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Welcome to the DPHARM: Disruptive Innovations newsletter’s
special issue, highlighting the past winners of DPHARM Idol Disrupt.
A decade of DPHARM meetings has pushed the conversation
forward around disrupting clinical trials from the traditional to the
innovative, to reduce the burden to patients and investigators and
facilitate the faster development of therapeutics.
DPHARM Idol Disrupt is a live show that takes place during the
conference, where representatives from startups or up-and-coming
companies present what they believe to be an innovation that
positively disrupts clinical research. This show is about identifying
companies with promising tech and assessing them to see if they
can really deliver on modernizing clinical trials. Before presenting,
each company goes through a rigorous assessment process from
pharma, biotech, patient and investor perspectives.
To highlight the winners of this competition from over the years
and celebrate a decade of innovation in clinical trials, disrupting
the norms for the benefit of patients, this special edition interviews
representatives from the seven companies about their experiences
competing, their advice for new innovators and entrepreneurs,
and how their organizations have fared since they won Idol. These
companies are undertaking work that centers on adopting and
adapting new technologies to make the clinical research process
quicker, more efficient and more patient-centric; this is becoming
increasingly important in a post-COVID-19 world.
In the leadup to this special edition, the DPHARM team released a
quiz, to see if our audience could correctly guess the Idol winner
from the clue, and get extra points for including the correct year
they won. We’re happy to announce that Archana Sah, Tizona
Therapeutics is the winner of the quiz with a perfect score.
Honorable mentions include Colin Myers, Circuit Clinical; John
Manns, PPD; Christian Cawthorn, Norton Rose Fulbright;
Regina Au, BioMarketing Insight; Patti Peeples, Jill Johnston,
WCG Clinical.
The DPHARM newsletter team would like to thank the interview
guests for participating in this issue.
Enjoy the interviews.
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Celebrating the Origins of DPHARM Idol
To celebrate 10 years of DPHARM, we are pleased to present the past DPHARM Idol winners,
all of them clinical trial innovators.
A decade of DPHARM meetings has pushed the
conversation forward around disrupting clinical trials from
the traditional to the innovative, to reduce the burden
to patients and investigators and facilitate the faster
development of therapeutics.

Formalizing the process
The next step, Ms Bowling said, came out of an advisory
suggestion. “Our advisors got together and thought that it
would be great to feature some of these brave companies
that are pushing these ideas for the sake of the patients,”
she said.

The origins

That concept marked the start of DPHARM Idol Disrupt –
a live show of mostly young start-ups and their respective
innovations. The first year included no formal winner, but
rather allowed representatives from five companies to
present their ideas on the main stage.

From the beginning, DPHARM was positioned
differently to provide an impact, pulling its ethos from
Clay Christensen’s definition of “disruptive innovation,”
innovation that makes a product, like a clinical trial, more
accessible to the end user, the patient.

The second annual competition formalized DPHARM Idol
and its application process, incorporated the naming of a
winner, and solidified a judging criteria. Since the creation of
a DPHARM Idol Disrupt winner, seven companies have won
the distinction. Past DPHARM Idol winners have gone on to
secure extensive funding and successful acquisitions.

“Even at that first DPHARM meeting,” said Craig Lipset,
former Head of Clinical Innovation at Pfizer and a longtime
advisor to DPHARM, “what signaled something different
to me was that this audience wasn’t as concerned with
the process; they wanted to know, “How did you get this
through your organization?” I had never heard that at other
conferences, whether from an individual attendee or the
room.”

“It really was a group that embraced the future of clinical
trials as far as we saw it, and something that we were as
well trying to effect change in,” said Ben Casavant, PhD,
CEO of Tasso, the 2019 DPHARM Idol Disrupt winner. “It’s
really an exciting community to be a part of.”

The conference pushed boundaries in the types of voices
it highlighted. An integral part of that is DPHARM Idol
Disrupt, a live show where innovative startups pitch their
disruptive technologies to a panel of patients, veteran R&D
executives and investor judges.

The benefits of participation

“With DPHARM, we invited these innovative, up-andcoming companies to talk about technologies that
enabled remote clinical trials. This was outrageous at
the time,” said Valerie Bowling, executive director of the
DPHARM event.

The benefits of DPHARM are not only felt by the winners.
“You don’t have to win DPharm Idol to have Idol be
useful,” said Glen de Vries, co-CEO and co-founder of
Medidata, who presented alongside Randy Spaulding of
Spaulding Clinical. Mr de Vries won Idol in 2013, marking
himself as the first official winner of the show.

“In this industry, implementing innovation takes such a
long time to get people to adapt and embrace change,”
said Lisa La Luna, who won DPHARM Idol Disrupt in 2014
with her company ePharmaSolutions, which has since
been acquired by WCG.

“The greatest thing about DPHARM Idol – win or lose
– before you’re even at the event, you’ve got seniorlevel pharmaceutical executives, patients and investors
looking at your technology, looking at your website, seeing
what you do,” said Meredith Sands, Executive Director,
Business Development, DPHARM. “If you win, great. But if
not, you still get great exposure.”

Jonathan Cotliar, MD, Chief Medical Officer of Science37,
expressed a similar opinion. Science37 presented and
won the show in 2015. “There’s always going to be early
adopters, but there’s always people, whether justified
or not justified, who are skeptical anytime something
disruptive comes into an ecosystem where generally
things are slow to change,” he said.

DPHARM Idol Disrupt judge and healthcare angel investor
Esther Dyson felt it was the most exciting and most
educational part of DPHARM. “You have a lot of people
who are candid and have really open minds and no vested
interests other than finding a company that they’re going
to be proud to have picked in the future,” she said.

3

DPHARM Idol Disrupt

2019

Ben Casavant, PhD
Co-Founder & CEO

Neither of those ways were user-friendly, in any sense
of the word.
So the way that we saw it: there are all these amazing
tests on the backend that are starting to have this
incredible cadre of people we think it could help. Then
there was this gigantic bottleneck, where you had
people who had to go in a venipuncture draw or use a
lancet, which causes a huge dropoff in the number of
people that would have access to life-changing tests.

Getting Reliable Blood
Diagnostics Wherever a
Patient Might Be

We focused on that bottleneck, saying, “Why don’t we
make a way to make it painless, make it easy, make it
something that would be a lot more consumer-friendly,
as a way to give people another option in the field?”

Tasso Co-Founder, Ben Casavant, PhD
and 2019 winner of DPHARM Idol Disrupt
presented their blood-sampling kit, Tasso
OnDemand which enables people to collect
their own blood using a virtually painless
process from anywhere at any time.

We kicked off the company in 2011; it was a nightsand-weekends project at the time, and then we saw
a call for our first grant from DARPA, that we applied
for and received. In 2013, we were awarded our first
DARPA grant for $150,000.
Fundamentally, we were interested in a way to collect
blood that was painless and easy. But DARPA really
clued us in on the fact that there is actually a bigger
diagnostic need than that. They were asking us to
create a new whole sample model. Instead of having
patients come into the high-throughput diagnostic labs,
which are phlebotomy draw centers, or the process of
miniaturizing that equipment and putting it in people’s
homes, which I think is the current point-of-care angle,
there was this question of, “How can you keep patients
where they are and keep those high-throughput labs
where they are and just send samples back and forth?”

