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Introduction

The COVID-19 pandemic has—without warning—turned clinical operations
on its head, forcing the clinical research community to re-evaluate how to
manage clinical trials. In an instant, physical access to patients across the
globe ceased to be an option, having a significant impact on data collection

and patient monitoring.

In this new environment that is forcing change,
many organizations have accelerated their plans
to shift to a decentralized clinical trial model.
With this transition comes many benefits and
challenges, and begs the question: are clinical
development organizations prepared for this
paradigm shift?

To explore the impact of the current environment

on clinical trial management, Informa Pharma
Intelligence and Oracle Health Sciences surveyed

Key Findings from the Research

professionals involved in clinical trials at
biopharmaceutical companies, medical device
companies, and contract research organizations
(CROs) based around the world.

The research results provide valuable insight
into how the COVID-19 pandemic is

changing the way clinical trials are being
conducted, and identifies the key challenges
and opportunities surrounding these changes.

The pandemic has accelerated adoption of decentralized clinical trial methods
Seventy-six percent of respondents indicated that the COVID-19 pandemic has accelerated

their adoption of decentralized clinical trial methods.

Data quality is the number one concern with remote data collection
Respondents indicated that data quality is a top challenge in adopting decentralized clinical
trial methods and their primary concern when it comes to remote data collection.

The industry is divided regarding the clarity of regulatory guidance

When asked if the current regulatory guidance surrounding decentralized trials and data
collection was clear, 52% of respondents said “yes” and 48% said “no.” Additionally, the vast
majority of respondents (88%) reported that they were experiencing some difficulty complying

with new guidance.

Continue reading for deeper insight into these key findings.




Research Methodology

This research was conducted by Informa Engage on behalf of Oracle. Data was collected
from September 21 through November 11, 2020. The research methodology used conformed
to accepted marketing research methods, practices, and procedures. The research was
conducted through an online survey sent to Informa Pharma Intelligence subscribers around
the world who work in organizations involved in clinical research. Only respondents who
worked for biopharmaceuticals, CROs, and medical device companies qualified to participate.

The breakout of company types represented by the
respondents is as follows:

Small Biopharma
(revenue of < $1B) \

Large Biopharma
(revenue > $5B)

Medical Device
Company

¥ Contract Research
Organization (CRO)

Respondents were primarily located in North America and Europe,
with some representation from Asia Pacific and the rest of the world.

Mid-sized Biopharma
(revenue between $1B — $4.99B )

North America Europe Asia Pacific Rest of the world

53%  39% 5% 3%
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In order to qualify to participate, respondents had to be
involved in the operation and management of clinical trials.
In terms of job function and seniority, half of all respondents
were in Clinical Operations (50%), holding Director-level or

. .. Decentralized clinical trials
higher positions (52%). rafizec clnical il

are defined as those executed
through telemedicine and
mobile/local healthcare
providers, using procedures
that vary from the traditional

ﬁ 15% clinical trial model (e.g., the

Regulatory investigational medical product

is shipped directly to the trial
‘ participant).
Source: ctti-clinicaltrials.org
N 14%
Other

° N 14%
o J ‘ Data
o Management
Information Technology 4% J &
(]

Quiality

Functional Area 2%
Statistics

50%

Clinical Operations

Position 37%

28%
I %
9% 6% o
(R a%

C-Suite/EVP SVP/VP Director/ Supervisor/ Individual Other

Head Manager Contributor
Qualified Respondents Total Questions
The survey garnered 252 qualified The survey consisted of 26 multiple-
respondents, representing a choice questions exploring the impact
significant voice of the market. of the current pandemic environment

on clinical trial management.
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Results

The Impact of COVID-19 on Clinical Trial Operations

Decentralized clinical trials are no longer a vision of the future but a current reality.
Additionally, the current pandemic environment has accelerated the move to this model
of conducting clinical trials. But with it come many challenges, as well as opportunities.

What percentage of your trials are decentralized?

