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VO: You’re listening to Driving Digital in
Biopharma, a podcast from Accenture. You’re
host is Tom Lehmann.
CLIP: “It's very easy for us to start to envision
how the overwhelming majority of studies in the
medicine portfolio can include some
decentralized research methods as a part of
how they operate, that it actually would be a
small minority that lack any elements
decentralized and probably, you know, some
minority as well, that would be fully
decentralized. So the prevailing model over this
over this five year window will be around hybrid,
where there will be, I would say, easily thinking
about like an 80/10/10 split, easily 80% of the
portfolio being inclusive of some decentralized
elements.”
TOM: Hello and welcome to Driving Digital in
Biopharma. My name is Tom Lehman and I'm
your host for today's discussion in the series. In
this podcast series, we've been having
incredibly interesting and insightful
conversations with pioneers in the biopharma
industry to understand their experiences and the
progress that has been made with digitalization
in their respective organizations. I highly
encourage you to check out the lineup of
previous episodes, including the recent episode
with John Kelleher.
In today's episode, I'm excited to connect with
Craig Lipset, an advocate and inspiring
innovator in the clinical research and medicine
development community.
Assigning just one title to Craig hardly does him
justice. He is a vice-chairman of the MedStar
Health Research Institute, where he also serves
on the board, and vice-president of the
Foundation for Sarcoidosis Research. He's also

in the faculty at Rutgers University as an
assistant professor at Health Informatics, as
well as an adjunct instructor at the University of
Rochester in the Center for Health and
Technology. Previously, Craig served as head
of clinical innovation within global product
development at Pfizer.
Much of my conversation with Craig today
stems from his current role as the co-chair of
the Decentralized Trials and Research Alliance
for where we focus our discussion on DTRA
priorities and bringing greater accessibility to
clinical trials and making decentralized clinical
research methods the standard for the industry.
Craig's ongoing role of patient advocate really
comes to the forefront in our discussion. It was
a pleasure speaking with him, and I hope you
enjoyed our conversation together as much as
I did.
TOM: Welcome Craig, to Driving Digital in
Biopharma. It's great to have you here and
looking forward to today's discussion.
CRAIG: It's fabulous to be here. Thanks so
much.
TOM: So, Craig, in your career, you have held
a number of positions within the biopharma
industry. You've been for a long time in the
forefront of clinical innovation. You've also had
several advisory roles and continue to have
those types of roles in this space as well as
academic positions. Put that all in context.
What led you to be a co-convener of the
Decentralized Trials and Research Alliance?
CRAIG: You know, during the last decade I've
tried to be a very visible and outspoken
advocate for decentralized research, dating

back to our experience at Pfizer with the remote
trial. In the years since, that's led to many
different conferences and papers and other
forum to be able to present and share ideas,
including helping to moderate a number of
interesting panels.

companies, CROs, most all of the major CROs
or members, and of course the technology
community, both large incumbent established
tech companies, as well as rapidly growing
venture-backed providers.

And one thing we kept seeing was, these panels
might spark some really interesting ideas about
ways that we can collaborate and expand the
field together. But, the panels would end the
conferences would end, then we'd go our
separate ways until the next conference and
then just pick up where we left off and lay out
even more fabulous things we could do if only
we were doing them together.

We have management consulting firms, site
networks, advocacy groups, really the diverse
range in the community that's needed to drive
meaningful progress. Now what’s been
fabulous, as well, is the spirit of collaboration
across other multistakeholder initiatives and
associations, because there certainly are other
gathering places for people to share ideas and
work together.

And so when Amir Kalali, my friend, who is the
convener for the CNS summit and the former
head of neurosciences at Quintiles, when he
had reached out about a similar challenge,
seeing this recurring pattern, Amir laid out this
idea of “what else could we do, what else could
we create?” And that was really the genesis for
the Decentralized Trials and Research Alliance,
initially before the pandemic.
And so we started reaching out to friends and
allies and different organizations across the
community who really seemed very likeminded
about this opportunity to work together in a
neutral space, focused on decentralized. The
pandemic obviously distracted most of those
leaders. But by late last year, we were able to
bring everyone back together and get the
organization off the ground.
TOM: So talk a little bit more about where the
organization is at this point. As you said, a bit of
a distraction due to the pandemic now starting
to get some real momentum. Where do things
stand now with the organization?
CRAIG: So the Decentralized Trials and
Research Alliance (DTRA) was formally
launched in December of 2020. And at this point
—well, when we launched, we had about 50
organizations as members and they were
fabulous organizations—but, at this point we
have closer to 120 organizations as members,
which is absolutely phenomenal.
And the diversity of these member organizations
is fabulous. They are regulatory agencies like
the US FDA, sponsoring biopharma companies
from large and mid-sized biotech and pharma