What led you to starting Tasso? What was the gap
in the market that you saw an opportunity in?
My background is in microfluidics and various
diagnostic tools; I worked at Applied Biosystems and
Caliper Technologies. I had a lot of exposure, and
was very interested in all of these very cool tools to
miniaturize lab machines and figure out ways to do
more with less samples.
I was in the process of pursuing my PhD at the
University of Wisconsin, working on circulating tumor
cells. My co-founder, Erwin Berthier, was in the
same lab; he was working on something that could
do a neutrophil chemotaxis test. Basically, we were
constantly surrounded by all of these new and amazing
techniques that were being developed to really advance
diagnostics and get better answers that ultimately
would help patients and physicians have a better grasp
on their health.

That’s when we started thinking about remote
diagnostics, and something we’re focused on bringing
to the world in a big way.
Can you tell us about the product?
It’s pretty simple, it’s something about the size of a ping
pong ball. It sticks to your upper arm and in the span
of 2-3 minutes, collects a blood sample passively. You
don’t need to hold a button or anything; you just sit
there and the blood is collecting over that time. And
after 2-3 minutes, or when you see it full, then you take
it off, untwist the tube, put on a cap and send it back in.
In general, that’s the workflow for all of our devices;
now we’re actually offering logistics and tracking,

But fundamentally, the gap in the marketplace that
we saw was that all of these methods required blood,
for the most part or the vast majority. Getting a blood
sample can be a terrible process. You either had to do
a venipuncture draw and have someone there, poking
you with a needle, or you had someone who pricks
your finger and then milks it aggressively into a tube.
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so that you can know exactly where your sample is.
Labs can guarantee that validity and that result. We’re
expanding quite quickly into a lot of applications, really
with the foundational piece of this being focused on that
customer experience and patient satisfaction aspect of
it. That’s something I think will be key to the future of
how healthcare is provided in the home.

COVID, is that some of the big CRO groups have just
opened the doors wide open to us to be registered
and provided within their product offerings. To be able
to work a little more closely with them, to expand the
solutions that are being provided to pharma, has been
really helpful.
Tasso is working on a fully comprehensive solution
for pharma.

How did you get involved with DPHARM Idol?
We were told about it through our network. It really is a
group that has embraced the future of clinical trials as
far as we saw it, and seemed like a really good fit for us.

Is there anything about the COVID-19 pandemic
that is changing the way Tasso works?
What we’re seeing is that, with people stuck at home
now, there’s been a big shift towards telehealth and
telemedicine. There’s been a big pause in clinical trial
recruitment, and there’s been a lot of difficulty in getting
people to be easily accessible. We ourselves are
running a Class II FDA 510(k) clinical trial, and all of our
sites had to close because of shelter-in-place orders.

We applied and we were happy to get accepted and
present. We were honored to take home the award,
because we know we were in very good company with
the previous award winners.

And so we were 75% done with our trial when two sites
told us that they were no longer recruiting and they had
to shut down. We had to scramble to move the trials
to other states that weren’t as affected at that time in
order to complete the dataset and get it submitted to
the FDA.

What do you think stood out to the judges
about Tasso?
I think it was really the patient connection piece of it. All
of the comments I heard afterward, all of the thoughts
that were presented at the conference, they were
thinking about the patient journey even in the world
before COVID. And thinking about asking clinical trial
participants to show up 10 to 50 times, depending on
the study, is just not convenient and it hinders the ability
to access critical treatments and therapies, and have
people participate in that research.

The message that we’d like to provide is that this
showed me, more than ever, figuring out ways to have
highly reliable and robust diagnostics in the home is
critical. This concept is not only now as a “nice to have”
but a “need to have.”

Obviously from a pharma perspective and a CRO
perspective, they’re ecstatic to have patients not drop
out, to be able to access more data, but really, for the
patients, who can have access to a therapy a little
earlier as part of a clinical trial, who need things to be
managed, and need their data to be obtained to make
sure things are going well and it’s safe and efficacious.
This device can fundamentally change the whole
patient journey and experience. We are now focused
on making it broadly accessible to a patient community
that could greatly benefit from these treatments.

I’d say that, for Tasso, we’re trying to provide that last
link in the chain. We want to help complete the virtual
lab, so that we can help all these pharmaceutical
companies be able to access a brand-new way of
conducting their trials, and help do that here and now,
and in the future.

I think it was this combination played really well with the
judges and matched what the conference was trying to
think through and provide.
What is Tasso working on now and in the future?
We’ve now accelerated 2-3 other FDA clearances to
expand our indications. We started off in the PK space,
and now we are expanding to other markers of PD and
drug safety as well. Our pharma customers are starting
to measure pharmacokinetics, pharmacodynamics,
safety panels and measures of adherence in a postmarket setting. So really expanding the capabilities that
we’re able to provide with pharma has been one of the
really exciting directions we’ve been able to push.
Also, expanding our partnership efforts to be able to
provide these things in remote and clinical trials, which
I think is, in recent times, very important and critical
to be able to include. The other exciting thing, due to
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2018

Tyler Pugsley
VP, Life Sciences

Once they’re in the study, or even utilizing it for a prescreening, we work with our patient advisory council to
actually build the product so that it’s built with a patientcentric design.

Taking Clinical Trial
Participation to the App

Actual patients who are participating in trials, or
caregivers – receiving that feedback of how we design
the product, as well as each individual study, is key.
You’re actually including the patient voice, as opposed
to building technology and throwing it out there.

Dr Michelle Longmire, CEO, presented
Medable, a decentralized trial platform,
winning DPHARM Idol Disrupt 2018. In this
Q&A, Tyler Pugsley, VP of Life Sciences at
Medable, discusses how the company has
progressed since their win.

How do patients find or access the app?
There are several different ways that patients learn
about Medable or about the trial in the first place. One
is through physicians referring those patients in. Another
is more of the standard trial process, where patients go
into a site and they’re onboarded to the app or web.
Another is that, because we have that fully web- and
app-based functionality, we can include a link to the
application on a social media page advertising for a trial,
or a patient advocacy group or other means of digital
recruitment, or even through an email: “You may be
eligible for this trial, click here to learn more.”

What is Medable, and what gap in the market was
it trying to fulfill?
We looked at clinical trials as a whole, where really the
entire process was marked with inefficiencies, both
time and cost. The numbers people throw around a lot
are that it takes 12 years and $2.6 billion to get a new
drug to market. Our entire focus is on collapsing those
trial timelines, which subsequently reduces those
costs. We think that will be passed on to the patients
as they’re utilizing those medicines down the line,
once they’re approved.

It’s based on what the trial is, what the objective is and
how we’re designing that recruitment strategy.
Were there hurdles to overcome, perhaps from a
regulatory perspective or user adoption standpoint?
Absolutely. Just like how it’s very time-consuming and
arduous to get a new drug to market, the processes in
place have been adapted in a step-wise approach or a
not-full-scale revolution of all the processes. You have
many different parties involved. You have SOPs and
documents that are going back years and years, where
there are just additional versions pushed out. Those
SOPs and documents don’t ever get ripped up in place
of a new one.

The other piece that we see is patient access and
awareness. The entire industry is pretty esoteric.
Many people don’t really know how clinical trials are
conducted, much less how to actually participate in a
trial if they wanted to. We focus on creating a consumer
experience for patients, as well as how patients learn
about trials, how they screen and enroll, and how to
make that available to a wider patient population.

Just with how the industry was operating, there was
a pretty big shift in going from utilizing paper or offline
devices to reinventing the whole concept and going with
a decentralized solution. Over the past few years, we’ve
seen growth in people’s acceptance and willingness to
adopt. With the pandemic, it’s accelerated everything.
Before it seemed like a riskier solution. One of the
moments I remember when I first started at Medable
was going into one of the largest pharma companies

What is the patient’s experience of Medable?
We have a mobile and a web experience. So just
like patients are interacting with a Facebook or Uber
app, they also have the ability to interact on the web;
it’s interchangeable. Providing that flexibility across
preferences, age groups or user groups, provides
that consumer-like experience for those patients.
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in the world, pitching what we had, and their executive
told us, “This is very cool, but I’m never going to risk my
Phase III trial on this.”