When it comes to decentralized clinical trials, three in four survey respondents (76%) report at least some of their

trials are decentralized, including 38% who indicate more than half are.

% OF RESPONDENTS WITH AT LEAST
SOME DECENTRALIZED TRIALS

% OF TRIALS THAT ARE DECENTRALIZED

A 21

1% - 25%

410%

76%-99%

A 139

26% - 50%

7%

100%

How has the COVID-19 pandemic impacted your ongoing clinical trials?

As it relates to current ongoing clinical trials, survey respondents identified the top impacts of the COVID-19
pandemic as being longer enrollment timelines (49%), amended protocols (45%), and paused protocols (41%).

BIGGEST IMPACTS

31%
Longer Amended how
i Y  enroliment data is collected
timelines in protocols
27%
Amended Delayed IRB
protocols reviews
15%
IRBs halting
Pa utsed I investigator sites
protocols

from conducting
trials
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OTHER NOTED IMPACTS

29%

Patient retention
problems due to
lockdown/fear

26%
Amend data

collected in
protocols

1%
Stopped protocols

and will not
complete them

B 21

51% -75%

29%

Captured increased
number of deviations
to data not collected
per protocols

20%
Amend the analysis
plans for protocols

3%

Do not know




How has the COVID-19 pandemic impacted your strategy for running clinical trials?
When asked about how the COVID-19 pandemic has impacted their strategy for running clinical

trials, 46% of respondents are planning or implementing decentralized trials, 44% are considering

new vendors, and 36% are considering new geographies for trial locations.

% O O :
46% 44% 36% 10%
N/A

We are implementing or are We are looking at new We are considering new
planning on implementing clinical supply, logistics & geographies for trial
decentralized trials administration vendors locations

Has COVID-19 accelerated the adoption of
decentralized clinical trial methods?
Digging into this a bit deeper, the survey revealed that the vast majority

of respondents (76%) have accelerated their adoption of decentralized
clinical trial methods as a result of the COVID-19 pandemic.

What steps have you taken to accelerate the adoption of decentralized trial methods?

In making this move to decentralized clinical trials, the most common steps taken by respondents
are the adoption of patient-facing technologies or alternatives (64%) and protocol redesign (63%),
followed by the adoption of investigator-facing technologies or alternatives (53%).

technologies or alternatives 64 /O
rocoreseser SN 63
Adoption of investigator-
. - o,
s oo N 53 %
or alternatives
operating procedures 48 /O
Investment in the workforce
to bring in new skills and/or _ 33%
develop processes

New partnerships _ 32%

8 The Accelerated Evolution of Clinical Trials in a Pandemic Environment




What impact will the adoption of decentralized trial methods have on your technology

requirements/current environment?

However, with this shift to decentralized clinical trials comes operational challenges. When asked about the primary
impact of adopting decentralized clinical trial methods on technology requirements and the current environment,
survey respondents identified compliance (56%), effectively tracking all the data (44%), and the ability to integrate

with other platforms (40%) as the top three challenges.

40%

Must have the ability
to integrate with
other platforms

35%

Must be flexible and
agile in order to adapt
to new changes in
process

Must be able to make

56%

Must ensure compliance

(o)
31%
Must have the
(o) ability to reconcile
33 /O inconsistent data
Must effectively formats

analyze all the
data

31%

mid-study protocol changes N\ Must ensure

more often
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access to the
data for all those
who need it

N\ 6%

No impact




Tackling Decentralized Patient Monitoring and Data Collection

With the shift to decentralized clinical trials comes the introduction of wearables, remote
patient monitoring, and the associated need for remote data collection.

What are the main challenges you are facing in adopting decentralized trial methods?

When asked about the key challenges associated with moving to decentralized clinical trials, survey
respondents cited patient monitoring and engagement (59%) as the top challenge, followed by
ensuring data reliability and quality (50%), and data collection (45%).