DTRA is unique in that it is a nonprofit
collaboration exclusively focused on the global
adoption of decentralized research. But there
are other organizations that may be focused on
the diverse challenges of pharma sponsors, like
TransCelerate, or the challenges of the site
community like SCRS, there are groups from
CTTI to IMI, that all have had some sort of
initiative or workstream in this area.
And so what's been fabulous is the spirit of meta
collaboration, and we are able to engage with a
regular cadence, whether it's with ACRO, the
leadership from the CRO community,
TransCelerate and so many other fabulous
groups.
TOM: Well, and as you said, it is fantastic.
We're seeing broadly across the industry the
spirit of collaboration, which is maybe quite
unique in industries. And I think as you a started
to talk about who's in there, as you said, there's
a diverse collection of participants and it just
speaks the inherent complexity of this
challenge, inherent need to bring together the
various stakeholders. Otherwise this will not
move forward. So kudos to you and obviously to
the broader team here for bringing that group
together so quickly.
And I think, if anything, this past year plus now
slightly getting towards post pandemic has
featured decentralized clinical trials as an
opportunity for our industry. And it is hot right
now. What's your sense, though, as you bring

that group together into the conversations you've
had…is there a common definition of what is
meant or considered as decentralized clinical
trials?

some patients are being enrolled at a brick and
mortar site, but that have also introduced a, say
a fully remote, centralized site for some other
patients to be enrolled.

CRAIG: Know when the pandemic first started, I
had this, first it was an email and then it was a
Word document and then a Google doc and a
website. It was just a list of organizations that I
knew of that I had been tracking that I thought
could help friends and sponsor in CRO
organizations that were struggling with continuity
measures for their studies.

And someone else may think, I mean, a study
using optionality and choice where the patients
are choosing. And so we need more clarity and
consistency of our language. And I'm looking
forward to that being one of the first outcomes of
this collaboration.

And so I started to share this in different places
and it got distributed pretty widely. And what I'd
start to find is organizations reaching out to me
saying, well, “I can support decentralized
research. Can you include my name on your
list?” This was like my version of Craigslist, I
guess. And what I started to realize was just how
many different stakeholders viewed themselves
as playing an important role in this process and
also just how diverse and inclusive many of the
definitions are that are out there right now.
And so that's a very expansive definition.
Whether one is thinking about e-consent or selfreporting of data or home visits or use of video,
everything can be lumped under that. But also
different archetypes of decentralized research
can all be lumped under that. Meaning, am I
talking about studies where a patient is
participating entirely from home? What about
hybrid studies where the patient may have some
encounters at a clinic and some at home?
Some people try to use other terms in other
ways, like virtual or siteless, but I think our
lexicon starts to fall short. One of the first
initiatives within DTRA, it's actually initiative 1A,
is around a glossary for decentralized trial
terminology. So it's not to us just that initial
definition of what do we mean when we say
DCT, but that we need more clarity of language
for some of the different archetypes and
approaches that we're talking about.
Even when I throw out the term hybrid, that may
mean different things to different people. To one
operator hybrid might mean that my protocol is
defining that certain visits will take place in the
clinic, and certain visits will take place at home.
To a different operator, hybrid might mean that
I'm not slicing my visit, but by a location where