How did winning DPHARM Idol impact Medable?
It created credibility and awareness. It’s such a
respected award and conference. To win that award
went a really long way in our growth as a company,
both with creating that trust with customers, getting
in the door and having people believe that we had a
solution that could impact the industry.

We could’ve said, “Forget it. Let’s do something else,”
but we stuck with it and we saw that mindset change.
With the pandemic, a decentralized trial is a less risky
option. If you design your Phase III pivotal study with a
traditional model and the pandemic hits, sites are shut
down and patients can’t travel, you’re in a tough spot.
We’ve rescued a lot of studies by providing telemedicine
for those Phase III trials that have shut down or had
been stopped.

What is Medable’s Digitome, and its potential impact?
The Digitome is Michelle’s idea; she is a child of the
Human Genome Project. Her father had worked on
that. The Digitome is the first digital representation
of human health and disease. By capturing data
directly from patients, whether that’s patient-reported,
connected by devices, environmental data – the entire
true-to-life dataset – we can map out and create a
dataset of the patients. What we’re doing now, to
create a real-life use case, is through our ACCESS
Initiative – American COVID-19 Collaborative Enabling
Seamless Study participation.

It’s an interesting evolution over a relatively short period
of time of the sentiment and the willingness to utilize
technology in trials.
What do you think made Medable stand out to
the judges?
I think it was the vision, and that comes from Michelle
Longmire. We weren’t setting out to build a point
solution. We’re out to revolutionize drug development
and dramatically accelerate how new therapies are
brought to market and to patients. We’re here to
revolutionize the process from end-to-end: identifying
the patient, making initial contact, conducting the trial in
a decentralized fashion, making it easier for patients to
participate, all the way to submission.

Anybody in America can download the ACCESS
app and can report their symptoms. Based on those
symptoms, we can identify whether those patients
should receive a PCR test for COVID. We can actually
send those test kits directly to the patient’s home.
Due to the pandemic, we’re leveraging the Digitome
to create this ACCESS registry. Those patients can be
enrolled in COVID trials, whether vaccine, prophylactic
or therapeutic. We’re also doing this in other indications,
where you’re creating the solution of the ability for
patients to find trials and contribute to trials, as
opposed to searching ClinicalTrials.gov or having their
physician happen to tell them about one.

I think that Michelle’s vision and passion is contagious.
When anyone in our company talks about this, we get
excited. We’ve been fortunate that there’s been pretty
rapid adoption over the years.
What was it that Dr Longmire presented about?

What advice would you give to other innovators,
who might be now where you were a few years ago?

We feel that we have the leading global platform for
decentralized trials. We have the ePRO, eConsent,
eCOA and eSource. We continue to innovate on
those and rapidly add new functionality. We have
a development lifecycle where we’re releasing new
functionalities roughly every month. Since that time,
that’s included telemedicine, full web-based capability,
as well as incorporating our AI tool, Cerebrum, to
provide real-time AI-powered dashboards, reporting,
patient identification and recruitment.

I remember that executive saying, “This is nice but I
would never risk my Phase III trial.” That stuck with me.
I would say that for anybody else looking to innovate
in the industry, identify what the customer pain points
are. Just by building something or putting something
new out there, really think long and hard about what the
issues are. Don’t just try to create a point solution or
something that solves a small problem.

From last year’s DPHARM, when we had the
opportunity to present as the year’s previous winner, it
goes to Michelle’s vision and the vision of the company
as a whole – we go for it. At last year’s conference, we
could’ve gone up there and shown a few slides.

I would say, “Don’t be afraid to burn the whole thing
down,” and think creatively, or even with a more
abstract mindset, of what is possible. What is the
ideal solution? How can we revolutionize the industry
to provide the best outcomes for patients, get drugs
approved the fastest, provide consistent, quality data?

We actually stuck our necks out there. We actually
demonstrated, live on stage, AI-powered trial design
and patient identification. We showed a live televisit, as
well as multiple connected devices. All live on stage. It
was a big risk, but we felt like we believed in it. Anybody
who has done a live demonstration knows there can
always be an issue. But we went for it and nailed it. I
think that once people saw that we weren’t afraid to do
a live demonstration on-stage, I think it showed who we
are as a company, as well as our technology.

With that, you have to be persistent. You’re going to get
a lot of no’s and a lot of challenges. You’re not going
to have everything you need right off the bat; that’s
what makes it all the more fun. But I would encourage
anybody with a good idea to go for it.

7

DPHARM Idol Disrupt

2017

Chris Economos
Chief Commercial Officer

What we specialize in is a clinical-grade digital platform
that ingests the data from these sensors and extracts
insight using FDA-cleared analytics. As people are
wearing them – we have studies going on in over 17
countries – the data streams to the cloud and then,
through our platform, our portfolio of FDA-cleared
physiology analytics transforms the raw data into
insight…insight that tells that story related to the clinic
endpoints that are the focus of a given clinical trial.

Using Wearable Sensors to
Predict Adverse Events
physIQ won DPHARM Idol Disrupt in 2017 for
their cloud-based artificial intelligence platform
that combined continuous streams of data
from wearable sensors with algorithms to
provide physiological insight in clinical research
and predict potential adverse events in
patients. Chris Economos presented in 2017
on behalf of physIQ and is the company’s
Chief Commercial Officer.

What did you present at DPHARM Idol 2017?
2017 was an interesting year in the lifecycle of our
company and DPHARM played an important role. We
originally launched the company to develop a solution
not for clinical trials, but rather, to help health systems
better care for their at-risk patient populations. Every
day in every hospital, people are being discharged.
These are sick people who are still at-risk of
deterioration. So we founded the company to provide a
solution for these providers who needed better ways to
proactively take care of their at-risk patient populations.
The idea was, you identify an at-risk patient, put a
sensor on them, stream their data to the cloud, and
then use really sophisticated analytics to tell the
clinician that this patient is deteriorating. So we built
this really clinically robust platform and we learned
along the way that there was a need for this to support
clinical trials as well.

What is physIQ and what does it offer to the market?
We specialize in collecting and analyzing continuous
data that streams from wearable biosensors. There
has been a long history in clinical trials of collecting
data to support efficacy and safety endpoints. Most of
that data over the years has been taken sporadically
in a clinic. Wearable sensors enable the opportunity
to passively collect that data, hour after, day after day,
month after month, to develop a much richer story of
patients’ responses to the drugs they’re taking in the
context of a clinical trial -- responses related to both
efficacy and safety.

So it was right around that time that we made that
realization and decided, “Okay, we’re going to invest in
the pharma space and the clinical trials space.” I think
one of our very first investments in pursuing the clinical
trials space was DPHARM 2017.
What we specifically presented at DPHARM in 2017
was data about how we were using this particular
approach to monitoring an individual’s health in the
context of chemotherapy. Anytime you’re giving
somebody some sort of anti-cancer treatment, whether
it’s chemotherapy or immunotherapy, you’re usually
incurring a high risk of adverse events. These are really
amazing, powerful therapeutics, but they also tend to
carry a high risk of side effects.

