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SECTION ONE

Compliance Program 101
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LIFE SCIENCES FIRM STAGES OF MATURITY

FDA Approval
[

STAGE 1 STAGE 2 STAGE 3
Early / Clinical Medical / Pre-Launch Commercial

B

Launch

Planning

~2+ years to launch ~0-24 months to launch Post-launch & ongoing
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DOJ’S EVALUATION OF CORPORATE COMPLIANCE PROGRAMS

Drepartment of Justice
“riminal Division

Evaluation of Corporate Complinnce Programs
(Updated September 2024)

- Is the company’s compliance program well desighed?
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Does the company’s compliance program work in
practice?

Source: U.S. Department of Justice,
Criminal Division — Evaluation of
Corporate Compliance Programs
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OIG SEVEN ELEMENTS OF AN EFFECTIVE COMPLIANCE PROGRAM

Written Policies and Procedures

Compliance Leadership and Oversight

5 Degaartrasst of Mool sod Hares Sereoen
Office of Inspector General

Training and Education General
Compliance

Effective Lines of Communication with the Compliance Officer and Disclosure Prqgram
Program Guidance

November 2023

Enforcing Standards: Consequences and Incentives

Risk Assessment, Auditing, and Monitoring |5°"l't‘;e= gHS O}‘fice (ca)f |
NSpecilor Seneral — Genera

Compliance Program Guidance,
November 2023

Q © © ©0 @ 0 O

Responding to Detected Offenses and Developing Corrective Action Initiatives
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SEVEN ELEMENTS LIFECYCLE

PREVENT . DETECT

Policies

Investigations

Responding to / 1

9 Detected Problems e
People & Values & 1 \ Incoming

Procedures Y
Governance Culture Communications

Auditing &

Monitoring
Training
m Seven Elements Numbering
Proactive
Outbound : |
Communications Reactive
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SECTION TWO

Panel Discussion
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PANEL DISCUSSION

1. Where do you start?

2. How do you identify and prioritize risks across different stages of
organizational growth?

. What program components are needed?
. When are they needed?
. How should they evolve and scale over time?

3. How do you leverage existing resources, cross-functional partnerships,
and Al to scale an effective compliance program?

4. How do you balance competing priorities and resource constraints while
maintaining a risk-based approach?
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SECTION THREE

Recommendations &
Resources

Note: Recommendations & Resources available online at potomacriverpartners.com and at our booth ~== PotomacRiverPartners



STAGE 1: EARLY / CLINICAL

2+ YEARS TO LAUNCH

KEY CONSIDERATIONS COMPLIANCE FOCUS BY OIG ELEMENT

Which foundations do you need
first, and which can wait?

How do you influence
leadership to prioritize or invest
in compliance?

How do you identify other key
advocates?

How do you avoid corporate
policies from reinforcing that
compliance is a “check-the-box”
exercise?

Note: Recommendations & Resources available online at potomacriverpartners.com and at our booth

People &
Governance

Policies &
Procedures

Training &
Education

Lines of
Communication

Monitoring &
Auditing

Enforcement &
Discipline

Response &
CAPA

IT Systems

Name Compliance owner

Core corporate policies (Code, ABAC,
document framework)

Compliance training for executives and Board

Stand up hotline / inbox

Ad-hoc; Observe activities to learn risks

Begin integration with HR

Case-by-case process

Quality Management System (QMS)

PHASE B) CLINICAL

Plan governance and fractional CCO as you
scale; Focus on culture

HCP interactions, 3rd-party due diligence,
Quality System

Onboard new hires as team grows

Emphasize tone at the top

Scope risk-based “testing” (e.g., correct use
of templates)

Align disciplinary roles and consistency (job
descriptions, incentive-comp)

Define CAPA methodology; Set up
tracking/filing system (e.g., Excel)

LMS within Quality
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STAGE 2: MEDICAL / PRE-LAUNCH -0-24 MONTHS TO LAUNCH

