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Welcome to the inaugural issue of the DPHARM quarterly 
newsletter.

Building on the success of the DPHARM: Disruptive Innovations 
conference, the DPHARM  quarterly newsletter furthers the 
conversation and highlights the voices committed to bold ideas 
that shake up the way we conduct clinical trials to bring research 
to where the patients are and reduce the failure rates. 

The interviews in the newsletter’s inaugural issue cover: clinical 
trial experience tips for pharma from the patient perspective with 
the first DPHARM patient speaker Jeri Burtchell; investing in 
implementable healthcare innovation with Esther Dyson, investor 
and executive founder of Wellville; the future of innovation in clinical 
trials with Craig Lipset, former head of Clinical Innovation at Pfizer; 
Project Covalence, a turnkey trial platform for the rapid launch 
of COVID-19 clinical research, with Benjamine Liu, DPhil, CEO 
and Founder of TrialSpark; pharmaceutical company innovations 
in collaboration with Tammy Guld, Global Team Lead, Janssen 
Clinical Innovation; and the impacts of innovation and COVID-19 
on clinical trials operations with Deirdre BeVard, SVP, R&D Strategic 
Operations, CSL Behring. 

Announcing DPHARM 2020

DPHARM 2020 celebrates its 10th annual anniversary virtually over 
September 22nd and 23rd. The agenda reflects the urgency of 
much-needed changes in drug development through the reporting 
of innovative examples, particularly in the face of the COVID-19 
pandemic and the challenges it brings. 

History of the DPHARM: Disruptive Innovations conference

The event was launched in September 2011 with 125 disruptive 
thinkers and change makers eager to discuss current solutions 
in clinical development, propose innovative changes, and commit 
to testing and sharing the results in order to transform drug 
development and the industry. A decade later, the agenda features 
keynotes both within and without the industry, and reports specific 
examples of those applying innovative technologies, thinking and 
designs to their clinical trials to better deliver medicines. 

Enjoy the interviews.
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Esther Dyson, investor and the executive founder 
of Wellville, discusses investing in innovation for 
long-term wellness.

What’s Inside?

4
Jeri Burtchell, patient activist, writer, Director 
of Patient Initiatives of HealthiVibe, and the first 
patient speaker at a DPHARM conference, gives 
the patient perspective on participating in a clinical 
trial, as well as some tips for pharma.6
Craig Lipset, founding chair and advisor to 
DPHARM, traces where we’ve been in clinical 
innovation, and where we might be headed.8
Benjamine Liu, DPhil, CEO and Founder 
of TrialSpark, discusses TrialSpark’s Project 
Covalence, a turnkey trial platform that enables the 
rapid launch of COVID-19 clinical research.10
Tammy Guld, Global Team Lead, Janssen Clinical 
Innovation, shares how collaboration at Janssen is 
proving to be the key breakthrough in clinical trials.12
Deirdre BeVard, SVP, R&D Strategic Operations, 
CSL Behring, gives her perspective as a clinical 
operations veteran on moving the innovation 
needle to advance drug development.14
Coming soon, a profile series of past DPHARM 
Idol Disrupt winners. 16
From the archive: Enjoy the highlights from 
Mark Johnston, then Director of Global 
Business Development, Amazon Web Services, 
who presented on how to innovate like Amazon.17

Recommended Podcasts

The Impact of COVID-19 on 
Clinical Trials: Where are We? And 
Where are We Going?

The podcasts below expand 
and further the conversation 
around clinical innovation.

Setting Up Therapeutic + 
Vaccine Programs for COVID-19: 
Lessons Learned

Weighing Your Options in 
Considering Clinical Trials from a 
Patient Perspective

Understanding the Goals of Care 
vs Research

Merck’s Digital Health and Al 
Strategy: Progress Report

How Digital Biomarker Innovation 
is Modernizing Clinical Endpoints

https://www.blogtalkradio.com/pharmatalk/2020/06/18/the-impact-of-covid-19-on-clinical-trials-where-are-we-and-where-are-we-going
https://www.blogtalkradio.com/pharmatalk/2020/06/18/the-impact-of-covid-19-on-clinical-trials-where-are-we-and-where-are-we-going
https://www.blogtalkradio.com/pharmatalk/2020/06/18/the-impact-of-covid-19-on-clinical-trials-where-are-we-and-where-are-we-going
https://www.blogtalkradio.com/pharmatalk/2020/04/28/setting-up-therapeutic-vaccine-programs-for-covid-19-lessons-learned
https://www.blogtalkradio.com/pharmatalk/2020/04/28/setting-up-therapeutic-vaccine-programs-for-covid-19-lessons-learned
https://www.blogtalkradio.com/pharmatalk/2020/04/28/setting-up-therapeutic-vaccine-programs-for-covid-19-lessons-learned
https://www.blogtalkradio.com/pharmatalk/2020/02/20/weighing-your-options-in-considering-clinical-trials-from-a-patient-perspective
https://www.blogtalkradio.com/pharmatalk/2020/02/20/weighing-your-options-in-considering-clinical-trials-from-a-patient-perspective
https://www.blogtalkradio.com/pharmatalk/2020/02/20/weighing-your-options-in-considering-clinical-trials-from-a-patient-perspective
https://www.blogtalkradio.com/pharmatalk/2020/02/19/understanding-the-goals-of-care-vs-research
https://www.blogtalkradio.com/pharmatalk/2020/02/19/understanding-the-goals-of-care-vs-research
https://www.blogtalkradio.com/pharmatalk/2019/08/07/mercks-digital-health-and-al-strategy-progress-report
https://www.blogtalkradio.com/pharmatalk/2019/08/07/mercks-digital-health-and-al-strategy-progress-report
https://www.blogtalkradio.com/pharmatalk/2019/07/31/how-digital-biomarker-innovation-is-modernizing-clinical-endpoints
https://www.blogtalkradio.com/pharmatalk/2019/07/31/how-digital-biomarker-innovation-is-modernizing-clinical-endpoints
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What drew you to investing in healthcare?

I’m interested in everything; my parents were scientists. 
The only thing I’m not interested in is spectator sports. 
I joined the board of 23andMe precisely because I knew 
nothing about genetics, but it was clear if I did that, I would 
learn a lot about something that was going to be very 
interesting. That’s pretty much how I take on everything. 
I’m fascinated with neuroscience and AI. I’m trying to 
remember back to 2007, when I finally left full-time tech 
reporting and became an angel investor. The internet was 
great, but there was a lot of useless stuff. I began to think, 
“What would be more useful?” 

You often emphasize “health” rather than 
“healthcare.” What is the distinction for you?

It’s a longish story, but one company that caught my 
attention back then was RealAge, started by a guy called 
Charlie Silver, who ended up selling it to Hearst, which 
sold it to ShareCare. It’s basically a self-administered 
quiz, “How much do you sleep?” “Do you argue with your 
partner?” “Do you have a dog?” It would then tell you what 
your “real age” was versus your chronological age. 

It told you how to lower your real age – by changing the 
reality behind the answers: eat right, sleep more, invest 
in meaningful relationships, etc. Its business model was 
selling vitamin supplements, but the good it did was in 
getting people to change their behavior for free, probably 
more effective than most of the fancy healthcare inventions 
people keep sending me. 

The thing that really intrigued me about Charlie Silver was 
whom he had sold his first business to. That was Jiffy 
Lube. “Oh, maintenance!” I thought. That’s much more 
valuable than last-minute repairs. Cars don’t need behavior 
change; it’s the owner who does maintenance because it’s 
easy and cost-effective. How can we get people to do the 
same for their bodies? 

In short, health is an asset – resilience – that you invest in, 
whereas healthcare is mostly about repair, costly repair. 
The obvious question was “Why are we spending so much 
money, and mostly so ineffectively, trying to fix things that 
really shouldn’t be broken?” 

I started reading more and learning how life in the US is so 
damaging to so many poor children, especially in minority 
communities where parents don’t have the resources to 
give them a good start in life. They often grow up without 
the resilience or capacity to follow all the smart advice 
of eating right and sleeping well and avoiding drugs and 
getting educated. Somehow, we’re training our kids to be 
short-term thinkers. 