Now, in the world of IT, these continuous data sets
are unique. If you’re collecting every heartbeat, or
every breath or every subtle movement, you need
extraordinarily sophisticated analytics to make sense of
it. That’s what we specialize in.
So while we work extensively with wearable sensors,
we’re not a hardware company. We don’t make the
sensors. Rather, we partner with the companies that
make the sensors. You have different sensors for
different jobs. For one type of therapeutic area, you
might want one type of sensor and another therapeutic
area, you want a different type of sensor.
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We ran a study with the University of North Carolina
where they put wearable sensors on their patients who
were undergoing some sort of anti-cancer treatment, for
example chemotherapy, and we monitored them using
our proprietary approach to characterizing physiology.

The goal was to see if we were able to predict these
adverse events that might be associated with a patient
getting chemo.

Another significant development is that we’re now
actually partnering with these same companies to
develop new digital biomarkers. This algorithm codevelopment model is very exciting where you’ve got
these really big corporations who recognize they need
novel digital biomarkers to support new endpoints, but
also recognize that they don’t have this expertise in
house. In order to move as fast as they want, they need
to work with experts like physIQ.

I shared a couple of examples of actual patient data
where, using this personalized approach to analyzing the
data from a wearable sensor, we were actually able to
show and predict adverse events that were experienced
as a result of the chemotherapy. But the important thing
is we were able to show it days in advance.
In this observational study there were patients who
were hospitalized or had to go to the emergency
department because of side effects related to the
chemotherapy. And our analytics actually detected
these issues a couple of days ahead of time which, in
an active monitoring scenario, would have meant there
could be more proactive measures taken to ideally
avoid the hospitalization.

What’s next for physIQ?
What we’re going to see over the next 12 months is
a dramatic acceleration in these enterprise platform
licenses. That really seems to be where the industry is
going; they want a platform that they can use across
all their trials, irrespective of the algorithm that they’re
going to apply, irrespective of the therapeutic area,
irrespective of the device.

We thought that the chemotherapy population and use
case would be particularly interesting to the DPHARM
audience. As it turns out, it was because we won.

I think we’re also going to see a significant acceleration
in the number of novel digital biomarkers that are
accepted by the FDA. To date in most clinical trials,
most endpoints related to wearable sensors have been
secondary or exploratory endpoints. I think we’re going
to see them become the primary endpoints.

What do you think stood out to the judges
about physIQ?
Nobody had ever seen anything like this before. It truly
was a game changer in terms of the type of innovation
that’s possible in clinical trials. They just never had seen
a technology that could measure what our analytics
could using wearable biosensor data.

The other key trend is we’re going to see a shift, whereby
it’s not so much the internal innovation groups within these
pharma companies that are going to be driving this. But
rather, it’s going to be the clinical teams themselves.
In other words, you’ve got these clinical teams who are
responsible for designing and implementing a study.
And then you have these separate innovation groups,
whose job it is to find opportunities to innovate. Most
of the clinical teams have traditionally looked through
the lens that they’ve always looked through: “What
are the traditional endpoints? What are the traditional
measurement tools?”

From 2017 to 2020, where is physIQ now?
At the time, I think we had one clinical trial customer in
one therapeutic area. Now we’re working with, I want to
say, about five of the top 10 pharma companies, across
a whole slew of therapeutic areas. We’re running Phase
III, Phase IV clinical trials across 17 different countries.

They’re being sold, if you will, on the value of digital
from their internal innovation groups. And so I think
we’re going to see that innovation is going to start
coming more from within the clinical teams as they get
more and more comfortable with these novel methods
for collecting and analyzing data.

There’s two really significant developments, that I think
not only speak to physIQ maturing as a company but that
really speak to digital medicine maturing within pharma.
First, we’re now selling enterprise licenses to our
customers. It used to be that as they were innovating
or they would find innovative solutions, they would try
it in a study here or study there. That’s a tough model
for everybody. But now we have enterprise contracts
whereby the pharma mothership is licensing our platform
such that they can use it across all of their different
studies that they’ve got going on. So irrespective of
therapeutic area or irrespective of a wearable device,
they’re basically buying or licensing our platform at
enterprise-level to use it across the organization.

What advice would you give to those looking to
innovate or solve a problem?
It’s really important to be really clear on the problem
that you solve. Understand the value of the problem
that you solve. There’s nothing profound in that; that’s
just general good business. But technology can have
potentially a lot of different applications, and you’ve
got to be really, really clear on what your application is
solving for your customers.

So to me, I think that speaks volumes for where pharma
is, in terms of adopting wearable sensors within their
clinical trials. They’re no longer just doing it on a one-off
exploratory basis, They’re saying this is now going to
be part of the standard and [they] need an enterprisegrade solution and enterprise-grade partner in physIQ
to enable that vision.
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DPHARM Idol Disrupt

2016
managing and staging trial data with three-ring binders
and spreadsheets.

Ryan Jones
CEO & Founder

The thing that we stumbled upon when we started the
business – we interviewed almost 300 cross sites to
understand what they did on a day-to-day basis, and
saw that they were just getting by with the tools that
were on-hand, sort of this duct tape and baling wire.

Empowering Trial Sites
with Digital Document
Management

So what made us different to go into market was we
said, instead of selling another software tool to pharma
in order to help trials run more efficiently, let’s start with
the other side. Let’s start with the trial sites. And that’s
been the heart of our business processes, and the heart
of our business ever since.

CEO and Founder Ryan Jones presented his
company, Florence Healthcare, and their site-centric
product eBinders at the 2016 DPHARM Idol Disrupt.
eBinders integrates clinical trial systems, automates
regulatory processes, reduces contract negotiation
time, tracks study progress, and enables secure remote
monitoring. Since 2016, Florence has launched two
sponsor- and CRO-centric products, eHub and eTMF.

How did you come across the DPHARM
conference and DPHARM Idol?
The team that originated DPHARM Idol, when you think
about innovation in the pharma development space,
you can’t help but come across their names. And so
when we were thinking about how to bring a solution to
market, you start doing reading, you come across Stan
and Craig and the team.

Tell us about Florence Healthcare

So I think reputationally, we knew about the founding
team of DPHARM and that inspired us to apply. I think
we won not because we were the most polished or had
the shiniest idea, per se. But the site-centric approach
was a new way of looking at an old problem. I think that
helped us stand out at DPHARM but also helps us to
this day.

Florence gives research teams their days back from
paperwork. We have a tool that makes it easy for
sites to reduce the number of steps it takes them
to start up a trial or to manage the documents that
record their progress or record their compliance.
And then meanwhile, we have a set of products that
provide sponsors and CROs the ability to log in and
collaborate with the site teams in order to get drugs to
market sooner.

In your opinion, what was it that stood out to the
judges? The shift to focus on sites?

What made you realize this was a need to
be addressed?

I think that’s right. And at the time that we introduced
[Florence], the industry was already starting to think about
how to solve this from a sponsor-out way. For instance,
initiatives like TransCelerate were basically just getting
going and had not been deployed at the site community.

In retrospect, it seems neat and tidy but we found our
way there through a wandering walk. And here’s what
we discovered. The pharmaceutical industry spends
about $75 billion a year on managing clinical trials. And
of that, they probably spend about $8 billion a year on
software. But that investment is largely spent on behalf
of the pharma sponsors and CROs.
So if you go out to the edge of the network, to the
trial sites where the patients are being seen and the
research is getting done, you find that they’re still
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I think people were interested in building a site-centric
approach. We’re lucky that that dynamic has also
persisted through today; we’re partners with the CSP
program and are the site-based landing pad for CSP. I
think we were selected because we could take what the
pharma industry was thinking about, in terms of sites,
and make it a little bit more actionable by bringing in the
site perspective.

sponsor, that’s always on so that sponsors can get a
view into when that site’s ready to take on the next trial
or ready to enroll the next patient, rather than having
this transactional relationship that we have today. That’s
where we want to see the industry growing and that’s
what we’d like to help.

