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Disclaimer

The views expressed and ideas presented in this session are those of the
speakers and are not necessarily shared by the presenters’ employers.

Any examples provided are hypotheticals and should not be attributed to
any individual company.
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The coronavirus pandemic accelerated the pace of
change in integrating virtual tools into specialty
pharmaceutical company business models. It’s
important for compliance professionals to
understand the degree to which the current
business models have already changed and just
how different they might still become.

Introduction

In August 2020, Helio surveyed 29 life sciences
companies to gain a better understanding of how
these companies were evolving their compliance
programs and tactics during the pandemic.



Survey Demographics
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Introduction

Your Company is:

59%

Pharmaceutical

31%

Biotechnology

2 10%

Medical Device
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Introduction

How many people are in your Compliance

Department?
6 /7%
O
1-5 People
10% @ﬁﬁﬁ%@ 3/
6-15 People 3% -l 70/0
H E L | 16-15 People Over 50 People
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Introduction

Your geographical scope of activity is:

North America
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Introduction

Your Company revenue is:

9%

L ess than S1B

14%

$1B to $5B 30/0

$6B to S10B

14%

More than S20B
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o

Evolving Program Logistics

Q

Monitoring &
Auditing

Privacy Concerns for
Digital Platforms

Where Are We At
oday?

Helio was involved with a similar
polling exercise! in May 2020.

The results of our most recent
survey from August 2020 show that
since the original survey there have
been clear and significant changes
in promotional and non-
promotional activities and the
related compliance risks.

L GHC Response to Covide-19 Webinar Series Part IV



Evolving Program Logistics
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Evolving Program Logistics

As a result of the pandemic, is your Company
conducting programs virtually?

100%YES!

)
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Evolving Program Logistics Evolving Program Logistics

What kind of programs are What percentage of the
being conducted virtually following programs are
(select all that apply)? being conducted virtually?

-88% 76% 72% 88% 87%

AdV|sory Board MSL/FleId Medical
Speaker Programs w Remote Detailing

96% 83% /8% 87% 83%
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Evolving Program Logistics

If you are allowing meals, which virtual activities are you
allowing meals for (select all that apply)?

CNT72% 4%

Speaker Programs

(2]

32%
Advisory Board

(o) o) Meetings
44%  20%

None of the Above

Lunch n Learns

Remote Detailing MSL / Field Medical Meetings
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Evolving Program Logistics

Are you tracking meals?

4

%))
—
64%  20%

Electronic Signature Not Providing Meals
or Scanned Sign-In

Sheet from Attendees

N
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4

]
(o)
8%
Email Confirmation

from Attendees or
Office Staff

2

4%

Not tracking

=5
4%

Manual List Kept by
Company
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Evolving Program Logistics

Is your Company actively planning advisory board
meetings to be virtual in the future?

76% (oSN 24

® Not Sure B
Y A 0%
eS I No

//’f"‘
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Evolving Program Logistics Evolving Program Logistics

As a result of the pandemic, has your As a result of the pandemic, which
Company revised any policies or SOPs?  ares have you developed additional
guidelines (select all that apply)?

Virtual Programs
I S 0 %

Guidance
Email Templates I 5 6%
Email Guidance I 44 %
60% s e ——
280/0 but p|an to Tech Guidance — 2 8%
8 % no Other I ? 8%
Texting Guidance I 16%
4% mOt Sure None of the Above 2%

Charitable Contributions

H E L I @ Guidance
T H

H E A |

. 8%
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Evolving Program Logistics

As a result of the pandemic, have you seen an increase in the
number of questions and/or requests for charitable contributions?

60% 24% e lv
No Not Sure Yes

Evolving Program Logistics

As a result of the pandemic,
has there been an increase in
your unsolicited medical
requests or requests to your
medical team?

48%

Not Sure
HELIO
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Evolving Program Logistics

In the situation where patient support (e.g. nurse educators, field reimbursement managers) has
not traditionally been virtual, has your Company migrated to a platform to virtually interact with
patients?

24% V"M

Yes

60% A AAAfpy)

Not Applicable

16% 4

NoO

ZTUN,
—
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Privacy Concerns for Digital Platforms
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Privacy Concerns for Digital Platforms

Is your Company conducting
training with employees for
remote working?

76% N Y s
16% l No

4% INot yet, but plan to
4% INot Sure

HELI
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Privacy Concerns for Digital Platforms

What platforms are you using to
host your digital programs?

(2%

Existing Meeting Tool
(i.e. Skype, Zoom)

12%

Existing CRM
Tools
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Privacy Concerns for Digital Platforms

Is your Company using any
calendaring tools to assist with
scheduling virtual meetings?