TOM: What's your sense on the challenge to get
there? Is the group that you've engaged with
thus far more likely to come together with sort of
a common sense of purpose and work through
the differences? Or do you think it's going to be a
pretty large undertaking to get there?
CRAIG: You know, so far I've come in very
cautious as far as what the diversity of members
and leaders in DTRA or able to do together, and
each time what we've seen is there is far more
commonality of thinking among these leaders
than there are differences. Having, like you,
spent time with different multistakeholder
initiatives, we can certainly see at times when
there is diversity of membership, there may be a
harder journey towards concordance, that very
often one stakeholders view of something as a
commodity or something simple is someone
else's secret sauce and very special and
important to them.
Now, when it comes to some of the work, like the
definition work that I'm describing, fortunately we
have some starting places. There are some
definitions that IMI with trials at home has
already created, and we will be able to build on
and expand upon, but also provide a more
sustaining long-term home for. So I would say
that while I approach most collaborative efforts
with a bit of caution, so far within DTRA, the
collaboration has actually gone extremely
efficiently.
TOM: That's certainly core and central to the
foundation here to be able to have this
conversation and to see essentially a common

way of operating, a common way of looking at
this challenge and the opportunity that's out
there.
So if that's one of the first initiatives, what else is
on the near-term agenda?
CRAIG: So what else is on the is on the DTRA
priority list? Well, within the DTRA with our
members, we first defined a set of four priorities
and then beneath those four priorities defined a
framework for a total of 12 different initiatives,
which are all member-driven, member-led
initiatives. The overall priorities for DTRA, hit on
definition's, as we just discussed, sharing of best
practices, the ability to expand our community
through education, and then finally removing
those remaining barriers to adoption.
And so as I think about some of our near-term
priorities against the actual initiatives underneath
that framework, I'm certainly very excited about
this glossary being able to get something moving
here that we can start to rationalize our language
and remove the Tower of Babel; and a
companion to that is the ability to then define
some key performance indicators, which will
certainly help us as we're looking to benchmark
and understand how we're all performing and
performing in different therapeutic areas.
Certainly when we convene a diverse group, best
practices is going to be an important part of that
story. Within DTRA, we’re embracing early the
idea that best practices will never be static. I
can't produce a PDF for the world that defines
best practices in decentralized without it
becoming obsolete shortly after I click submit.
And so we'll take more of a wiki-like approach
that respects the dynamic nature of the space,
but puts rules and boundaries around how we
can collectively define a best practice here.
One of the other initiatives around education,
that's a priority to get started, is one to me that I
theme around our ability to generate evidence of
the impact of decentralized research. I
mentioned earlier how important it is for us to
grow this community through education. In order
to do that for this type of community, clinical
researchers, we need evidence, we need data.

We've all seen the rhetoric and the aspiration that
decentralized could improve diversity,
decentralized could improve access and
experience and do so while maintaining and not
compromising on data integrity. But what we need
is the data to support that. And fortunately, across
the diverse membership of DTRA, we have just
about every organization that has been doing this
in earnest over the last year or longer, whether
CROs, tech companies or sponsors, they're here.
And so within this initiative, we will be looking at
how we can best aggregate that experience and
use that data to start to generate both a research
curriculum, as well as just get data out there
through social and other channels.
And then a final area that I'm excited on the
“watch this space list” will be around our Global
Conduct Insights map. Global variability is one of
the biggest challenges for most operators when it
comes time to implement.
And it's a dynamic space, whether around
regulatory feedback, concerns around policy or
privacy considerations, even cultural
considerations on a country by country basis.
Here we'll be tracking that with a map that lets
organizations be able to click and see what the
latest understanding is within a given country and
help to use that data to then engage with
regulators in different countries where there is
either significant variability or gaps in our
understanding, because the entire community
wants to mitigate those gaps and
misunderstandings.
So I know I rattled off quite a few. We've got a lot
of work in front of us, but fortunately with the
number of organizations we have as members
and how active and engaged they are, we've got
the right people to get this done.
TOM: And certainly a great and highly relevant
list. As I listen to you go through that list and my
conversations and what we're seeing across the
industry, again, certainly see the see the value
and see that connection across that full set.
And you mentioned something towards the
beginning of that around just starting to focus on