You have three products: eBinders, which is for
sites, and eTMF and eHub, which are for CROs
and sponsors. Did you only have eBinders when
you presented at DPHARM?
I think that shows some of the help DPHARM was
able to provide us as participants. We were simply
presenting the first eBinders product; that is our
site-based product. And then, because of the public
platform that DPHARM gave us, we got the attention of
the pharma sponsor community – DPHARM’s members
and attendees – and the eTMF and eHub products are
pharma-oriented products that take advantage of the
first product.

Are you working on anything you’re able to share?
We’re seeing a fascinating change in how sites and
sponsors collaborate through technology. 10 years
ago,all the technology lived just at the sponsors;
five years ago, as we entered the market, there’s
technology like eBinders that lives at the site and the
technology that lives with the sponsors. Now what
we’re seeing happen in 2020 is that sponsors are
recognizing that those two must be connected. There’s
a couple different ways they can be connected. One is
through industry-standard platforms like the Cognizant
SIP And then there are other platforms managed by
the major CROs.

If we hadn’t connected with the pharma community
in the way that we did through DPHARM, those other
products might not have come about.
What did you gain from participating in
DPHARM Idol?

So I think it’s really the credibility lent by working
through a new concept or idea with some of the most
progressive people in the pharma industry.

And so we’ve integrated with them, and as a result
we now have all three pieces of the puzzle in place
for the first time so that sites and sponsors can have
a digital connection together. You have the pharma
tool, you have the site tool and you have the tool in the
middle, like CSP. What we’re seeing is that’s going to
bring a change to how sites and sponsors do business
together, and make it much more collaborative. We’re
looking forward to helping with that.

Where is Florence now? How does the company
look different since 2016?

What advice would you give a company trying
to innovate?

We’ve been lucky that the industry overall has evolved
to focus more on sites. And I think some of the
connections we made as a DPHARM Idol winner helped
us participate in that change. Then, when we presented
at DPHARM, we had a couple hundred sites that were
our customers. I don’t know if we had any, or maybe
one, pharma customers at that point; we were very
early. And now we have 7000 site customers; we have
one out of every three cancer research teams use our
tool. We have dozens of pharma customers and some
really big CROs that rely on us as their primary way to
exchange trial documents.

I think it’s pretty simple in this industry: ease of use. The
doctors, nurses and coordinators project managers and
clinical operations folks are busy making the trains run
on time. Stopping what they’re doing to learn a new
technology is just not possible. The new product must
be 50% innovation, but the other 50% has to be ease
of use: “How can I just reach for this and start using it
immediately?” That’s been the most important thing in
our experience.

I think it relates to who goes to the DPHARM
conference. It’s not only the founders, who can provide
a ton of credibility by offering their opinions on the
innovation that you’re bringing to market, but also the
attendees are those that swim in those same circles.

Site-less, or virtual, trials is a big conversation
topic today. How do you see Florence playing a
role in that?

How would you like to see Florence grow?

We see it as a continuum. If you think of global clinical
studies from all the sponsors and all diseases, there are
certain things, like oncology, where you’re always going
to see a doctor. Like it or not, those patients are very sick
and the types of therapies they need are at hospitals.

We’re at about one out of every three oncology sites
now. Our mandate is to help as many sites as we can
take their day back from paperwork. So, our goal is
to approach 100% of that; to help all the sites doing
research today.

But there are other studies, like virology studies or
allergy studies or neurology studies, that you don’t
need to be in front of the doctor. We don’t see it as
competitive to us at all — we want to help the studies
where physical presence is required just like other
companies want to help the ones where it’s not.

Another goal is we hope to usher in an era where
clinical operations has more of a site-centric approach,
instead of a pharma sponsor launching a study,
deploying tools and people to a site, only to take them
back again when that trial is over. We think that’s a
pretty broken model.
Instead, because the right sorts of tools can allow a
continuous collaboration between the site and the
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YOU NEED REMOTE
SITE ACCESS,
MONITORING, + SDV.
The platform you choose to do it on is
critical to your success.
Choose Proven: 7,200 connected study sites.
Choose Global: 27 connected countries,
Choose Speed: Your sites online in as little as three days.
Choose Trusted: Your sites trust our platform.
Choose Committed: We guarantee your site adoption success.

Choose Florence: The industry leader for remote clinical
trial site access, monitoring, and SDV.

ChooseFlorence.com
info@florencehc.com
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DPHARM Idol Disrupt

2015
What were the hurdles Science 37 faced?

Jonathan Cotliar, MD
Chief Medical Officer

They’ve evolved over time. Early on, the hurdles
were partly a visceral response to something that
was completely different than traditional, site-based
research. “How can you do virtual, electronic consent?”
“How can you directly ship drugs to patients?” “How
can you use medical or nursing licensure to cover broad
swaths of the United States?”

On The Cutting Edge
Of Taking Clinical
Trials Virtual

Just doing things differently was a bit of sticker shock
to many in the industry. That was probably the first
hurdle. Some of it was also just telemedicine, because
even five years ago, the technology, in terms of video
conferencing and the bandwidth required to do highdefinition video calls, was just not there as much as
it is today. So there are some technical, and some
mechanical or operational, considerations to it that I
think a lot of people weren’t willing to accept on its face.

Science 37, a pioneer in the virtual trial space, won the
2015 DPHARM Idol Disrupt competition. Jonathan
Cotliar, MD, is the company’s Chief Medical Officer,
and spoke about Science 37’s tech innovation, the rise
of the virtual trial and the impact of COVID-19.

What we’ve seen over time, thankfully, is all the
stakeholders, whether it’s regulatory people, whether
it’s sponsors, CROs, participants, just getting more
comfortable with the concept of virtual trials, because
the phones that we carry in our pockets now are an
acceptable form to do almost anything in our lives.

Tell us about Science 37. What does it offer to
the market?
We execute virtual clinical trials. We’ve been in
existence over five years now; when we first came to
DPHARM, it was way more outside of the box than it is
today. And even by today’s standards, the uptake and
market adoption still probably considers virtual trials
maybe not as mainstream, but at least on the path.

I think the natural extension of that is people expecting
that their experience participating in clinical research
should be as easy and as frictionless as all the other
experiences that they use mobile devices for, for
important components of their lives. A lot of it is just
natural evolution.

What we’re doing is decoupling standard-of-care
medicine from the clinical trial experience. What that
means is we bring clinical trials that have historically
been exclusively conducted at sites, be it outpatient
clinics or hospitals.We’re bringing that to the patient in
their home.

Having said that, we’ve been fortunate enough to have
direct interactions with the FDA, where we’ve been
able to discuss with them some of the operational
considerations of a decentralized clinical trial model.
And they are tasked with coming out with a guidance
document sometime this year that will speak to
their view of decentralized clinical trials, some of the
guardrails and some of what should be incorporated
into study design and operations.

