
Over time, those types of trials are very expensive.
 
What people began to recognize is [that] maybe eighty 
percent of what we want in a clinical trial is being collected 
already during standard-of-care measurements that are 
being done on an annual basis for many patients. They’re 
not happening in exactly the timed intervals we thought we 
would want in a trial. But they’re happening. If we can get a 
whole bunch of characteristics measured as part of routine 
care, why not try to figure out how to take advantage of all 
that data that’s part of our existing medical system? 
 
I think it was just seeing how that transition was taking 
place in real life, but recognizing that there were a lot of 
problems that can happen when you take away a very 
well-standardized approach and move into the real-
world approach. The idea of this educational program 
is to recognize where the field is going, but also formally 
address what will be the challenges, and saying, 
“We have to be able to train those involved in this to 
understand the unique challenges of this new world.”

What sort of “soft skills” do you plan on teaching, 
and how do you go about teaching them? 

RD: The first one I would describe is the idea of 
leadership and professionalism. One of the components 
of our program is to have courses in leadership 
specifically, and then even some electives that focus on 
leadership development.
 
Our goal is to help develop people who can communicate 
well and lead groups of people who have various 
backgrounds. In the clinical research world, you’re going 
to have, in the same room, project managers, regulatory 
experts, quality assurance experts, statisticians, data 
managers, research nurses, and the list goes on. You 
have all these people with different skills; how do you 
communicate and bring them together as a team?
 
Part of the soft skill is working to help people 
become leaders in their domains, but also be able to 
communicate well with these diverse teams of individuals. 
Not so much teaching you a skill set of “How do you do 
an audit” or “How do you calculate a power calculation 
for a sample size in a statistical study?” But “How do 
you best communicate both in your individual team and 
across teams, to build a better environment?”
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How do you see clinical care and clinical research 
becoming more integrated?

What were some of the cutting edge areas that you 
felt were important to include?
RD: The first thing is recognizing how there’s been 
a transition in how clinical research trials are being 
conducted. For someone like myself, who has been 
involved with trials for over 25 years, the traditional, 
original method would be: if you need a thousand 
patients, you go and find a thousand patients to bring 
them into your clinic.
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