removing the remaining barriers to adoption. And
that's a conversation we've had in this series
around what's holding the industry back at this
point. And again, as you talked about before, just
your membership in this alliance speaks of the
fact that it's not just one participant that has to
move this along.
So what's your sense, just from your experience,
but also your time with this group around what is
impeding progress to scaled adoption at this
point?
CRAIG: You know, if I had to hit three themes for
those areas, it would be first around regulatory
variability and that concern is real. Now, granted,
as I mentioned, we're going to be able to track
data. And the reason that this is going to be a
particularly dynamic space is consider that
studies done in the year 2020 during the period
of COVID lockdown's from spring through
summer across therapeutic areas—those
studies, many of them had to introduce
decentralized methods, just as a part of their
continuity, survival countermeasures.
And so those studies that were taking place
around the world across therapeutic areas are
going to be wrapping up now and over the next
few months and submitted to regulatory
authorities around the world. I believe that over
the next 12 to 36 months, we're going to see
regulatory decisions made on submissions, nonCOVID submissions.
And these will, as always, be based on efficacy
and safety. But as always, the regulators will be
looking at the methods used to support those
claims of efficacy and safety. And so with every
review taking place by regulators around the
world, we're going to have new data points
around where questions were raised, or where
the evidence generated using these approaches
was considered adequate for an approval. We're
going to have that across therapeutic areas and
across geographies. So that will certainly help.
We have another barrier here around technology
and many struggle in terms of data flow and
interoperability. And while DTRA is not a
standard setting organization, it can certainly
work with those who are and help to address
some of the connectivity issues that stand in the
way of global adoption.

But unfortunately, there is one last challenge I'm
going to have to call out, and it's culture. It's
helping to make sure that our teams in our
organization know that these approaches exist
and feel that it's safe for them to use these new
approaches in the organization—that they're well
supported and ready to embrace this type of
change. And so, by and large, as leaders like
those at Accenture know, it becomes ultimately a
change management challenge, even more so
than perhaps a technical and regulatory one.
TOM: And that's certainly a consistent theme that
we have seen where, in theory, you can solve the
technology part of this; the technology is catching
up or has caught up and maybe even surpassed
the opportunity here—that can be solved. I think
the regulatory part is an interesting challenge.
And again to your point, we now, as we always
need to this industry, the evidence to say, “Okay,
we did it a different way and can that become the
standard?” But that cultural one is a huge
challenge.
And we continue to see this—and interested in
your perspective here—where the conversation
presents itself, seems like a good opportunity, I
see the value, go try it in one of the, certainly not
my flagship asset that I'm pushing for… go try this
other one here that's perceived to be a lower risk
one. And so you immediately take this high value
opportunity and you move it off to the side, which
then creates unfortunately, this challenge to start
to try to make it more mainstream and more
standard. Are you seeing something similar? Are
you seeing companies that are maybe a little bit
more ambitious in putting some of these types of
changes right at the forefront of some of their
higher profile assets?

CRAIG: Certainly, that was a big issue prior to
COVID. But one thing the pandemic did was it
certainly has changed the perception of risk
around many of these approaches, because we
had to embrace them. We had to rapidly navigate
moving them through with legal and privacy
offices and our organizations, and navigate the
complexity around data flows and new partners.
Now, simply having done it during the pandemic
is hardly enough. And I think where you're getting
to, Tom, is really this sense of urgency to
instantiate this change. And when I see folks get
excited about this being the new normal, making

sure that we never forget that the new normal
doesn't just happen, it's not an outcome of
having done something differently during a
pandemic. A new normal is based on work.
When I think about, if I were working and leading
a development organization in a large pharma
today and I wanted to change my trial master file,
my eTMF, from one platform to another, I
wouldn't just have a working group and say that
the job is done or attend the conference. I know
what change there means. I am probably going
to hire smart management consultants to help
me along and have dedicated resources from
them as well as from my team. We will have
milestones and dates for when a switch will
happen, and we'll have accountability so that if
the switch from the old to the new doesn't
happen on a certain date, somebody is held
accountable for that. Well, that's what change
looks like in a large, complex organization. And it
needs to look the same when leaders in pharma
and biotech and other organizations are looking
to instantiate these new approaches.
People need their support. But that support
comes in a lot of different forms, and that
includes having the right resources dedicated to
this. But as far as people just focusing on the
lower priority assets, I'd say, you know, listen to
my old colleagues at Pfizer talk about the COVID
vaccine and how important so many remote and
decentralized approaches were for keeping
patients connected and sharing data and
information during that process. I'd say we're
seeing a lot of these approaches slip through.
But the next big challenge for those leaders is to
make it consistent across the enterprise.