We do so by integrating the platform that we built,
which basically enables and coordinates all the study
activities, that traditionally have taken place in a
clinical setting, in the home. That’s integrated with the
services – the mobile nurses, the investigators, the
research coordinators, project managers, the data
managers, data quality and compliance people, and
the regulatory people.
All of that is under our roof, so that we function almost
as a large, virtual site agnostic of geography. It allows
us to go into the homes of pretty much anybody on the
planet and offer them a clinical trial.
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If you think about the way we’ve historically run trials, a
lot of it is based on guidances that were really formed
to structure how clinical research takes place at sites.
What we’ve had to do is interpret those on-the-book
guidances, which were not really written for the virtual
model, and then incorporate legal considerations like
“What are the telemedicine laws in states X, Y and
Z? And how do we use those laws to our benefit in a
model that’s dependent on telemedicine?”

I don’t want to say we’re writing new laws, but we’re
interpreting laws and policy in a way that ensures that
what we’re doing is legal, ethical and ensures patient
safety and high data quality, because this wasn’t done
before we came on the scene in any large scale.

So what I would say is that for people who have an idea
that’s going to be impactful: stick to your guns, and
even in cases where the market adoption may be slow
for any number of reasons, to try to be patient and try
not to lose focus or hope.

What do you think stood out to the DPHARM Idol
Disrupt judges about Science 37?

This is an industry where change is slow; recognizing
that is a really important component of it, and having
investors and a leadership team that understands that
there are going to be a lot of challenges. But not to let
those challenges derail the focus is really important.

There’s been a lot of talk about patient centricity;
bringing trials to patients; making them more
accessible; working with a patient or participant
population that’s more representative of the
community, rather than a single ethnicity or archetype
of a trial participant.

I’m sure that every entrepreneur hears that, but I
actually feel that even when you have an unbelievably
original idea in our clinical trial space, there are so many
stakeholders that have to align behind it. That change
can be slow. Don’t be deterred.

I’m not saying it’s perfect, but I think what this model
does is it really plays on those themes that everybody
had recognized were really important ones to address,
but there was not really a mechanism to address them.
By bringing trials to patients, it’s really the fruition of a lot
of what people have been calling for.

Even today, the adoption curve has been linear and
positive. But it’s still linear; it hasn’t been exponential
for us. That’s what’s been really crazy for us is with the
coronavirus and COVID-19 mitigation plans. We’ve seen
an exponential adoption curve just over the last three or
four weeks. Who would’ve predicted that a pandemic
would have accelerated that adoption curve to the
degree that it does? That’s not to say that entrepreneurs
should wait until there’s a pandemic and the market
adoption will be there.

And we’ve seen that in the trials that we’ve run, where
we have patient retention numbers that are really high
compared to what’s been published in the site-based
model. Even though it may seem obvious, you’re
reducing the need for patients to drive for hours or find
dependent childcare in order to participate in trials.
We’ve seen a tremendous amount of socioeconomic
and ethnic diversity in our trials, because you’re
bringing trials to patients in communities. Then the
demographics of your enrollment largely reflect the
demographics of the community where you’re making
that trial available.

What I’m saying is stick to your guns, stick to the
vision, and invariably the universe figures out a way
to make really good ideas come to fruition, as long as
those ideas result in progress for humanity and drug
development and health.
Do you think COVID-19 will change the perception
of virtual trials?

But I think what probably took hold was a recognition
that this is a way of significantly changing the way
clinical trials were done, and really having it driven by
patients rather than sites, and requiring a high burden
placed on patients if they wanted to participate.

Anytime you get introduced to a new technology, or
something new that you didn’t know existed, or were
skeptical about, or didn’t realize that it was as seamless
as you then experienced, you say, “Oh, that was easy.”
I think that we’re seeing those questions now asked,
both in terms of pure telehealth – for people who
have chronic diseases and need medication refills and
don’t necessarily need to go see doctors, we’ve seen
tremendous amounts of adoption in organization that
just provide telehealth as the standard of care – and
what we’ve seen with the FDA and EMA – guidance
documents that call out specifically the use of
telemedicine and virtual visits as a mitigation tool for
patients who can’t get to sites because they don’t want
to incur the risks of being exposed to people who may
have coronavirus or are in shelter-in-place states where
they’re precluded from even driving to those sites if
they wanted to. Now that the regulatory authorities and
sponsors are getting actively involved in solutions that
involve telemedicine as the basis for clinical trials and
clinical trial visits, I think there’s no turning back. Does
that mean everything moving forward after COVID-19
is going to be telemedicine-based or virtual? No, of
course not. But I do think that it will hasten even more
the adoption curve for decentralized clinical trials and
virtual research.

It was probably maybe the first time that it had been
solutioned in a meaningful way, that was operable and
attainable for sponsors; in a way where technology
wasn’t there previously to allow for that.
Now that there are other organizations that are doing
similar things to what we’ve done, I think it’s the
recognition that there’s no turning back. It’s just a
matter of scale now, both in terms of what Science 37
can do and what the industry can support to make this
the rule rather than the exception. Maybe it was just a
recognition that the time had finally come, where the
fruition of that concept had come true.
What advice would you give to entrepreneurs
looking to innovate or disrupt?
We’ve been doing it for a while and there are still
enormous challenges even now, because sometimes
you can have,within any single organization, 15 or 20
stakeholders on a given trial that you have to convince
to go through a virtual model. You may get 19 of those
20 completely bought in and you still need that 20th
person, who can really hold up getting this thing done.
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DPHARM Idol Disrupt

2014
What do you think stood out to the judges about
your presentation and your company?

Lisa La Luna
SVP, Patient Advocacy,
SME & Senior Advisor

First, it was a solution to expedite the clinical
research process amongst all stakeholders: the
sponsors, the site and the patient. Without any one of
those components, there will be no results. We also
had one of our clients that was using our solution
doing the presentation with us so I think that was
very helpful. I also think they could see how much
work went into creating, communicating on point and
showing our solution.

Finding the Right Trial for the
Patient, and Not the Other
Way Around

Second, one of the competitors presented a similar
solution but I think the judges could see that we were
the only true paperless solution – a paperless clinical
trial requires no printing and no paper – which we were
able to demonstrate.

ePharmaSolutions won DPharm Idol Disrupt
in 2014 for patient-centric solution for clinical
trial recruitment. They have been bought by
WCG and operate under that umbrella. Lisa
La Luna presented at DPharm Idol in 2014;
she is SVP, Patient Advocacy, SME and
Senior Advisor, WCG.

What was the “after” like? What did you get out of it?
Coincidentally, we were in discussions to sell our
company prior to DPharm, and the exact day we won
the award was the same day we had merged with
WCG. That said, what an exciting time. Champagne
was popping as soon as I got off stage to accept the
award in several locations. We are now part of one of
the most successful clinical research companies in the
world. Certainly, winning DPharm was a confirmation
to our new organization that the solutions we had
developed were not only effective with our own clients,
but the industry was also applauding the innovation and
the risk and efforts we took in taking this to market.

What was the experience like presenting at
DPharm Idol? What was the planning, what was
the reception?
It was pretty stressful. We rehearsed for hours trying
to get our message down to 10 minutes and then the
night before found out we had to cut it down to 8! We
had 3 stakeholders to represent: pharma, site and the
patient, in order to “prove” our comprehensive solution.

How did winning Idol impact your company?

That said, it was imperative every word had a purpose.
We put a tremendous amount of thought and effort into
not only how we could make our point but also how we
could “prove our point” by showing the audience our
solution “live” and I think that is what helped us win in
the end.

It definitely helped with recognition and respect. It
helped with acceptance from the industry for innovative
solutions and awareness in the investment community
to understand where the industry is going.

The reception from the audience was invigorating. It
really was such a proud and rewarding moment. In this
industry, implementing innovation takes such a long
time to get people to adapt and embrace “change.”
To see all of our hard work paying off was really a
wonderful experience. and I am very grateful to The
Conference Forum for putting this together.