Patient monitoring and engagement _ 59%
Ensuring data reliability and quality — 50%
Data collection — 4 5%
Comparative lack of regulatory guidance _ 33%
Comfort level/ease of use for patients — 33%
Comfort level with usingsnoef\;:vv:ae:::x;\(;)rlzfgé — 32%
Investment in technologies to facilitate trials _ 2 4%
Adapting existing systems - 22%
No challenges encountered l 3%
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Have you implemented remote data collection

into your clinical trials?

Although the pandemic has created urgency around making the jump
to decentralized clinical trial models and remote patient monitoring
and engagement, the majority of survey respondents have already
implemented remote data collection into their clinical trials or are
planning to.

Means of Implementing Remote Data Collection

57% 49% 45% 35%

Patient apps ePRO Wearables/ Monitors
Devices

22% 2%

mHealth/I0T Don’t know

Do you have plans to introduce wearable and remote monitoring technology

into your clinical trials?

24%

We are already using wearable
and remote monitoring
technology

13%

Yes, within the next 6 months

12%

Yes, within the next 12 months

Do]"c1 k:{?v \ /
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o 8%

Yes, within the next 18 months

—17%

No, but this is being reviewed

15%

No, and no plans to consider




Benefits of utilizing wearable and remote monitoring technology

When asked about the key benefits of utilizing wearable and remote monitoring technology in clinical trials,
survey respondents cited patient convenience (64%), followed by a more comprehensive supply of real-time
data and insight (52%), and savings in terms of time and resources for site staff (45%).

More convenient for patient — 64%
More comprehensive sup;p;lzlatzfnrj?:‘-:ii;ﬁ _ 52%
Saves time and resources for site staff — 45%
More convenient for site staff _ 30%
Saves time and resources for the sponsor — 28%
Higher quality data _ 24%
Evolves the skills of the clinical team _ 1 9%
More convenient for the sponsor - 17%

Disadvantages of utilizing wearable and remote monitoring technology

When asked about the disadvantages of utilizing wearable and remote monitoring technology in clinical trials,
data requiring a different approach to review, manage, and interpret (49%) topped the list, followed by the
expense (46%), and complicated regulatory considerations (42%).

Data requires differer:rt‘ :s:;zaac:dt?n:\rl::\;vt, _ 49%
e | N 4 6 %
Complicated regulatory considerations _ 42%
Less reliable means of collecting data _ 31 %
They produce too much data — 20%
More time and resources for the site staff - 1 8%
More time and resources for the sponsor _ 17%
Less convenient for patient - 1 5%
Less convenient for site staff - 12%
Less convenient for the sponsor I 3%

N/A; no meaningful disadvantages . 4%
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What are your top two concerns regarding remote data collection?

Naturally, with the introduction of remote data collection, there are concerns. Given that regulatory review and
approval is focused on the data collected in clinical trials, it is not a surprise that survey respondents’ primary
concern regarding remote data collection is data quality (57%), followed by data protection/privacy (40%),
and lack of standardization in data (36%).

57% 40%

36% 24% 17% 6%

Quality of data Data Lack of Lack of Timeliness of Inability to
protection/ standardization harmonization data collection manage data
privacy in data of data volume

The Murky Waters of Regulatory Guidance

While the move to decentralized clinical trials is underway and has been accelerated by
the introduction of a global pandemic, the survey revealed that regulatory guidance
around decentralized clinical trials is seen as unclear.

Why haven’t decentralized trial methods accelerated in your organization?

13

46% 24% 19%
Our trials require Postponed protocol Postponed rewriting
site visits redesign of standard operating
(o) procedures
42%
Regulatory 19% 14% 12%

Concerns

The 24% of respondents who
reported that the pandemic has
not accelerated their adoption
of decentralized clinical trial
methods pointed to regulatory
concerns (42%) as a top reason
for this.