It’s plain economics. The long-term returns on investing 
in health are huge, and they include things you can’t 
count with money, like people’s happiness, and the 
things you can count with money but that benefit other 
people like employee productivity – what economists call 
externalities. Whatever business you’re in, people are 
your employees and also your customers. If they’re not 
spending all their money on remedial healthcare, they can 
spend more money on whatever it is you’re trying to sell 
them. Ultimately, the economics and the moral imperative 
are the same, but you have to think long-term and beyond 
your immediate self-interest. 

It needs to be a collective investment, because the people 
most at risk have the least money, so you can’t expect 
them to pay for themselves. But if you can catch them 
when they’re kids, you can help them become healthy 
adults who can pay for themselves, and can work and be 
productive. It’s a long-term proposition. 

“Why are we spending so 
much money, and mostly so 
ineffectively, trying to fix things 
that really shouldn’t be broken?”

You also made a distinction between 
implementation and innovation. When looking 
at new innovation, what are the practical 
considerations you’re weighing?

Every week or so I get an email from somebody who’s 
got a cool, new thing: “Would you like to try this out free 
in Wellville, in your underserved communities?” What they 
don’t understand is that free isn’t good enough; it has 
to be convenient. People have to understand its value. 
It needs to be marketed and positioned. People need to 
trust it and learn how to use it.

In the computer industry, there are VARS: value-added 
resellers. For example, I’m Oracle, and I create this great 

Investing in Innovation for 
Long-Term Wellness

Esther Dyson is an investor and the executive 
founder of Wellville, a 10-year nonprofit project that 
aims to illustrate the benefits of investing in equitable, 
long-term community health and resilience. She is 
also a DPHARM Idol Disrupt judge. 
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database software. And then I find the value-added 
resellers; these are companies that help the buyers install 
it, train their employees, help them integrate the new stuff 
with the old stuff. The companies that have these behavior 
change programs need either to be VARs or to sell through 
VARs. Someone needs to add enough value to their 
products for individuals actually to use them. 

The health startups are often kids out of fancy colleges 
who need to understand their customers’ lives better. I’m 
always telling people, “Listen to your language. Take a look 
at the ‘smiling user’ photographs on your website. They 
are not your target market.” 

And maybe your advice isn’t practical. There are a lot of 
well-meaning people, and there are a lot of things that are 
really great for rich people. But if you want to reach a mass 
market, chances are you as a health tech entrepreneur 
don’t really represent your target market. 

Can you tell me about your experience as a 
DPHARM Idol judge?

For me, it is the most fun, most exciting, most educational 
part of DPHARM. You have some really, really smart people 
in a room, totally engaged and totally candid. You get 
the wisdom of a crowd with divergent opinions, of smart 
people who often actually know the companies.

The judges are often customers, or competitors, or 
partners, all fully disclosed, so they really know the 
business. They aren’t on stage, so they are able to be 
candid. Over the years, I have learned a ton. I’m looking 
forward to doing it again this year. You have a set of people 
with open minds and no vested interests other than finding 
a company that they’re going to be proud to have picked 
in the future. 

It’s a great experience, and the people there are terrific. 

“Health is an asset that you 
invest in”

When you’re judging at DPHARM Idol, what are the 
questions you’re asking or the things you’re looking 
for?

That’s where implementation comes in, not just innovation. 
Can you run a business? Do you listen to your customers? 
Do you have a good team? Or are you a CEO without 
a team? Do you understand the marketplace? Do you 
know how to sell as well as to create? Do you understand 
the market you’re in? Do you understand, depending 
on what you’re trying to do, the regulatory issues? 
Do you understand your competitive advantages and 
weaknesses?

Most companies die because of management failings, not 
because the tech didn’t work. Usually by the time you get 
to DPHARM, your tech works. It’s like the clinical trial of 
a drug: it works in-vitro, but does it actually work in vivo? 

As for innovation, I have so many people writing to me with 
ideas. They’re scared someone’s going to steal their idea, 
but nine times out of ten, their problem is going to be that 
no one believes their idea. 

What advice would you give those trying to innovate 
now, or innovate during any period of uncertainty? 

One thing is clear: one way or another, telehealth is going 
to be so much easier and so much more competitive. Just 
offering it is no longer good enough; you need to do it well. 

The challenge of developing a product is usually tougher 
than the challenge of building a VAR, because a VAR 
doesn’t require all this technical expertise. On the other 
hand, a lot of startups dismiss the challenges of managing 
and training people, which is core to what a VAR does. It’s 
about solving users’ problems, like changing a username. 
It’s not usually an interesting medication question; it’s more 
likely to be, “How do I get a time series to display?”

Another challenge is that telehealth will reduce many 
providers’ revenues, precisely because it is most cost-
effective. In essence it’s a way of defunding the fee-based 
care system in favor of health.

And in business, if you look at net promoter scores, people 
who have used the product and had a problem, and then 
have had the problem solved, are generally much more 
favorable to it than the people who have never had a 
problem. 

If they were engaged enough to get the problem solved, 
chances are they really care. They really want to use 
this thing; they want it to work. They’re going to be very 
engaged and much more likely to recommend it to people. 
It’s not selling the product; it’s having users who will sell it 
for you that really leads to success. 
 

What is next on your list to learn or to fix?

Wellville is a 10-year project, which is a luxury and a 
necessity. After that, I hope that the communities will have 
made enough difference for themselves that we can go out 
and vigorously share what they’ve done and have other 
communities copy them. We also want policymakers and 
voters to understand that health is worth investing in. This 
is part of a nonprofit called the Commons Project.

I’m not waiting for 10 years, but we’ve got 10 years to 
prove ourselves. That’s going to take a while, and in the 
meantime, I’m really interested in sleep and neuroscience. 
I’m also spending time on issues around portability of 
medical records and informed consent that should go with 
it. How do you make the supply chain of medical records 
an honest supply chain, where people know where the data 
comes from, the people providing the data know where it’s 
going to, there’s disclosure of provenance and use, and 
of course, appropriate control over the release of people’s 
identities and data with their fully informed consent. 
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Jeri Burtchell was the first patient advocate to 
speak at the DPHARM: Disruptive Innovations 
conference. She is a patient activist, writer and 
Director of Patient Initiatives at HealthiVibe. In this 
Q&A, Ms Burtchell provided tips for pharmaceutical 
companies and recommendations for fellow 
patients. 

Can you tell me what you spoke about at your 
first DPHARM? 

I blogged my clinical trial from start to finish, and as it turns 
out, I was one of the first patients to ever chronicle their 
experience this way. It raised serious questions among the 
pharma industry about patients talking to each other, data 
being shared outside of the study, and possible unblinding 
or even sharing of bad experiences. As it turned out, my 
blog was instrumental in recruiting patients, I found out 
later. By sharing my fears and how I overcame them, others 
with MS were willing to consider participation as well.

Craig Lipset interviewed me at Disruptive Innovations in 
Clinical Trials in 2012 as the first patient speaker for the 
event. We discussed what compelled me to blog, how 
that led to meeting other study participants, and the 
conversations that transpired. I was really surprised to know 
most people in the room who had devoted entire careers to 
clinical research yet had never spoken to a patient.

If you had any, what were your perceptions or 
connotations of clinical trials before you participated 
in one?

I remember thinking I would have to stay at the research 
facility for the duration of the study – otherwise how would 
they control the medicines I took, everything I ate or drank, 
and other factors that might affect my MS or trigger a 

relapse? Also, I never knew there were “comparator” studies 
and thought all trials were placebo controlled. But I guess the 
biggest misconception I had prior to starting the study was 
that scientists conducting research studies are somehow 
exclusive of doctors who actually see patients. When I found 
out that my PI could also be my regular neurologist of choice, 
it was very reassuring. There would be no disruption of 
communication between study doctor and my personal HCP.

What are the areas of opportunity for pharma 
companies and those running clinical trials to involve 
patients?