That was in 2014. Where are you now in 2020?
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We are now part of a company that has over 2000
employees all over the world solving the most important
challenges we face in expediting clinical research to
bring new therapies to patients in need. WCG has
acquired over 25 organizations, and we work with over
3000 institutions and academic centers.

In one way, shape or form, we touched 100% of the
new medical therapies and/or devices getting FDA
approval last year. Hats off to Don Deieso, PhD (CEO of
WCG) for having faith in us, the passion, the vision and
stamina it takes to make us successful.

Lastly, WCG is taking the “heavy lifting” of expanding
our patient ecosystem to drive traffic to iConnect. There
is not one pharma company with the budget to spend
in patient recruitment outreach that will really make a
huge impact on patient recruitment overall. We need
something more; we need to get out of what we have
traditionally done to get eyeballs on clinical research
participation, education and guidance to volunteer.

I am still at WCG 6 years later, as a warrior (so to
speak) on a mission to finally transform the industry’s
patient recruitment dilemma. Still, it is the number one
reason why clinical trials do not get completed on
time; therefore we do not get new medical therapies to
patients in need. It is what keeps me up at night, what
I am passionate about and why I feel really honored to
still be at WCG.

We are currently integrated with Inspire, as well as a
number of patient advocacy groups, including Michael J
Fox Foundation and Alzheimer’s Association, a number
of leading Institutions, including University of Penn, NYU,
Beth Israel Deaconess and Indiana University; that’s in
addition to our strategic initiatives to partner with leading
eHealth organizations, and consumer websites.

I think they are the one company, more so than anyone,
that will be able to make a significant impact, simply
because they own so many of the assets that affect the
acceleration of clinical trials, not to mention the largest
IRB and recent Patient Advocacy Department that is
solely focused on bringing the patients voice to clinical
trials and doing what “is right” for the patient.

We are continuously building our patient traffic to
iConnect. CenterWatch, which is a key component to
iConnect, has been around since Yahoo; the SEO from
CenterWatch alone is driving over 250K patients to
iConnect per month.

WCG also owns CenterWatch, which has the Clinical
Trials Listing Service (CTLS) that lists all of the clinical
trials from ClinicalTrials.gov and ensures patients
understand what clinical research is and the importance
of their participation. CTLS is now part of iConnect,
a patient recruitment tracking platform that’s main
purpose is to connect patients into clinical trials.

iConnect took several years to develop but it has
been one of the more rapidly adopted technology we
have developed in years, because we used to have to
educate and evangelize before pharma got involved.
But pharma companies really get the iConnect concept.
I repeatedly hear “It’s the right thing to do for the
patient” and “Why didn’t we do this 30 years ago?”

What role do CenterWatch and iConnect play in that?

What advice would you give to companies that
want to solve a problem or innovate? How should
they go about it?

With the acquisition of CenterWatch, iConnect has all
of the clinical trials available to match a patient to a
clinical trial. If a patient does not match into the first
clinical trial they try getting into, they are offered other
options that they may qualify for and/or asked to opt
into a volunteer database where they will be alerted as
new clinical trials addressing their condition are posted
within their geography.

Focus on only one problem: don’t try to be everything
to everybody. Ensure the problem you are trying to solve
will have a transformational impact for all companies.
Focus 100% of your effort on that problem. Limit the
customization of that solution to just focus on solving
the problem. Only focus on core product changes,
so that as you are developing and implementing your
solution, everyone in the industry will see that and say
“Oh yeah, that makes sense.”

For the first time, we have a Holistic Patient Recruitment
Tracking Platform that also is integrated with the leading
online destination for patients to find a clinical trial. We
are tracking every patient recruitment tactic, regardless
of the vendor, site, online patient community, advocacy
group, etc. and obtaining patient recruitment tactic
performance and ROI data to assist in making data
driven decisions. We’re also building predictability
analytics for each condition or tactic.
We are connecting the patient to the site immediately,
via email or phone and have been implementing
successful solutions in confirming these patients get in
to see the site. We can see if the patient enrolled into
the clinical trial or if the site is falling behind in following
up with referrals.
That is often a very big problem. We are sending
patients to sites but they are too busy to call the patient
to get them into the office. We can provide enrollment
assistants to help the site with this pull through process,
if needed. It is the “last mile” in getting a patient enrolled
and a very critical one.
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WCG is proud to be honored as
one of the first DPharm Idol Winners!

Extraordinary times require extraordinary
leadership, and we’re incredibly fortunate and
proud to have been selected as one of the first
DPharm Idol Winners. Recognized for our ability to
streamline and improve the clinical research process
through technology, we celebrate our continued
promise of putting patients at the forefront of
everything we do. On behalf of the entire WCG
team and the patients and industry we serve, a
huge “thank you” to The Conference Forum for your
recognition and support throughout the years.
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DPHARM Idol Disrupt

2013
What was your first introduction to DPHARM?

Glen de Vries
CEO & Co-Founder

I attended in 2012. It was at a time when the idea of
using technology in clinical trials was going from a cute
concept to something that, I think especially in the
couple of years leading up to 2013, was a foregone
conclusion that this represented the future. The
question was, “How is it going to work? Who are the
right people to be collaborating with?”

Rethinking Innovation from
End-to-End

We were excited about the opportunity to participate
in Idol, because we thought, “Great. We can really
present what we’re doing.” And when we actually did
it, we really felt like this idea of creating ecosystems of
patients and devices and research was a step beyond
some of the early steps into the world of automating
clinical trials. We were taking what was paper before
and turning it into a screen. We always believed there
was something more fundamental that could be done
– a paradigm shift – and that’s why we thought it was
a great way to showcase how we can lead the digital
transformation of healthcare.

Medidata’s co-CEO and co-founder Glen
de Vries presented at DPHARM Idol Disrupt
2013 with Spaulding Clinical, showcasing
Medidata’s Clinical Cloud, and its integration
with Spaulding webECG Management Solution.
Can you tell us about Medidata? What led you to
co-founding it? What gap in the market did you
see opportunity in?

From today’s standpoint, it seems like the
platform covers a large part, end-to-end, of the
clinical trial experience.

I was a research scientist in the 1990s. There was no
real technology in clinical trials that was used. There
was really nothing. And because I was at an academic
medical center, I was also exposed to the life sciences
industry because we were participating in clinical
trials. Everything was done on paper and running from
building to building to gather the samples, the data, and
the analyses. The process was slow and inefficient - it
was just slowing us down, in terms of getting things out
of the lab, into the hands of patients, or our ability as a
site to collaborate with industry.

I think that’s a fair way to think about Medidata. We
start before the design of the clinical trial protocol has
been locked down and ask: “What is the most efficient
clinical trial I can design? Am I exposing as few patients
to an ineffective or a harmful therapy as possible, before
amassing the evidence necessary to show that some
new therapy is safer, more efficacious, more valuable,
than what was in the past?” Let’s design the best
experiment for that. Let’s, as efficiently as possible,
work with patients, work with clinical sites to arrive at
the best approach.

In our laboratory at the time, we just started thinking,
“What if we did this all online?” We began to think of
the potential for floating the infrastructure that was
necessary for clinical trials on top of this new thing, the
Internet, that it looked like one day everyone would be
connected to, even though that certainly wasn’t the
case then.

Then, from a data management perspective, from a
clinical operations perspective, even from a statistical
perspective, we need to determine how we get to the
point where we’ve amassed that necessary evidence
and outcomes for regulators and even payors to arrive
at informed decisions.