related and pandemic caused. And now the
question I think the industry is looking at is
saying, “Okay, is this the catalyst that says, okay,
we've now seen we've proved this out?” And
again, as you've said before, we're making sure
we're not in any way sacrificing patient safety as
we go through this. But now we've proven there is
a different way of doing this.
So what you've been successful up to the point,
doing it the same way you're used to, you've now
experienced something different. Can we
embrace this as the go forward? And so I think it's
going to take a certain type of leadership and it's
a certain type of executive in a biopharma
company to say, “Okay, this this is our path
forward and we're going to keep at this.”
CRAIG: I think that's the right way of thinking
about it. And, you know, I think the other aspect
to this is decentralized is not an all or nothing
activity. There is a matching process the most
mature organizations now have to work through.
Certainly they have to understand what
decentralized methods may be needed for their
portfolio going forward. They have to think about
how their study teams will be supported if those
methods are going to be introduced. Are there
external partners or internal resources that will be
supporting them?
But ultimately this becomes an exercise in
thoughtful matching of the appropriate tools for
the right studies based on the therapeutic area,
the geographic coverage, the insights from
patients, the safety profile of the medicine, the
mechanism of delivery and a host of other
factors. We’re really at the earliest stages today
where people are making those decisions based
on a lot of instinct.

TOM: Well, I think consistent and repeatable…
again, there's no shortage of examples of just
good experiments and proofs of concepts and
pilots and whatever you want to call it. But, when
you start to get to the point where you've got a
consistent approach to doing it in a different way,
it's a repeatable set of capabilities, repeatable
methods.

But over time, we're going to have more and
more evidence to back these up and we'll start to
see more data driven approaches to help
organizations to understand the right tools for the
right studies.

And I think that seems to be holding a lot of
organizations back. It's just the ability to get to
that point and just embrace this as that future.
Right. To your point, you said a couple of times,
we saw something different that was pandemic

TOM: So given all of those variables, is there a
specific way that you're engaging the member
organizations here in DTRA to try to overcome
these obstacles and to move the agenda that you
laid out forward?

CRAIG: You know, within DTRA, we consider
this a member-driven association. They are
setting the priorities. They are leading the
initiatives. I and Amir serve as the convener and
we bring the groups together and make sure they
have the tools and the resources and a little bit
of kindling to get it going. But by and large, the
leaders in these organizations are in a great
position to know in the front line what's needed
to make these things scale. And so far they've
stepped up to deliver.
TOM: And you mentioned part of the genesis of
it was also what seems to be a consistent desire
to not only just talk about this and generate more
ideas, it's actually to move from discussion
through idea to action. Are you getting that
sense of purpose at this point of it's not just a
large convened group wanting to have a
discussion, that there's a true desire to actually
see change happen?
CRAIG: That's a great question. And it's only
been in the last month that we had opened our
call for members to submit nominations for the
different initiative teams that were launching. As I
mentioned, in total, we're looking to populate 12
initiative teams and that was going to really be
the moment of push comes to shove. And will
people just be happy to show up and talk at the
meetings, or are they willing to put people in the
positions to actually contribute to getting the
work done?
And fortunately, I can report here people have
stepped up and it's a great signal of their
commitment. Having been an operator inside of
large pharma, at Pfizer where I was the head of
clinical innovation, I know firsthand that it's hard
for organizations to dedicate resources to these
either non-billable or non-directly linked to a
specific drug program like activities. But people
have and they've done it from CRO, sponsor,
tech and otherwise. And that's really what's
going to make all of this work at the end of the
day.
TOM: And so do the members then lay out
specific milestones. Again, you mentioned sort of
programmatic approach to perhaps an eTMF
implementation by sort of the value of a
programmatic approach. Is that mindset showing
up here with these initiatives as well to say,