Lack of consistent
leadership alignment

10%
Concerns around
patient adoption

7%

Reduced or suspended
adoption of patient-
facing technologies

or alternatives
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Issues around clinical
trial supply logistics

10%

Reduced or suspended
adoption of investigator-
facing technologies

or alternatives

5%
Scaled back or shelved
new partnerships

Challenge of collection
and management of
new data sets

8%

Scaled back investment
plans to bring in new
skills and/or develop
processes

12%

Don't know
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Is current regulatory guidance surrounding
decentralized trials and data collection clear?

Respondents are divided regarding the clarity of current regulatory

guidance surrounding decentralized trials and data collection,
indicating a need for improvement.

What difficulties have you experienced complying with new regulatory guidance, if any?

Additionally, the vast majority of survey respondents (88%) report experiencing some difficulty complying with
new guidance, most commonly training, monitoring, and ensuring compliance with regard to new data collection
methods (39%), and maintaining the quality and integrity of the study (37%).

Training, monitoring, and ensuring compliance with
regard to new data collection methods implemented

Maintaining the quality and integrity of the study

Speed of initiating changes to reduce trial disruption

Monitoring trials and patients remotely

Keeping up-to-date with frequently updated
guidelines from regulators

Understanding when and how protocol
deviations can be instigated

Communication to the investigator sites

None, we haven’t experienced difficulties
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Conclusion

The COVID-19 pandemic has required Life Sciences organizations to
extensively re-evaluate their approach to clinical trials. Travel restrictions
and associated lockdowns have prevented physical access to patients across
the globe, which has had significant consequences for data collection and
patient monitoring.

While the industry was already shifting to adopt decentralized clinical trial methods, the
pandemic has accelerated those efforts. Study teams are implementing wearables and
remote patient monitoring technology, which allows patients to participate in clinical trials
from the comfort of their home and eliminates or reduces the burden of in-person site visits.
This change in how clinical trials are conducted is seen as being more convenient for the
patient, providing more comprehensive data to study teams in real time, and saving time
and resources for site staff.

But, as with any change, there are concerns and challenges. In the case of wearables and
remote patient monitoring, worry is centered on data quality and management; in the case
of decentralized clinical trials overall, concerns are primarily around regulatory guidance.

Fortunately, the technology and software to support decentralized clinical trials — the
devices, the data, and the regulatory requirements — exist today and are designed to
carry the industry into the future of clinical trials. As approaches to clinical trials continue
to evolve, study teams can rest assured that technology will not slow them down.

For More Information

With Oracle Health Sciences Clinical One platform, you are able to collect data sets from any source
and harmonize them in a single place to draw valuable clinical insight.

Learn More Contact Connect

oracle.com/clinical-one +1800 633 0643 ﬂ twitter.com/oraclehealthsci
healthsciences_ww_grp@oracle.com n facebook.com/oraclehealthsciences
m youtube.com/user/oraclehealthsciences

E blogs.oracle.com/health-sciences




About Oracle Health Sciences

As aleader in Life Sciences cloud technology, Oracle Health Sciences’ Clinical One and Safety
One are trusted globally by professionals in both large and emerging companies engaged

in clinical research and pharmacovigilance. With over 20 years’ experience, Oracle Health
Sciences is committed to supporting clinical development, delivering innovation to accelerate
advancements, and empowering the Life Sciences industry to improve patient outcomes.
Oracle Health Sciences. For life.

About Informa Pharma Intelligence

Informa Pharma Intelligence offers a wealth of pharmaceutical industry news and strategic insight into
the healthcare & biotechnology markets from around the world. Working in an interconnected global
network, our 65 journalists and over 300 in-house analysts supply comprehensive analysis and reports.

About Informa Engage

Informa Engage is the marketing services powerhouse behind Informa’s trusted brands.

We provide B2B marketers with unrivaled specialist audiences, deep knowledge of vertical
markets, sophisticated data and content marketing expertise. Through our deep understanding
of our customer’s behaviors and changing needs, Informa Engage connects marketers to
customers as they move from discovering a problem to identifying features and functionality
of a solution to selecting a provider and making a purchase.
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