KEY CONSIDERATIONS COMPLIANCE FOCUS BY OIG ELEMENT

What are some of the key
changes you need before hiring

PHASE B) LAUNCH PLANNING

Field personnel? e Scale compliance team to meet growth plan;
eopie Formalize the CCO role and recruit FTE Make budgetary decisions on headcount vs.
How does that change by type Governance outsourcing
of Field person — MSL, , L , . . .
M 4C Rep? Policies & Medical policies; Patient Advocacy (esp. for Commercial policies (promotion, payor,
anage are, Rep: Procedures rare disease companies) speaker programs) and SOPs
When is optimal time for a full- Training & Leadership training; Functional Area training/  Rep onboarding and credentialing (e.qg.,
time CCO? What factors might Education advisory HIPAA)
influence the decision to be Lines of | | | |
sariller 6 lEiE Communication Socialize “speak-up” and the CCOQO post-hire Tone at the middle; First culture survey
What must be fully built before Monitoring & Test key controls / high-risk areas (e.g., Build the post-launch monitoring plan; Gain
_ Auditing attend an Ad Board, Congress) access to systems/data
your first sale vs. what can
follow? Epfo-rct:-ment & Review incentive-comp structures Formalize investigations protocol
Discipline
el o Pilot CAPA on monitoring findings Pilot CAPA on investigations
CAPA
. HCP Engagements; Promo Materials;
IT Systems CRM, Coneur (with HCPs), LMS (non- Transparency; Federal and state price

Quality), MedComms reporting

Note: Recommendations & Resources available online at potomacriverpartners.com and at our booth ~ PotomacRiverPartners



STAGE 3: COMMERCIAL

POST-LAUNCH

KEY CONSIDERATIONS COMPLIANCE FOCUS BY OIG ELEMENT

As your company evolves, how
IS your program changing with
it?

How do you avoid programs
evolving into having too much
information and bombarding
stakeholders?

Once “prevent” elements are in
place, how do you scale up
“detect” elements? What data is
critical?

What other things help move a
program from formalized to
DOJ’s ideal?

Note: Recommendations & Resources available online at potomacriverpartners.com and at our booth

People &
Governance

Policies &
Procedures

Training &
Education

Lines of
Communication

Monitoring &
Auditing

Enforcement &
Discipline

Response &
CAPA

IT Systems

Annual refresh; Compliance as Business
Partner; Structured Board reporting

Close gaps in policies; Deepen SOPs

Rep onboarding live; NSMs; Deploy initial
eLearning modules

Track hotline trends; Hotline awareness and
Speak Up campaigns

Live monitoring and transactional audits

Execute routine investigations; Develop
resourcing for complex investigations

Formalize CAPA process

Dashboards, Case Management; External
Funding

PHASE B) SCALED /| MATURE

Compliance Champions, Full program
assessment; Trending over time

Full document lifecycle management;
Simplification and retirement

Ongoing recertification / annual training;
Evaluation of outcomes vs. completion

Report trends to the Board; Compliance
Business Partners

Annual risk assessments, Aggregate reviews;
Risk-based sampling

Consistent discipline across the org;
Evaluation of bias

Track remediation and trends; Ensure
preventive actions are working

More sophisticated / integrated systems;
Enhance automation
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RECAP: MATURITY STAGE ROADMAP

Early / Clinical

2+ years to launch

Name a Compliance owner

Core corporate policies (Code, ABAC)

Exec & Board training

Stand up hotline / inbox; HR integration

Ad-hoc risk observation

Medical / Pre-Launch
~0—-24 months to launch

DT N L S

Formalize CCO; recruit FTE
Medical & patient-advocacy policies

Leadership & functional training

Socialize speak-up & CCO

Test key controls/high-risk areas
CRM, Concur, LMS, MedComms

Commercial
Launch & beyond

Compliance as business partner

Structured Board reporting

Close policy gaps; deepen SOPs

Rep onboarding; NSMs; eLearning

Live monitoring & audits, formalize CAPA

Dashboards, Case Management, Funding

Governance + fractional CCO; culture

HCP interactions policy; 3rd-party due
diligence

Onboard new hires

Emphasize tone at the top
Risk-based testing; CAPA methodology
LMS within Quality

Note: Recommendations & Resources available online at potomacriverpartners.com and at our booth

Scale team (build vs. outsource)

Commercial policies & SOPs

Rep onboarding & credentialing

Tone at the middle; culture survey

Monitoring plan; formalize Investigations

HCP Engagements, Transparency, Promo
Materials

Full program assessment; track/report trends

Document lifecycle management

Recertification; annual training

Risk-based sampling & reviews

Consistent discipline; track remediation

Sophisticated systems; enhance automation
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SECTION FOUR

Questions &
Closing Thoughts
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Thank You
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1530 Wilson Boulevard, Suite 560 / Arlington, VA 22209 / 703.430.5944 / www.potomacriverpartners.com
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