Okay, we're going to work to define a schedule,
we're going to drive against a schedule so we can
actually see the activity happen? Or is it too early
to report on that?
CRAIG: Well, it's too early to say any specific
milestones, but you're spot on in terms of the
process, not only with each initiative having a
charter, but each initiative, having the discipline
around that charter to establish their milestones.
We do make sure that all of the initiatives have
project management support. And a great
example of that is the work that was done to get
us to where we are today. It was actually project
management support from friends of Accenture
that helped make sure that our initial prioritization
teams for these initiatives were keeping true to
their milestones and being held accountable. And
we're taking that exact same approach for all the
initiatives going live right now.
TOM: Excellent. Let me if I can, I'm going to pivot
to maybe just dive into one of the topics that you
mentioned before. I think we've set up a lot of the
focus, a little bit of the industry context, the need
to do something here. You mentioned something
before that I want to spend maybe a little more
time on, around one of the potential benefits of
decentralized trials around access and diversity in
trials, which are two topics that I think the industry
certainly has been looking at for some time.
I think it ebbs and flows in various spaces. And
some might argue that, some but not a lot of
progress has been made and maybe of by design
in the sense that just the nature of designing a
clinical program. But there certainly has been a
focus over the last year plus around just health
equity and the desire to try to expand access to
clinical research.
What do you think it's going to take to actually
see change there and do you see DTRA helping
to drive that change?
CRAIG: I do believe that decentralized has an
important role to play in terms of improving
access, diversity and representation in research.
It's an important factor in terms of removing some
of—some—of the significant barriers that stand in
the way for many populations to be able to
access a research site. But I also am realistic in
appreciating that the barriers that stand in the

way for many communities, in particular those
that have been harmed by research in the past
or otherwise neglected by health systems and
research systems, traces back to trust and so
many other factors.
And decentralized alone is not going to move the
needle on some of those other challenges.
Decentralized will be an important complement
to a comprehensive diversity and inclusion
strategy for our clinical research studies. But
those strategies need to extend beyond what
DTRA can deliver in terms of helping to make
decentralized research accessible and scalable.
It has to be paired with these other strategies,
either driven by pharma and CRO and site
leaders, or by other collaborative efforts that are
out there. It's been fabulous to see the response
to the calls for equity over the last year, but it is
concerning as well. I do worry about the
stickiness and the long term commitments
around these, and it's not because these people
lack intention, it's that they get distracted by
other challenges that start to emerge.
And quite honestly, this is a hard challenge that's
taken literally decades and decades to get here
and will not go away in a year of good intention.
And so to me, decentralized will help but we also
need sustaining business cases around diversity
that will keep people here. And I'll give an
example of what I mean.
You know, I look at how we have collectively
addressed our gaps that used to exist around
rare diseases, or pediatric drug development, by
establishing frameworks for federal incentives
that were linked to work being done in those
areas that could extend exclusivity and other
attributes that were important to sponsors. We
have those frameworks. They exist and they
have worked.
And so what might it look like for an incentive for
research sponsors who are able to submit data
that can be stratified amongst diverse
subpopulations with sufficient power? And could
that create the business imperative to support
this long term? I don't question people's motives,
but I just worry about given how long-term a
challenge this will be to address that, I want to
make sure that we are able to keep them here.

TOM: Well, into your point, decentralized plays a
role, but it's not on its own. There's a number of
things that have to be true in that space. And I
think if one of those is certainly that where this
concept of patient centricity and really being able
to engage patients perhaps in a different way,
that the decentralized methods would enable a
portion of that, certainly not all of that. But you
also often see decentralized and patient burden,
decentralized and patient centric, all being put up
together as the same thing.
Do you see decentralized being an opportunity to
become more patient centric or, again, one of
many aspects, just like we talked about with
access?
CRAIG: I do agree that decentralized is a great
way to demonstrate being patient centric in
responding to and listening to the call from
patients. But this has to start with actually
listening to and engaging with patients to truly
understand where the challenges are that need to
be addressed.
And the implementation has to be done in a way
that's truly thoughtful around patient experience.
Simply including digital tools within the study
doesn't make it more patient centric and in fact, if
done incorrectly, can actually increase burden
and make it more difficult for patients. Lots of
devices being introduced in a study in a
thoughtless way with without proper support or
forcing patients to participate from home and in
populations where they actually might not want
that.
Those models don't actually score points in terms
of showing that we can listen to and respond to
patients and make our research truly patient
centric. It still takes work and it all begins at the
same place: stopping and listening to patients
around what their needs are and then holding
ourselves accountable to show that we're able to
listen and respond to those. Now, granted, we
can't respond to everything that a patient may ask
for or wish for within every study.
But we have to have a process where we're
considering that and where we're then at least
understanding of some of the barriers that may
exist. A study visit with a biopsy is not going to be