With me from the science side, a physician, who was
doing a year of lab research, and a friend of a friend,
who brought the business perspective, we decided that
the world could use a better way to run clinical trials.
That was Medidata.

We go from one end of the spectrum to the other on
our platform. If you look at the early days, and what we
discussed in 2013 at DPHARM, we went from people
saying, “Okay, we’re going to use technology” to using
“best of breed” point solutions to replace what used
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to be a paper process for collecting site data, to an
electronic process.

As it relates to COVID, do you see some of
the innovations occurring now maintaining
permanence after the outbreak passes?

But then in the later part of the 2010s, we started
to consider: “Maybe we shouldn’t be thinking
about replacing these individual point solutions. We
can actually create a better clinical trial, a better
experience for all the patients, practitioners and
scientists involved by having a platform that can be
used to redesign the whole thing.” And that’s really
where our business has evolved.

I think a number of changes are here to stay. You can’t
replace the way everything happens in healthcare and
clinical trials overnight. But this will be an inflection
point, where some of the ideas, connecting to and
engaging with patients in much more meaningful ways
being a perfect example, go from being not quite
the “exception” to an operational necessity. We’re
experiencing an incredibly unfortunate global pandemic,
but maybe it will be the compelling event that gets
people to start to think about these things in a much
more mainstream way.

Last year, Medidata was acquired by Dassault
Systèmes. This is a company with a legacy of
reimagining end-to-end processes from the concept,
the design, and the research and development
necessary to create a product, to manufacture a
product, and deliver a product across a broad set of
industries. Looking at the capabilities that Dassault
Systèmes has from a laboratory perspective, from a
manufacturing perspective, and then layering on top
of that what Medidata brings to the table in terms of
thinking about clinical development and the very specific
requirements around doing R&D for a product that’s
going in or on a patient is terribly exciting. and interact
with them biologically, and evaluating the outcomes
of that, it really is what I was just describing, but even
more broadly.

We’re seeing that right now: the interest in those ideas
skyrocketing because there’s now a need for them that
didn’t exist before. I don’t think that we’re going to be
able to, or want to, turn the dial back and do things the
old way.
What advice would you give to entrepreneurs
or innovators?
Well, there’s always: “Don’t take no for an answer.”
You have to, at some point, decide that you can’t get
discouraged by everybody who is telling you that you
can’t use the Internet for regulated data, or you can’t
get a patient to reliably send you information with a
device in a clinical trial.

This is really transformative, and will go all the way from
research and development to the delivery of products
to patients, which is why that DPHARM year we were
lucky enough to win is still relevant. And in this current
pandemic, we’re seeing the need for a life sciences
platform even more acutely. The way we were running
clinical trials then, and still now, is so fragile, when you
realize that you have to move a patient from their home, to
be in front of a healthcare practitioner, to be evaluated, or
in cases to receive their therapy. Medidata and Dassault
Systèmes are trying to manifest the infrastructure that
supports that direct patient engagement.

One of the things that served us really well over the
years, and I think the year of DPHARM Idol is a great
example, was not feeling like you have to invent
everything yourself. Having an ecosystem of partners
and other innovators around you is a really good idea.
We found kindred spirits in Spaulding Clinical, who
believed stuff that a lot of people had tried to talk
everybody else out of — this idea of connecting patients
directly to clinical trial data capture. Medidata brought
part of the answer, and Spaulding Clinical brought part
of the answer. We demonstrated it in the context that
was not “We’re the only people in the world who are
going to solve this problem.” It was the demonstration
of a concept that could be applied more broadly.

What do you think stood out about your
presentation?
Spaulding Clinical had this awesome ECG device.
This was before there was even an Apple Watch;
there certainly was not an ECG device you could wear
around on your wrist. And what we demonstrated on
stage – Randy Spaulding was wearing one – and we
showed it all live, was like a way to put leads on the
chest on a patient that a patient could do themselves.
This tiny, little rechargeable device that could connect
to the Medidata Cloud and upload that patient ECG,
without needing a healthcare professional – that was
a spectacularly revolutionary idea back then. The idea
of taking that and directly incorporating it in a clinical
trial were probably some of the reasons why the judges
were excited about what we were doing.

Working that way, thinking that way, has always helped
Medidata. As our appetite has gone up in terms of the
breadth of what we think the problem we should be
solving is, and now as part of Dassault Systèmes, it
became a platform for life sciences companies to run
their entire R&D, manufacturing, commercial operations.
The larger your appetite for what you’re going to
productize is going to be, the more you need to be
thinking about how other people fit into that ecosystem.
That was an important lesson for us to learn along
the way. We were lucky to find people like Spaulding
Clinical, companies that wanted to work collaboratively
that way.
I love the fact that we had another company with us up
on stage when we won. The concept of partnership and
ecosystem was something I hope we demonstrated as
a great idea and an important lesson.
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2012

The First DPHARM Idol Disrupt

“It was a novel concept in our industry. It was exciting.
What they were doing was making public, within that small
community, a pitch for a solution,” said Deirdre BeVard,
currently SVP, R&D Strategic Operations at CSL Behring
and a judge at the first competition.

The DPHARM conference pushed boundaries in the
types of voices it highlighted. And an integral part of that
is DPHARM Idol Disrupt, a live show where innovative
startups pitch their disruptive technologies to a panel of
patients, veteran R&D executives and investor judges. In
2012, the very first DPHARM Idol Disrupt debuted, billed as
an opportunity for startups to present what they believed to
be disruptive innovations before a panel of judges.

The presenters
Five companies presented that year:
Susan M.H. Lewenz, President & CEO, of AxxiTRIALS
Ed Seguine, CEO, of Clinical Ink
Mika Newton, Vice President, Marketing & Sales, from
Archimedes
Kerri Weingard, Chief Operating Officer, and Mitchell
Efros, MD, CEO, of Verified Clinical Trials
Dax Kiger, Senior Consultant, Trifecta.

“We invited these innovative, up-and-coming companies to
talk about technologies that enabled remote clinical trials,”
said Valerie Bowling, executive director of the DPHARM
event. This was outrageous at the time.”
The 2012 Idol utilized an American Idol-style format to deliver
short, impactful presentations on their disruptive innovations,
before then being questioned and challenged by the judges
to describe exactly how their products and services were
advancing clinical development. While it didn’t have a winner,
the first DPHARM Idol competition started the pathway to
the competition as it is today: the development of an award,
a formalized application process, and solidified judging
criteria.

The judges
The first DPHARM Idol was judged by:
Deirdre BeVard, Vice President, Development Operations,
Endo Pharmaceuticals
Andreas Koester, MD, PhD, Vice President, Clinical Trial
Innovation & External Alliances, Janssen, Pharmaceutical
Companies of Johnson & Johnson
Craig H. Lipset, Head of Clinical Innovation, Research &
Development, Pfizer Inc.
Todd Pietri, Partner, Milestone Venture Partners

Transforming Continuous Wearable Biosensor Data Into

VALIDATED DIGITAL ENDPOINTS
Wearable biosensors and
continuously streaming data
represent the next frontier of
clinical trial data. PhysIQ provides
a medical-grade, end-to-end
solution for collecting and
processing biosensor data for
your clinical trials. With our
Part 11-compliant, device-agnostic
platform and our portfolio of FDA
510(k)-cleared analytics, physIQ
delivers everything you need
to generate unprecedented
clinical evidence in your drugdevelopment program.
It’s just one more way physIQ
is transforming the future of
real-world patient insight.
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Cardiopulmonary function

Visit physIQ.com for more information.