Existing Tools

Not Sure

Privacy Concerns for Digital Platforms

What privacy concerns do you
have with your digital platforms
(select all that apply)?

Unauthorized reco_rc!lng of events 68%
performed on digital platforms
Unauthorized attendance of digital
g I 6 4%
events

The digital platform's data sharing o
policies are defined in the EULA E— 2 8%
Not using digital platforms for
events

I 8%

None HH8%
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Monitoring and Auditing
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Monitoring and Auditing

Is your Company
monitoring emails?

1 6% . Yes, more than usual

24% l Yes, same as before
8% INot yet, but plan to

52%
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Monitoring and Auditing

Is your Company monitoring external
communications via texts or other
messaging platforms (e.g. WhatsApp)?

76% I \ o

1 20/0 lYes, same as before
1 20/0 l Not yet, but plan to
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Monitoring and Auditing

Is your Company monitoring internal communications texts or other messaging
platforms (e.g. Skype, Teams, company instant messaging, etc.)?

_
AR 12%

40/0 INot yet, but plan to

84% [ \ o
_

Yes, same as before
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Monitoring and Auditing

Is your Company conducting desk-
based reviews (i.e. Transactional
Monitoring) of programs?

52% 28% 12%

Yes, same as before  Yes, more than usual No

HELI

HEALTH

8%

Not yet, but plan to
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Monitoring and Auditing

Have you experienced challenges with monitoring virtual programs
or interactions with HCPs?

A0%Yes At
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Monitoring & Where Should
Auditing Compliance Be Focused?

Virtual Activities

Moving Forward



Moving Forward

At what level do you think you will monitor these virtual activities?

: L O/ Adh itori
8 O % Include in annual monitoring plan 20 /o asneeded

Moving Forward Moving Forward
As a result of the pandemic, will At what level do you think your Company will
more of your Company personnel continue virtual activities post-pandemic?

be working from home on a

fr 0 0
regular basis 40 % 0 /0 a 4 /o
O/ Yes, significantly Similar to what is being More than during the
(0] More done during pandemic pandemic
Yes, slightly O O

more (o) o
16% 56%
H E L I Q Less than during pandemic Remains to be seen

before
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Moving Forward

Do you foresee your Company performing or continuing to perform ongoing (e.g.
quarterly) email monitoring post-pandemic?

No I 32 %

Yes, continuing to perform o
i -

an on-going basis 28%

M T

but will be looking to perform ?

Yes, but will only perform when

) : . I 1 6%
targeted issues arrive (i.e. ad-hoc)

~

HELIO
H E A L T H PROPRIETARY & CONFIDENTIAL | 31



Moving Forward

The OIG recently issued a CIA mandating additional restrictions on
speaker programs. In light of this, is your Company contemplating the

following (select all that apply):

Required remote-only speaker programs (i.e. external speaker _ .l 20/
(o]

is remote and not in the same location as audience)

Implementing more stringent total speaker bureau fee caps _ 1 2%

Require programs to be completed within a set time period o
after FDA approval of product - 8 /0

Eliminating speaker programs at restaurants [N 8%

Implementing more stringent individual speaker fee caps - 4%

44%

Not Sure

44%

No changes expected

=

HELIO

H E A L T H PROPRIETARY & CONFIDENTIAL | 32



Where
Should
Compliance
Be Focused?

With Commercial and Medical teams taking their
activities and interactions with HCPs virtual, now
more than ever, Specialty Pharmaceutical
Compliance teams need to adapt and take
proactive measures to provide updated guidance
for new processes, update risk assessments, and
conduct appropriate and effective monitoring of
virtual activities.

To minimize risk and continue to evolve their
Compliance programs, companies should be
considering what data they are analyzing, how
they are monitoring and auditing activities, and
ensuring that documentation is fully updated as
processes change.
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Refresh risk assessment to identify potential new risk
areas

Monitor virtual programs and sales rep activities

Determine if current monitoring tactics are efficient and

I\/I O n |to r & A u d |t effective in monitoring the new ways of conducting

business

Increase email/text monitoring of HCP and patient
interactions to address the increased volume

Conduct transactional reviews of various activities (e.g.,

virtual meals, HCP contractual arrangements, speaker
programs, etc.)




Update

Documentation

Review

Review existing policies
and SOPs and identify
areas in which updates
need to be made to reflect
current processes

2]

Develop

Develop new or update
existing training materials

for virtual activities

Update

Update monitoring and
auditing checklists to
account for virtual
program considerations



Concluding
Thoughts




Contact Us:
Full Survey

Results

Full results of Helio Health Group’s “Challenges
Posed by Field, Commercial, and Medical Personnel
Changes to Virtual Activities in Response to the
COVID-19 Pandemic” survey can be obtained by
emailing us at info@heliohealthgroup.com.
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