done from home in a very near term. But we
need to at least understand why that visit may
become a burden and find all the other factors
we can to help mitigate that. Decentralized is a
great strategy to help support those patient
centric goals.
TOM: As I listen to you, it seems so obvious at
the end of the day to take the time to listen to
patients… What's holding sponsors, CROs,
investigators back from doing that more
routinely?
CRAIG: I think that in the past there had been
some fear about a few factors. Some were
linked to timelines. I don't have time to stop and
engage with patients. Some were around the
typical fears of regulatory or compliance
concerns. “I'm not allowed to directly talk to
patients.” Some might have just been as basic
around understanding a process. Even if I
wanted to talk to a patient, how do I even go
about that? I do see more and more
organizations that have put processes, tools,
even resources with people in place to help their
organizations navigate here.
When I was at Pfizer as an example, we had
baked that into the expectations for the Protocol
Review Committee, that before a study went
there, they needed to include patient feedback
and be prepared to answer some very basic
questions: what insights did you get from
patients and how did it affect the design of your
study? And the answers of “I didn't and I don't
know,” we're probably not going to get to the
desired outcome from the protocol review
process.
But in order to make that happen, processes had
to be in place, education and training and in
some places some extra people that knew that
process and could help a team to do it. But as
with everything, if it's not in the budget and in the
timeline, it becomes really tough for even wellintentioned teams to get it done.
TOM: Absolutely, and it goes back a little bit to
the to the conversation we had around, how do
you apply these decentralized methods and
which asset teams embrace them, right? And
the ability to have the confidence that it's going

to adhere to the business objectives while also
trying to move these clinical research methods
forward?
It's a delicate balance across a number of
different things and certainly can appreciate the
challenge that comes along with that.
So if you go back to one other part we talked
about here that I think was one of the key
challenges to scale is the health authorities and
the regulatory bodies that are out there, and I
think you call it the regulatory variability that's
around the world…
If you look out over the next couple of years—I
know you mentioned expecting that we'll start to
see that the trials in the submissions that were
underway during the disruption that COVID
caused sort of working their way through the
system—what's your sense, though, around, the
desire of the regulatory bodies, the health
authorities to take that step forward in concert
with sponsors? Can you foresee a pretty healthy
collaboration? Is there a need or some type of
intervention to make sure everyone's on the
same page to move this forward? How do you
think that's going to play out?
CRAIG: We're certainly seeing some regulatory
authorities out there that are being very
progressive, highly engaging on these topics.
Keep in mind that within the Clinical Trials
Transformation Initiative, the public private
partnership with FDA, prior to the pandemic, back
in 2018, there was an important output from there
with recommendations for decentralized trials.
And the important back story note I'll share here
is that initiative was not kicked off or launched by
the pharma members inside of CTTI. It was
launched by the FDA representatives at CTTI.
They drove that, they were bringing pharma to
the table around an initiative focused on
decentralized and mobile and digital in trials.
Today, we see a number of regulatory authorities.
Denmark, as an example, the Danish Medicines
Agency, putting out some very thoughtful work
and continuing to engage with the community
around the ways for decentralized work in their
environment. There will be some regulatory
authorities that will hold back, remain concerned,

perhaps not engage. It will create some
separation out there. I think it will create a more
favorable environment for research in some
countries rather than others.
Keep in mind, when I was at Pfizer, I would get
calls on a regular basis from trade
representatives in different countries trying to
encourage research to run the inside of their
country versus somewhere else. This is a great
way in the short term for some countries to truly
differentiate themselves as being open for
innovation, receptive to new approaches, and in
doing so, help pharma companies know where
they want to place those studies.
I do think over the longer term, though, we will
see through ICH—and we're already seeing
some of this—the regulators collaborating
across regulators and helping to make sure that
if there are inconsistencies from one to the next,
that just as we've done with other areas around
ICH, that we can try to find spaces to harmonize.
It's going to take a few years to really get there.
And so I think in the probably three to five year
horizon, we'll instead see some countries
perhaps setting themselves apart and being very
proud of it and making some well-deserved
noise around that.
TOM: So why don't we tie this together with a
look into the future. You just talked a little about
the health authorities side here. So if we put it all
together and talk about the work that is now
starting to get some momentum with what DTRA
is doing, obviously a number of other
collaborations, technology is moving at pace.
There seems to be a willingness and interest
from sponsors and CROs and the academic
medical centers and the other investigators and
other players that are in the space…project out
five years, seven years, what does the adoption
of a decentralized clinical trials look like at that
point?
CRAIG: I think that as we think about that fiveyear horizon, it's very easy for us to start to
envision how the overwhelming majority of
studies in the medicine portfolio can include
some decentralized research methods as a part
of how they operate, that it actually would be a