Over the past 8 years I’ve seen this topic discussed from 
every angle and I think we know the many ways pharma as 
an industry should be involving patients. The real question is 
why isn’t Pharma fully embracing this or doing more to involve 
patients? I think the answer is that they are so risk-averse as 
to be almost paralyzed when it comes to implementation.

Even when a sponsor has made it clear that patient 
engagement and collaboration are part of their corporate 
core values, it seems only those who attend conferences like 
DPHARM and are part of newly created “patient engagement” 
divisions are trying to move the needle. When they do, they 
are met with resistance from within, whether struck down 
by Legal or Med Affairs, or even when ongoing projects are 
reassigned to a new team, the reaction to collaborating and 
communicating with patients is often a collective digging in 
of the heels. “We can’t do that” seems to be a mantra - even 
when corporate has mandated the need for this cultural shift 
in thinking within their organization. It’s uncomfortable for 
people who are used to doing business as usual to navigate 
this new co-creation model and those who are trying to 
implement it are faced with resistance at every turn.

So the real question the industry needs to be asking is not 
“how can we include patients?” since everyone has figured 
that out. Instead, it should be “why aren’t we mandating it so 
completely that every person in the organization understands 
and embraces it?” Until the industry figures that out, I believe 
that real collaborative innovations that involve patients will 
continue to be challenged at every turn.
 

What does an ideal trial design look like, from a 
patient perspective? 

Here are a few bullet points for my updated ideal clinical trial 
design:

•  Collecting the most information necessary to the study in 
the fewest number of visits

•  Blood/urine collection at local lab

Patient Perspective on 
Clinical Trial Participation: 
Tips for Pharma 

“By sharing my fears and 
how I overcame them, 
others with MS were willing 
to consider participation in 
clinical trials as well.”
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•  Vitals by smartwatch or other device supplied by the 
study

•  Implement telemedicine visits and in-home visits to 
reduce the number of site visits

•  Study portal for scheduling, completing questionnaires 
and e-diary, FAQs, chat with a study nurse

•  Include the patient’s primary care physician as a study 
partner so everyone involved in their care is on the same 
page

On your website, you say that a copy of a patient’s 
data should be returned to that patient. What does 
that look like to you? Contextualized? Written in lay 
terms? 

Patients own their data, so let them have access to the 
results of every test performed, whether that’s an X-ray, 
MRI, CT, biopsy, blood or urine tests and so on.

Unblind patients as soon after the study as possible – 
knowing if they were on investigational product, standard 
of care, or placebo can inform their other ongoing health-
related issues.

Lay summary of study to see where you fell into the overall 
scheme of things. How did your experience compare with 
that of other participants?

Can you tell me about what you do at HealthiVibe 
as the company’s Director of Patient Initiatives?

As the Director, Patient Initiatives at HealthiVibe, I actually 
wear multiple hats. First and foremost, I lead a team that is 
a liaison between our company and patient groups–formal 
and informal–which include patient advocates, influencers, 
thought leaders, social media groups and more. I’m also 
closely involved with the development of patient materials 
that are used in trials to ensure they really speak to the 
patient and are developed with the goal of clarity and 
comprehension in mind.

I also chair our external Patient Steering Committee made 
up of 6 patient advocates across multiple therapeutic 
areas. And, as a member of our Management Committee, 
I also like to think that I play an important role in continually 
reminding our staff, and influencing our culture, to always 
put the patient first.

How do you think clinical trials have evolved on 
the patient side since you participated in one for 
Fingolimod (Gilenya)? 

I remember leaving my first study thinking “That’s it? They 
don’t want to ask me what I thought?” So I’m incredibly 
proud of the fact that one of the many innovative solutions 
that HealthiVibe has devised for sponsors is to collect 
insights from patients while they are participating in an on-
going study.  I believe Pharma truly understands the value 
of the patient as more than a participant, and the benefits 
of including them even during protocol development to 
understand how designing a trial that fits into patients 
lives will ultimately be more successful for recruitment and 
retention. Execution of the collaboration still has a long 
way to go, however.

How would you advise someone living with a 
chronic illness or condition to find a clinical trial?

First and foremost, I would tell someone living with a 
chronic condition or illness to learn all they can. Knowledge 
is power and you have to be your own advocate since 
nobody has as much at stake when it comes to your own 
health as you do. Talk to experts, get second and third 
opinions if what you’re hearing doesn’t make sense.

Learn about research options by asking your doctor or 
contacting an advocacy group. Most organizations have 
information about what’s currently in the pipeline. If your 
doctor is not open to discussing research as an option in 
a frank and objective way, I would find a different doctor.

Think of research as another treatment option to explore. 
It’s true that there are risks and benefits to consider with 
any medication (even those already FDA-approved) but 
once you’ve given them careful consideration you open 
yourself up to cutting-edge science that is continually 
finding better, safer, more effective treatments and cures 
for all diseases and conditions.    

“Including patients in 
designing a trial that fits 
into their lives will ultimately 
be more successful for 
recruitment and retention.”
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Craig Lipset was a founding chair and advisor to 
DPHARM and he most recently held the position 
of Head of Clinical Innovation and Venture 
Partner at Pfizer and on the founding Operations 
Committee for TransCelerate Biopharma. 

Mr Lipset designed and launched multiple 
industry firsts, from the first fully remote/
decentralized clinical trial for a new medicine 
to the first returning of results and data to 
research participants.

What is your background in innovation?

I worked at Pfizer for close to 13 years, and during most 
of that time, had the opportunity to lead clinical innovation 
for medicine development. As a large corporation, we 
had some enterprise innovation initiatives looking at 
ideation processes across the company. But I had also 
seen groups like our manufacturing area, as an example, 
put a focused team in place to try to advance new and 
innovative approaches within their part of the business.
 
Around that same time at Pfizer, we were shifting to a fully 
outsourced model; we were moving resources out of the 
organization and partnering heavily with CROs. It created 
an opportunity for me to position internally that we can’t 
outsource the future; we can’t outsource innovation. We 
can partner on conducting our current studies, but the 
innovation that we need to drive the future we had to 
maintain internally.
 
Being as far back as it was, we were one of the first 
innovation groups focused on medicine development 
inside of a pharma. I had some friends at different 
companies begin to ask me for job descriptions or 
“How did you create your scope?” What we were doing 
wasn’t competitive; we were trying to be very open and 
transparent. Around that time, the birth of the DPHARM 

meeting turned into an incredibly important way for us to 
create and accelerate a community, to meet the people 
that would ultimately become the leaders in these various 
pharma companies, where we could share the models 
we were each creating internally, and create this peer 
infrastructure in different pharma companies.
 
We came to the first DPHARM meeting ready to talk 
about the REMOTE trial, the first fully in-home trial of a 
new medicine. We had already begun to share information 
about the study earlier that year at DIA. But even at that 
first DPHARM, what signaled something different to me 
was this audience wasn’t as concerned about the process 
you had for X or Y in the model; they wanted to know, “How 
did you get this through your organization?” That marked 
something very different and special that DPHARM was 
starting to create 10 years ago. Not just the opportunity 
to share what we were doing, but how we were doing it in 
our organizations, and DPHARM created a space to help 
to amplify that.

Can you speak to the increased emphasis on virtual?
 
There’s been a lot of talk in the years since that first 
virtual trial. There have been investments by the venture 
community; there have been multipharma consortia and 
collaborations that have tried to chip away. And yet, up 
until last year, most major pharma companies had done 
one, or a couple of experiments, using a fully-remote or 
virtual approach.
 
Now if you were to google “remote” or “virtual studies” you 
may get results that look like there are lots of examples. 
But many of these are observational studies or examples 
without a new drug involved.

It gets much harder when you’re doing a drug trial and 
you want that to be done in a virtual or remote way. And 
that’s where most companies have done one, or a couple, 
and didn’t commit to the change. They didn’t change 
their processes; they didn’t change their vendors. They 
didn’t change the measurements that they needed to use 
remote approaches across new studies.
 
And without changing that, you can’t just make it go 
virtual. Until a pandemic hits. And now everyone is having 
that awakening moment of, “There is something out there 
that can help me here. There’s an ecosystem of solution 
providers that have been really ramping up and waiting to 
support this moment.”
 
What’s amazing to me now is that we don’t need to go 
back to the labs and cook up a new way to run studies 
in this environment. All the tools were right there; they just 
needed people to embrace them and adopt them.
 
That moment feels like it’s here. I don’t think the future is 
that all trials are virtual or remote. I think people like their 
doctors; they just want to see them on their own terms 
and make that engagement more accessible. I don’t mind 
online food shopping, but I do want to go back to a grocery 
store one day. And I don’t mind seeing my doctor online, 
but I might want to go back in there once in a while. I think 
the future is one of choice where patients participate on 
their terms.

Where We’ve Been in 
Clinical Innovation, and 
Where We Might Be Headed



9

Obviously the pandemic is changing how we run 
clinical trials in a traditional way. Are there changes 
you think will become permanent?

I think there are some folks who would say, almost 
instinctively, “Yes,” thinking the world will look different 
on the other side of the curve, on the other side of the 
pandemic. I am cautious about that, because the way 
people are course-correcting today is with things like 
protocol deviations and SOP waivers. Deviations and 
waivers are not commitments; they mean we’ll be going 
back to old ways soon.
 
Organizations need to commit to this change, likely by the 
summertime, to really change their processes, change 
their training, change the measurements that they use in 
trials. Organizations are starting to realize that this is not a 
three-month phenomenon. In the beginning, people had 
this mindset of, “If I can just get through the next three 
months, then I can get back to my old ways, and that will 
be fine.”
 
Today they’re realizing, “I’ve delayed study starts to later 
this year. Am I going to even be able to start those? Is there 
going to be a resurgence of COVID-19?” Are study sites 
going to be able to accommodate patients by then? Will 
patients with chronic diseases be willing and interested in 
going out and doing this study?
 
Study teams are starting to appreciate that these 
countermeasures that we’ve been using, with urgency 
right now, they actually are going to have to stick around. 
If you want to start a study in 2020, it’s almost the only risk 
mitigation you could imagine right now.

How do you see the role of the patient in the future? 
More patient-influenced design? Transparency of 
data?

Patient engagement in study design has progressed nicely 
from almost its beta 0.1 stage of anecdotes with “Here’s 
a study in rare disease that talked to patients” and “Here’s 
one in oncology.” We accumulated all that anecdote, and 
now in version 1.0, we see organizations that, consistently, 
are engaging with patients for input on how they’re 
designing and planning studies.
 
And that’s good, but it’s still a collection of a frenetic group 
of different approaches, from on-line communities, to 
focus groups to partnerships with advocacy and beyond. 
We still don’t see consistent ways, and we still aren’t able 
to honestly answer the question of “Are these insights 
truly diverse and representative of all patients on a global 
scale? Or are these insights limited to the patients who 
participate in this advocacy group, who are self-selected, 
or the patients who live in the zip code I was able to get to 
come into my meeting?”
 

It’s hard, and I think that’s where the next generation of 
this type of patient engagement will go. As somebody who 
leans towards playing the futurist and thinking about more 
disruption in this space, I think there are futures where the 
roles of a pharmaceutical company can be displaced by 
organized patients.
 

When you think about what a pharma company does: we 
have bench research, we fund the research, we control 
who comes to the table around research because we’re 
the ones who are paying for it, we drive research studies 
that have data being collected and aggregated. Can 
patients organize and do all of those things? Can they DIY 
and biohack and enable breakthroughs in bench science? 
Can they crowdfund or use venture philanthropy and raise 
the money that’s needed to drive a research program? 
Can they use existing data-sharing platforms that enable 
patients to control and share their health data how they 
wish to drive those research studies? It’s nice that pharma 
invites patients to the table today; I think the next iteration 
will be “Who is inviting who to the table.”

Anything else you’d like to end with? 

One last observation is how special this industry is, 
People and companies in industry are viewed as fiercely 
competitive – from scientists racing to be first to publish, 
to commercial teams competing on sales.
 
Medicine developers, I find, operate in a shared economy. 
It’s probably one of the oldest shared economies, before 
Uber and Airbnb. Pharma does not own these sites, the 
infrastructure, the health data and the patients; we all have 
to put a piece into this shared space in which we all have 
to operate.
 
And watching the amount of collaboration that takes place 
in that space, whether right now around COVID-19 or in 
the years prior, is awesome. We see that at places like 
DPHARM we see that in collaborations like TransCelerate, 
and we will continue to see it when it will accelerate getting 
medicines to patients. I think it makes this community 
unique and special.

“The DPHARM audience 
wasn’t as concerned about 
the process; they wanted to 
know, “How did you get this 
through your organization?””

“All the tools were right there; 
they just needed people to 
embrace them and adopt them.”
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How did Project Covalence come about, and what are 
the responsibilities of all partners?

When COVID-19 first hit, everyone was thinking about how 
they could contribute, especially clinical trial companies 
rooted in the life sciences. Sam Altman, the former president 
of Y Combinator and CEO of OpenAI, tweeted that he was in 
touch with a bunch of companies who wanted to aid in the 
urgent call for COVID-19 research. These companies were 
looking to make an impact, but they all ran into issues related 
to the complex process of running a trial. Altman put out the 
call for any groups that could help expedite these efforts.
 
My co-founder replied to him on Twitter and we ended up 
having a conversation about how we could work together to 
tackle this clinical trial bottleneck. We thought about other 
people who could be integral to this process, especially when 
it came to staffing medical experts that we would need to 
get a trial off the ground. I’ve known Mark Fishman for a long 
time; he’s such an amazing drug developer and physician-
scientist. Our Chief Medical Officer, Dr. Ken Somberg, who 
was previously the CMO at Covance, was also instrumental in 
getting this off the ground.
 
Project Covalence is an effort to help accelerate the 
development of new drugs, vaccines, and diagnostics for 
COVID-19. We found that a lot of groups were identifying 
new therapeutic candidates, but they were all running into the 
same problem — once they had something to test, launching 
a clinical trial ended up being a time-consuming process.
 

Many groups were having to reinvent the wheel in that 
regard. Something that made this environment even more 
tricky was that hospitals were focusing on actively treating 
COVID-19, with little bandwidth for research activities. 
Ideally, researchers wanted to run community-based trials 
that would take place at the participant’s home or at a 
community site, but they lacked the tools, software, and 
logistics infrastructure to accomplish that. We wanted 
to create a platform that would enable rapid testing and 
validation in these community settings.
 

Did your trial approach differ for this project?

Because of the way our model is set up, our trial approach 
didn’t differ too much for this project. The main difference 
was that we were enabling a greater proportion of remote or 
at-home visits.
 
TrialSpark is a technology company that runs end-to-end 
clinical trials as an alternative to a traditional CRO. Our 
model involves partnering with doctors to create clinical trial 
sites within their existing practices to unlock the 98 to 99% 
of patients that the industry has struggled to reach. We then 
run trials out of these doctors’ practices using a roaming 
cohort of research coordinators and an integrated software, 
data, and technology platform.
 
Our standardized tech platform (eConsent, eSource, eCRF, 
ePRO, EDC, telemedicine) and integrated model reduces 
variability in operations and data management, cutting out 
the manual, time-intensive, and costly tasks that traditional 
CROs often bill a lot of money for. Our platform ensures 
that we are able to seamlessly transition from in-person to 
remote trials (or a hybrid model), which is becoming more 
important in a post-COVID world.
 
This transition was key, especially when mandatory shelter-
in-place orders were issued. Many trial sites were closed 
and patients and investigators could not go on-site for 
visits. What made it very easy for us to shift from in-person 
to remote was that our operations are already set up to 
collect data at a participant’s home or remotely. It was 
interesting to see how things that used to be “nice to have” 
(like telemedicine visits, remote data collection tools, and 
decentralized models) became crucial must-haves. Even 
the most conservative groups are embracing the idea that 
some of these kinds of models or visit types will need to be 
integrated into a protocol.
 