small minority that lack any elements
decentralized and probably, you know, some
minority as well, that would be fully decentralized.
So the prevailing model over this over this five
year window will be around hybrid, where there
will be, I would say, easily thinking about like an
80/10/10 split, easily 80% of the portfolio being
inclusive of some decentralized elements.
I think that over this period of five years, we'll
start to see how operators start to shift towards
optionality and choice. And how do we give
patients more choice in how they participate and
how they engage…realizing that for participants
the goal is not to do away with the research site.
For most participants, the experience at a
research site is extremely favorable.
In fact, when we look at ratings from platforms
like Trial Journey, the average rating of a veteran
investigator had been a 4.4/5. And when we look
at data from PsyScript, the experience in
research sites is overwhelmingly positive. The
challenge is, they can't always get there. And so
the idea should not be to strip away the
optionality, but to actually double-down on giving
choice for patients that at some visits they may
want to go to the site.
It alleviates anxiety and concern and in other
instances, they just can't. I do think that we'll see
significantly more data enabling and the
integration with real-world data into our
decentralized research, including linking patients
to their electronic health records as an additional
data source. That will only further demystify the
decentralized trials does not mean in any way
having to compromise on the diversity and range
of data that researchers are so hungry for.
And I do expect we'll see a continued slow but
steady adoption around master protocols, and
decentralized paired with master protocols will
create a great story about choice for patients in
terms of connecting with different interventions
within one research framework and having choice
in how they do so. DTRA will continue on its
journey and supporting that global adoption.
Whether it's around some of these near-term
challenges that our operators are facing or some
of these long term challenges to make sure it

continues to grow. Ultimately, I do agree that the
term decentralized will become obsolete.
Probably in that five to seven year timeframe,
we will just be calling this research.
TOM: I think it's a great way to wrap it up. And I
appreciate that peek into the future —and I
agree at some point we stop talking about it as a
thing, but it becomes the way we operate. We've
seen this with digital and some form to say,
“Okay, let's stop talking about digital is
something new.” Digital is everywhere at this
point, I think you could argue the same in this
space.
So I really appreciate the conversation today
and the walk through. Not only the focus of
DTRA and your priorities with that group, but
also how that is set in the context of where the
industry is going. So, again, thank you for
joining. I really appreciate the conversation.

And so I ask you what successes and obstacles
has your organization faced in the adoption of
more decentralized clinical research methods?
Did your organization's decentralized strategy
interweave with a more comprehensive strategy
for improving access to clinical research for
underrepresented populations?
Connect with me on LinkedIn to share your
thoughts on these questions and your thoughts
and takeaways on the episode as a whole.
I thank you all again for listening. Please
remember to like and subscribe to driving digital
and biopharma on your favorite podcast
platforms so you don't miss an episode. And until
next time, this is Tom Lehmann with Driving
Digital in Biopharma.

CRAIG: Thanks so much for creating the space
for conversation together.
TOM: A huge thank you to Craig for joining me
with today's thought provoking discussion. If I
reflect back on the earlier part of our
conversation, it was really interesting to hear
how DTRA got its start and, ultimately, that there
was this desire to shift from ideation and
discussion, and there was no shortage of that in
the industry to actually bringing like minded
leaders in the field together into a collaboration
and starting to take real action towards a
common goal. And really with this focus on
actually making progress and getting things
done.
I think this ties so well into what we've been
learning about the digitalization journey from all
of our guests so far—that at some point you
need to be able to move beyond the strategies,
the plans, the pilots, the experiments into
digitalization, efforts that are sustainable,
measurable and they become common practice
in the way that organizations operate.
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