One thing we’ve always believed as a company is that 
there is a false dichotomy in the industry between entirely 
remote trials or entirely in-person trials. Instead, we’ve set 
up our operations for a hybrid approach. There are a lot of 
different ways to run each visit depending on the goals and 
preferences of the sponsor, patients, and investigators. We 
really wanted to empower a visit by visit approach — for 
example, you could have a protocol where three visits can 
be in-person at a site, two visits can be remote, and two 
visits can be either remote or in-person depending on the 
patient’s preferences.

What is the process on the researcher’s side for getting 
a study launched through Project Covalence?

If you’re a researcher, even before you might have a protocol, 
Project Covalence offers support from initial conception of an 

Conquering Clinical Research 
Gridlock to Rapidly Launch 
COVID-19 Trials

Benjamine Liu, DPhil, is the co-founder and CEO 
of TrialSpark. In this Q&A, he discusses the launch 
of Project Covalence, a turnkey trial platform that 
enables investigators and sponsors to rapidly launch 
clinical trials for COVID-19. Project Covalence is 
a collaboration between tech entrepreneur Sam 
Altman, CEO of OpenAI, physician-scientist Dr. 
Mark C. Fishman, Harvard professor and Founding 
President of the Novartis Institutes for Biomedical 
Research, and TrialSpark.
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idea through execution and closeout. In the case of the first 
study we’re launching, an at-home serology trial, we actually 
collaborated with the PI to draft the protocol.
 
From protocol development to IRB submission, we provide 
the researcher the infrastructure to logistically run a trial: 
recruiting patients, setting up sites if needed, having the 
end-to-end technology to conduct remote, in-person and 
outpatient visits. This also includes the direct-to-consumer 
shipment of necessary equipment, like lancets for our 
first serology study. All of our data collection tools have 
been validated as per FDA regulations, which makes the 
platform unique. Some researchers might approach us with 
a developed protocol. This process is more straightforward 
because we’re essentially helping to implement that protocol.
 

What is the timeline for a trial to get launched through 
Project Covalence?

The industry standard for launching a single trial (or sometimes 
just a single trial site) is around three to eight months. To get 
all of the trial sites up and running may take between five and 
eight months. In our case, sometimes we’re launching six 
months earlier than the industry standard.
 
Depending on the complexity of the protocol, it may take just 
a few weeks to launch. There are some things that might take 
longer, like sourcing the drug, for example. There are logistics 
that just depend on where the pharma company, biotech, 
or researcher is in terms of development of their program. If 
they have the placebo available already, that usually helps. If 
they have the drug and IP, we expect to be able to launch 
within one to two months.
 

Can you expand on the emphasis on coordination 
among trials?

A big motivation for starting the project was to ensure better 
coordination among many of the trials. One thing we noticed 
was that a lot of people were running similar versions of trials. 
For example, many of the therapeutic trials were testing 
drugs that could prevent hospitalizations and all had similar 
profiles in terms of protocol design — find a patient who has 
recently been diagnosed, track the progression of disease, 
and record the clinical endpoints of interest.
 
That’s where shared infrastructure and master protocols 
could help better coordinate efforts. For example, could we 
use a shared control arm across multiple studies? This could 
save a good amount of cost and time.
 

Were there any unexpected challenges or 
opportunities entering this new domain?

One unexpected opportunity was the ability to really curate 
the ideal patient experience. Often, when we’re working with 
a set protocol, the patient experience isn’t fundamentally 
linked with the design of the protocol. In this case, we 
were able to design a protocol with the patient experience 
in mind. We were surprised by the impact this can actually 
make. Being part of that protocol discussion meant that, for 
every visit, we could really design a trial that curated the ideal 
patient experience. We could coordinate the physical delivery 
of materials with the virtual experience and support these 
community-based efforts with our staff and team members.

When we first started the company, that’s something that 
we were really excited about — the opportunity to bring all 
of these moving pieces together. We’ll have the opportunity 
to do this both in the context of Project Covalence and in 
our studies going forward: coordinating everything from the 
beginning as opposed to a piecemeal study approach.

How do you see efforts like Project Covalence, or 
the broader modifications, adaptations and changes 
resulting from the pandemic, changing the way we 
run clinical trials?

One thing that’s been very apparent in our conversations 
with large pharma and small biotechs, and all groups in 
between, is that since we live in a world where there could 
be ongoing shelter-in-place situations, a lot of groups are 
thinking about protocols as only in-person visits. Basically, 
a plan A, B and C will need to be in place for every visit. This 
hybrid model allows for the option of an in-person visit, but 
is flexible enough to ensure remote capabilities in the event 
that hospitals, trial sites, and essential or non-essential visits 
close or limit traffic.
 
We see that trend. This is one of those industries that will 
be changed. The measures that drug developers were 
just starting to consider now need to be implemented 
immediately.
 
The challenge, though, is how to make sure there’s 
coordination among the efforts per study. What usually 
happens in a lot of these programs is that the group 
that’s contracting with the ePRO is not necessarily 
contracting with the EDC. Every vendor is its own entity; 
that coordination piece isn’t as seamless from a patient 
experience perspective. This flexibility between in-office, 
fully-remote, and hybrid visits is something to look out for in 
studies to come.

Is there anything you’d like to end with?

We’re really excited that we’re now supporting end-to-end 
programs completely, not only for COVID-19 but also in 
other therapeutic areas. If all the trial sites operate using 
the same tech platform and using the same operations 
to ensure standardization, so many of these really 
burdensome coordination strategies can be reimagined or 
disintermediated. That’s something we’re excited about: the 
whole end-to-end curation of the ideal patient experience. 
It’s really cool to be in a situation where the future of clinical 
trials is being accelerated.

For more information, please visit 
www.trialspark.com/sponsors.

https://www.trialspark.com/
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Tell us about the work you’re leading. How has it 
evolved?

From the beginning, the JCI team has focused on 
improving both the efficiency and experience of clinical 
trials. Following an organizational change last year, 
which made us part of Global Development, we are now 
closer to the core operations functions. This provided an 
important opportunity for us to better scale and embed 
our capabilities into the broader business.
 
Every year, we conduct a strategy review with internal 
collaborators and external key opinion leaders to 
thoroughly pressure-test the areas we’re working on. This 
process helps us decide where to start, stop, continue, or 
expand. Based on what we learned, our 2020 focus has 
evolved slightly. We doubled down on non-conventional 
trial models like the virtual trial model, and we’re finding 
new ways to decentralize clinical trials. We’ll continue to 
explore opportunities to use patient-level data in a real-
world setting, such as mining Electronic Medical Records 
(EMR). We’re also focusing on digital health, including 
leading-edge technologies such as wearables, mobile 
apps, smart speakers, or other technical inventions.     

How does your team benefit from Janssen’s 
commitment to innovation?  

Innovation goes beyond Janssen. At Johnson & Johnson, 
it is a corporate-wide priority for every facet of our 

business around the world. Our team is fortunate to be 
part of a leading global healthcare company with more 
than 130,000 employees across three different sectors: 
consumer, medical devices and pharmaceuticals.
 
The focus on innovation as a core value began to take 
hold in 2012 and 2013, when the corporation began to 
make broader investments in new businesses, such as 
the flagship JLABS in San Diego and the J&J Innovation 
Center. These investments demonstrated our commitment 
to seek out and access the best science and technology 
available, through true collaboration with entrepreneurs 
and innovators “wherever they are” – in other corporations, 
external organizations, small start-ups, academia, or 
‘think tank-type’ teams. By enabling them to leverage 
J&J resources such as funding, tools or guidance through 
business models like JLABS and J&J Innovation Center, 
we hope to create an open innovation ecosystem where 
we can achieve breakthrough innovation together.
 
For a nimble clinical innovation team like ours, it is a huge 
benefit to be part of a strong healthcare company with a 
long-standing history of innovation. We can connect and 
collaborate across all sectors and functions in the broader 
ecosystem. I firmly believe that collaboration is the key to 
successful innovation. 
 

How does your team collaborate with other 
innovation teams?

The way we collaborate depends on the problem we want 
to solve. For example, JCI has fostered a strong relationship 
with the digital health team in our J&J Innovation Center in 
Boston. They are always on the hunt to find and evaluate 
cutting-edge technologies, and we are in an ideal position 
to join forces to explore potential applications in the clinical 
space.  
 
Just to share a recent example: The Boston team recently 
uncovered a technological innovation involving wireless 
sensors – the next step beyond wearables. A start-up 
company that discovered how to use Wi-Fi to remotely 
monitor a patient’s vital signs, movement, and quality of 
life in the patient’s home. Within months, we were able 
to move forward to implement this technology in a virtual 
clinical trial, diligently addressing concerns around patient 
privacy and adhering to stringent regulations for trial 
conduct.  
 
Our team also has a strong connection with JLABS. We 
have hosted educational sessions at most of the JLABS 
sites worldwide, where we can exchange information and 
ideas with JLABS entrepreneurs and identify opportunities 
to collaborate on clinical development challenges.

How Collaboration at 
Janssen is Proving to be 
the Key Breakthrough in 
Clinical Trials

“It’s an exciting time for our 
industry with unprecedented 
opportunity to benefit 
patients like never before and 
in ways we never imagined.”

As Global Team Lead of Janssen Clinical Innovation 
(JCI),Tammy Guld guides a cross-functional team 
with a shared commitment: making clinical trials 
better, faster and less costly, while enhancing 
the experience for all stakeholders, especially 
patients and investigators. 



13

What are some of the ways you see clinical
trials changing?

Across the industry, patient-centric solutions are being 
escalated. Also, a lot of work is being done to streamline 
study design – for example, how to write the protocol 
in weeks rather than months, and how to exponentially 
simplify data collection requirements.
 
Even as pharmaceutical companies face pressure to 
improve drug development efficiencies, we need to work 
closely with the regulators to ensure that these new 
ways of working get embedded into our business. New 
mechanisms and approaches to simplify show great 
potential to reduce the cost, time and burden on patients. 
It’s an exciting time for our industry with unprecedented 
opportunity to benefit patients like never before and in 
ways we never imagined.
 

How has the patient’s role changed?

We have a motto at Janssen: “Better trials, made 
together.” We’re aiming to transform patients from passive 
respondents to active participants. Two years ago, we set 
out to change the cultural mindset of the clinical operations 
teams by challenging them to think about how they’re 
engaging with patients and clinical trial sites.
 
Throughout the R&D organization, our patient engagement 
leadership continues to focus on embedding the patient 
voice into every aspect of drug development. Two of the 
changes we foresee: first, in the clinical development 
space, our insights and experience team will be able to 
drive more community advisory boards. And second, 
more trial simulations will collect patients’ perspectives 
on trial feasibility. We’re already starting to routinely share 
some clinical trial data with patients.
 
Getting it right the first time is essential when your goal 
is to bring innovative medicines to patients as quickly as 
possible. To accomplish that, we need to hear the voice of 
the patient early in the process. We’ve made considerable 
progress just in the last 3-5 years, and we see opportunities 
for even greater advances.  
 

What can you tell us about some of the projects 
your team is working on?

We’ve done a lot of work on developing the novel trial 
model and exploring more localized ways to run trials. The 
goal is to embed and integrate clinical trials into patients’ 
lives as seamlessly as possible.

One way to do that is with home healthcare in clinical trial 
settings. Some sites are already using this capability, but 
the goal is to scale it and make it available globally. Our 
goal is for every one of our clinical sites to be able to offer 
home healthcare if that’s what a patient wants. This is a 
great example of catalyzing a capability in challenging 
times. We started offering home healthcare with a handful 
of studies in the U.S., and in a very short time, we’ve 
expanded to numerous countries across the globe and 
tenfold the number of studies.
 
In the digital health arena, we’ve shifted our focus to 
conversational AI. We need to understand how voice, 

chat and text-enabled technologies can offer more 
personalized and real-time communication with patients. 
Apps seem “old-fashioned” now. People prefer texting 
and instant communication.
 
In patient data for research, we’re focusing on two 
promising areas. One is intelligent data capture, also 
known as EMR-to-sponsor data transfer. We’re working 
on some pilots in Europe and the U.S. The other focus is 
precision medicine based on patient-level data, enabled by 
artificial intelligence and machine learning. We are working 
to enrich the EMR dataset with genomic and social data, 
to better predict disease progression or responsiveness to 
treatments in individuals or groups of people.

What are the guidelines or considerations for 
innovation?

Even as we push the envelope on new ways of working, 
we carefully select pilot studies and assess the benefits/
risks from many different lenses. It’s a balanced equation, 
in terms of selecting the right patient population and the 
right trial.
 
A few years ago, our team established a Janssen risk 
assessment council with representatives from privacy, 
healthcare compliance, regulatory, legal and technology. 
Whenever we start a new project and reach a significant 
milestone, we collect perspectives from different functions 
to understand the potential risks to our patients, and 
then take steps to mitigate them. Patient data privacy is 
a top priority for all of us, and it is an agenda item at each 
meeting to ensure that we’re sharing ideas based on the 
latest information.
 

Looking ahead, what opportunities do you see for 
growth and innovation in clinical trials?  

For me, it comes down to the ‘need for speed’ and 
I’m excited by the opportunity accelerated innovation 
is already bringing to Janssen and the industry. We’re 
connecting with companies beyond our traditional 
partners and we’re venturing into new, previously 
unexplored spaces – and even those we may not 
have ever considered. My pharma peers share that 
excitement. The ability to collaborate and co-create in 
the pre-competitive stages of clinical trial development 
offers tremendous opportunity for continued growth.
 
Today, the urgent need to speed the development of 
treatments and vaccines is creating unprecedented 
opportunities to work together – across disciplines, 
companies, sectors and, frankly, the world. At Janssen, 
delivering innovative medicines to patients as fast as 
possible is our top priority. I think we’ll see community-
based local care evolving to take the place of brick-and-
mortar clinical trial sites. I hope this paradigm shift will 
continue to influence the concept of openness around 
clinical trial execution and data.
 
Overall, I’m excited about the future and how Janssen is 
leading the way to improve the clinical trials experience 
for patients, across therapeutic areas all around the world.
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Deirdre BeVard is SVP, R&D Strategic Operations 
at CSL Behring. Ms BeVard has extensive 
experience in clinical trial operations and has 
been a proponent of innovation implemented in 
operations. Ms BeVard was a judge at the first 
DPHARM Idol. 

Can you tell us about the work you’re leading?

I run a group called R&D Strategic Operations. That 
consists of a number of different components within R&D. 
One is our clinical development operations, responsible 
for the execution and operation of all of our clinical trial 
development work. The other is R&D project management, 
which goes across the full spectrum of research, product 
development and clinical development activities. I have 
responsibility for R&D China and R&D Japan. The fifth 
component is a newer capability referred to as strategic 
operations services, which is more of a business integration 
and strategic planning function on behalf of all R&D.
 

What was your experience as a judge at the first 
DPHARM Idol?

I was honored to have been asked to do so. 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. That had to have been a bit unnerving 
for the early participants, to get up there and allow that 
vulnerability in front of a very seasoned audience, and call 
it “innovative.” Some things truly are, and some things 
aren’t, no matter how much you label them.
 
The judging was, in the moment, trying to take in what they 
were saying and put a definition of innovation on it that 
was reasonable and that would actually seem disruptive. 

The interesting thing for me was that if you look at Clay 
Christensen’s definition of “disruptive innovation,” it’s not 
about the flashiest new gadget. It’s not about complexity. 
It’s actually the exact opposite. It’s about simplicity. That’s 
where it gets interesting: how you still get the end result 
you’re looking for, but simplify it and make it more accessible.
 

How can innovation be encouraged in an industry 
with crucially needed guardrails?

That’s often what maybe holds people back. There’s this 
notion that because it’s so regulated, there’s no way to be 
creative. There are areas where that’s true, and especially 
when it comes to patient safety. You don’t want to mess 
around with that at all. 

We’re not the only industry that’s highly regulated. That 
has some limitations, but not as much as I think we 
impose. We all need an environment where it’s safe for 
people to experiment with new approaches. My career 
has largely been focused on development operations. You 
can change the operational model, and do things new and 
different in that regard, and stay well within the regulations 
with not as many boundaries as we self-impose.
 
It’s about helping people get out of their comfort zone and 
challenge the status quo. As leaders, our job is to create 
the safe environment for them to do that, so that what 
somebody might deem a failure is a learning opportunity 
that helps us then pivot to the next thing.
 

Operations-wise, what are you seeing that’s moving 
the innovation needle?

What COVID has done is forced a lot of us out of the 
tradition and the comfort. Winston Churchill’s famous 
quote of never wasting a crisis – that’s the challenge to the 
industry now. Okay, we got bumped out of there, because 
we had to or business would come to a halt. Healthcare 
providers had the same thing. Telemedicine suddenly is 
not as crazy as some people might have thought. Remote 
monitoring, or other remote visits, while some people were 
doing it, it wasn’t the norm. In the current environment 
of the pandemic, it’s become the norm and people have 
gotten more comfortable. Now, the key is, as and when 
we come out of it, what do we retain? How do we keep 
that going when there isn’t the immediacy of a crisis?
 

What was the process like of pivoting operationally 
from the pandemic? Was there already a 
conversation around telehealth capabilities?

Conversations were happening, more as a dabbling and 
typical piloting. Trying to figure out where it made sense. 
Some of that’s out of the fact that CSL Behring works in 
rare disease, and the necessity of figuring out how to find 
patients where they live, because they don’t all live in the 
proximity of an experienced clinical center.

Moving the Innovation 
Needle to Advance Drug 
Development, with a 
Clinical Operations Veteran

“What we’re seeing now is a 
recognition that healthcare 
delivery and clinical trials need 
to come back together more.”



15

There are always nuances in the way the treatments or 
procedures need to be delivered – it’s not “one size fits all”. 
Some of it won’t work and patient safety always comes 
first. But it took it from more of a thought experimentation 
and maybe a little trial here and there, to “How would we 
do this consistently, where appropriate?” It may not always 
be appropriate, and it needs to be done in context of the 
relationship the patient has with their healthcare providers. 
It has been an effective mechanism to keep existing clinical 
trials ongoing.

You’ve spoken before about working to optimize 
medicine development with a focus on the patient 
experience. Can you speak more to that? 

What I’d say is, “How do you keep that focus?” It’s 
standing in the doorway of where the patient lives. I 
can’t stand in their shoes; I don’t live it, but I can get a 
perspective into where they live, where they’re getting their 
healthcare treatment. That patient experience includes 
their healthcare provider, their family, their caretaker. It’s a 
whole community around that patient.
 
Looking at it from those different filters or perspectives, 
ideally with firsthand input and them telling us directly – 
again it’s representative, it’s not everybody’s story – that 
gets us a lot closer. The patient experiences a lot of what’s 
going on through their healthcare provider and, in our 
case, clinical sites. That perspective, for me, includes the 
site experience. I don’t think you can skip over that.
 
And so, with conversations around “direct-to-patient” 
and “How do we bring the trial to the patients?” I never 
want to forget that you’re doing so through a healthcare 
provider, whether that’s a clinical investigator or their 
medical practitioner.
 
So what we do have more control over is how that 
experience looks to the site. And by extension, the patient 
is feeling that experience through that site. So the easier 
we make it for the site, the more we bring it into their 
world, instead of trying to bring them into ours, the better 
that experience will be.

 

Do you see structural changes to the way we run 
trials, separate from any new exciting tech or 
innovations?

I hope so. I’ll go back to COVID’s impact. You let go 
of some things that seemed like “sacred cows” and 
unachievables. For example, we’re involved in a cross-
industry collaboration – the CoVIg-19 Plasma Alliance – 
that, prior to this, may not have happened.

It’s a way of all boats rising. When the water rises, we all 
work together to improve the therapeutic options in the 
lives of patients; theoretically, we will all benefit from that 
as well.
 
The technology aspect is what I think people tend to go 
to with innovation. I think back to when DPHARM started. 
It was probably more focused on innovations for the 
processes or the efficiency and integration of systems, etc. 
To me, now it seems like it has shifted favorably to more of 
the experience. How do you improve the experience of the 
way trials are conducted, and the way people are brought 
into the environment, or exit out of it? It’s not just about 
connecting data in a more efficient way.
 
Healthcare delivery and clinical trials used to be closer 
together and then they began to separate channels, 
possibly as a result of concepts around “well-controlled” 
clinical trials. I think what we’re seeing now is a recognition 
that they need to come back together more. Hopefully, 
what that means is that we’ll be able to rely more on 
healthcare data that is collected in the course of clinical 
care, and can be applied into clinical trials versus it having 
to be specifically collected for the clinical trial. Let’s reuse 
the data that already exists, whether that’s through real-
world evidence or the ability to integrate EHR data into trial 
data, and so on.
 

Are there any areas you see innovation simplifying 
in the future?

It goes back to the way we design clinical trials: if we can 
make better use of existing data that will certainly simplify 
things. We’ll find disruption, as one typically does, outside 
our core industry, with other players getting involved. 

You look at some of the software companies that are 
getting into clinical research. Much of what they’re 
studying is a little different than what we’re doing, but 
they’re simplifying things like consent forms. The language 
is the way to make it user-friendly. Focusing on the user 
experience is what’s going to help simplify that. It’s also 
where the COVID impact will help us, because you quickly 
realize that some of the processes that are in place, or 
some of the data we’re collecting – when you have to strip 
it down to what you can do in this really unprecedented 
environment, you’re able to identify the data that isn’t 
essential to the endpoints. Maybe you can forgo it, or 
capture it differently. 

Those are some of the impacts I hope are lasting, so that 
we really focus down on what we’re trying to achieve or 
prove with our programs. 
 

Is there anything else you wanted to include?

When we talk about innovation, it’s a big word that can 
sometimes overwhelm people. We have to bring it home 
for people in a way that’s more relatable to the work 
they do on a daily basis. It’s more about challenging the 
status quo; it’s more about getting creative. It’s letting go 
of self-imposed constraints that will free up some more 
breakthrough thinking about how we advance our industry.

“Innovation is not about the 
flashiest new gadget. It’s 
not about complexity. It’s 
actually the exact opposite. 
It’s about simplicity.”
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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. 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. 

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. 

“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.”

“With DPHARM, we invited these innovative, up-and-coming 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. 
“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.” 

The concept of DPHARM Idol Disrupt – a live show of mostly young start-
ups and their respective innovations – began to form from that idea. The first 
DPHARM Idol in 2012 featured five companies presenting their innovative ideas. 
“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 second annual DPHARM Idol competition 
incorporated the naming of a winner. Past DPHARM Idol winners have gone on 
to secure extensive funding and successful acquisitions. 

The benefits of DPHARM are not only felt by the winners. “The greatest thing 
about DPHARM Idol – win or lose – before you’re even at the event, you’ve 
got senior level 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.”

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.  

To celebrate a decade of innovation in clinical trials, disrupting the norms for 
the benefit of patients, the DPHARM team put together a profile series of past 
Idol winners, touching upon their own experiences competing, advice for 
new innovators and entrepreneurs, and bringing us up to date on how their 
companies have fared since DPHARM.

Celebrating the Origins of DPHARM Idol Disrupt 
To celebrate 10 years of DPHARM, the team is proud 
to announce the upcoming profile series, Clinical Trial 
Innovators, highlighting the history and past winners of 
DPHARM Idol Disrupt.

DPHARM Idol Disrupt 2013 winners

DPHARM Idol Disrupt 2014 winner 

DPHARM Idol Disrupt 2015 winner 

DPHARM Idol Disrupt 2016 winner 

DPHARM Idol Disrupt 2017 winner 

DPHARM Idol Disrupt 2018 winner 

DPHARM Idol Disrupt 2019 winner
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The defining characteristic of a successful company in the 
Industrial Revolution was the application of machines and 
capital. In the information age, it’s how well a company 
can innovate and how they apply innovation across their 
organization. 

Mr Johnston pointed out that innovation is the key, 
oftentimes, to a company’s success. “If you think about 
the macro context of innovation in today’s economy, the 
average lifespan of a S&P company has fallen dramatically,” 
said Mr Johnston, from 60 years in the 1960s to 20 years. 
Things were changing, and the companies that failed to 
innovate ultimately went under.

“That goes across people, process and technology,” said 
Mr Johnston. “You can have the best technology in the 
world, but If you’re not addressing the other components 
that go into the development of solutions and capabilities 
on behalf of your customers, it’s really hard.” 

Where innovation is taking the industry

Company priorities were changing, according to Mr 
Johnston. “If you look at where investment is going in 

new projects, the majority of them are focused on how 
you can interact with a customer in new and different 
ways,” Mr Johnston said, highlighting a focus not so much 
on internal processes as much as value creation with 
customers. The goal became incorporating innovation and 
technology for the purpose of customer experience-based 
value creation. To do that required a fundamental shift in 
the way a company approaches and organizes its efforts 
for innovation, embracing a model that differentiates what 
a company offers, moves faster than before and adopts 
new systems and approaches thoughtfully.

A company might have a strong interest in or need for 
innovation, but how does one go about it? Examine your 
company, and think about the things that might be in your 
way. “We hide behind approval processes,” Mr Johnston 
noted. There are guardrails to prevent innovation going 
astray, but the key is to balance those guardrails without 
slowing down. 

“You have to understand what the needs are, not only 
today, but also what the future holds,” said Mr Johnston. 
He advised to be flexible and be nimble. It’s not easy to 
innovate if you’re entrenched in your market.

How Amazon starts innovation

Mr Johnston broke down how a company like Amazon 
implemented innovation. The company’s driving force 
and chief leadership principle was Customer Obsession. 
They started every process by asking, “What about the 
customer?” and working their way back. 

Identify the customer. What is their problem, and what 
is the opportunity? Be as specific and razor-sharp as 
possible. Identify your solution: is the benefit clear and 
can you actually market it? How do you know what the 
customer needs or wants? 

And finally, and importantly, Mr Johnston emphasized 
finding out what the customer experience with an innovative 
solution looked like. Oftentimes, Amazon found, simplicity 
is elegance. Think about the things people use every day, 
Mr Johnston encouraged the DPHARM audience; they’re 
easy to use. There aren’t too many impediments that get 
in the way of users. 

Culture of innovation through experimentation

No innovation can be possible without the acceptance 
of risk and ambiguity. “The most important, and probably 
hardest thing to do,” said Mr Johnston, “is rewarding and 
encouraging innovation.” 

Amazon starts it with the leadership: looking for leaders, 
pioneers and people who are okay with ambiguity. 
Amazon’s principles prioritize sometimes-at-odds 
principles, such as taking the time to research while also 

How  to Innovate like Amazon 
in the Drug Development 
Industry with a View to 
Modernizing Clinical Trials
In his 2018 keynote at DPHARM, Mark 
Johnston, then Director of Global Business 
Development for Health Care, Life Sciences 
and Agricultural Technology at Amazon Web 
Services (AWS), discussed Amazon’s own 
approach to fostering and implementing 
innovation, and how that can be applied 
towards clinical trials. His keynote focused 
on how to cultivate a culture of innovation 
and how to put the customer experience at 
the forefront. 

“With so much data being 
produced, you have to get 
smarter about how you use it, 
how you interpret it and how 
you act upon it.”
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getting stuff done. The trickle-down effect of innovation-
supporting leadership creates a culture of ownership. 
“Think about this like it’s your business. Would you write 
that check if it was coming out of your checking account?” 

Part of innovation, Mr Johnston pointed out, is failure. 
The key is learning from it, and being judicious about the 
“blast radius” of the failure. Mr Johnston pointed to two 
past Amazon products: Amazon Auction and Fire Phone. 
Auction was intended to be a competitor to eBay. While 
that didn’t end up happening, Auction became the basis 
for Amazon Marketplace. And similarly, while Fire Phone 
wasn’t the competitor to the Apple iPhone, the technology 
in it became the first kernel for Amazon Alexa. 
Part of facilitating innovation is reinforcing to employees 
that failure is okay. If a team feels empowered to try different 
things, and know that they’re allowed to fail, they’re more 
encouraged to run fast and experiment. 

Structure Like a Startup

Mr Johnston used an unusual metric for determining the 
correct size of any innovation team: they had to be able 
to be fed by only two pizzas. The Two-Pizza concept 
ensured that teams remained small, which increased 
agility, ownership and empowerment. 

What Innovation Means for Clinical Trials

The shifting transition of medicine from widely administered 
blockbuster drugs to highly precise, targeted therapies 
that are more driven to specific patients and conditions 
requires a similar shift in clinical trials. Embracing and 
chasing innovation helps in that transition. 

Mr Johnston pointed out several companies and groups 
utilizing innovation in four areas: design, data, operations 
and the patient-investigator experience. 

Design
The pursuit of precision medicine requires clinical trials that 
can, using traditional methods, take years to put together, 
thinking about the cost and effort that goes into trial 
design, plus identifying participants. But by embracing the 
use of data and technology in the design process changes 
the traditional model of a trial. Mr Johnston identified the 
data intelligence company Knowledgent as one company 
helping in trial design. 

Data 
Mr Johnston spotlighted Pfizer’s efforts to put together a 
symposium in an attempt to understand how blockchain 
technology could be used. Though widely adopted in 
financial services, the technology had not been utilized 
to the same degree in clinical trials. The idea was 
that if patients felt comfortable to make their data for 
researchers, designers and other participants through 
secure blockchain, they would effectively be “raising their 
hands” for clinical trials. 

Operations 
From the operations standpoint, the use of simulations cut 
down on time and cost. “If you can reduce your simulation 
time dramatically,” Mr Johnston said, “that allows people 
to do things much more quickly.” 

Patient Experience
Mr Johnston spoke to two, specific aspects of the patient 
experience: feedback and mobility. The Clinical Trials 
Transformation Initiative (CTTI) embraced the idea of a 
platform to provide feedback to and acquire data from 
trial participants through a mobile platform. The most 
important and constant interactions, Mr Johnston pointed 
out, are coming through the phone. 

Mobile contact opens the door to bidirectional exchanges, 
like participants getting feedback or adjustments 
that improve the clinical trial’s overall outcome, or the 
incorporation of AI and machine learning to make better 
use of the data collected. CTTI and AWS collaborated on 
machine learning algorithms that enable data scientists to 
quickly build machine learning models. 

The caveat? “With so much data being produced, you 
have to get smarter about how you use it, how you 
interpret it and how you act upon it,” said Mr Johnston. 
But data, enhanced with innovation like machine learning 
algorithms, can be used as a tool for supporting more 
thoughtful decisions. 

To sum up

Mr Johnston left his session with a few points. 

“First, creating a culture of impactful innovation started 
with customer obsession”, said Mr Johnston. At Amazon, 
they began every process with the customer experience in 
mind and work backward from there. 

Second, innovation required long-term thinking: stubborn 
adherence to what you’d like to achieve, but the flexibility 
of process to how you get there. 

Last, be okay with failure, but make sure that the blast 
radius is limited and employees don’t feel as though they 
did something wrong. 

“If you stick to what you want to achieve, build a culture 
around it and you understand that there is something 
you want to achieve on behalf of your customer,” said Mr 
Johnston, “I think you’ll generally get good results.” 

 “You have to understand what 
the needs are, not only today, 
but also what the future holds.”
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Celebrating 10 Years of

DPHARM
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