& NI

San Jose, CA ¢ 408-288-8200 ¢ info@nsieng.com

Updated OIG General Compliance Program Guidance (GCPG)

The Office of Inspector General (OIG) of the U.S.
Department of Health and Human Services (HHS) plays
a vital role in overseeing compliance within the
healthcare sector. Its compliance guidance documents
are intended to help all individuals and entities involved
in healthcare establish and maintain effective
compliance programs to prevent fraud, waste, and abuse.
Over the years, the OIG has periodically revised its
compliance guidance to reflect evolving healthcare
regulations, industry practices, and enforcement
priorities. The OIG most recently published the General
Compliance Program Guidance (GCPG) on November
6, 2023. This document highlights the key elements,
updates, and implications of the latest OIG compliance
guidance.

Background and Purpose of OIG
Compliance Guidance

What is OIG Compliance Program Guidance?

The OIG compliance guidance documents were
originally developed as voluntary, non-binding
guidelines to support healthcare entities to self-monitor
compliance and develop and implement internal controls
that promote adherence to federal healthcare laws and
program requirements. While not legally binding, these
guidelines serve as a benchmark for best practices in
compliance and are often referenced during
investigations or audits.

Key Objectives

The primary goals of the OIG compliance program
guidance are to:

e Prevent and detect fraud, waste, and abuse.

¢ Ensure compliance with federal healthcare
program requirements, including Medicare and
Medicaid.

e Enhance operational efficiency by promoting
ethical and legal business practices.

e Mitigate risks of noncompliance, which can
result in financial penalties, reputational
damage, or exclusion from federal healthcare
programs.

Updates to the OIG General Compliance
Program Guidance

The recent updates are intended to align compliance
programs with current legal, regulatory, and operational
challenges while fostering a proactive, integrated, and
accountable compliance framework.

Culture of Compliance: A new overarching focus
on building and sustaining a strong compliance
culture at all levels of the organization.

Integration with Organizational Strategy:
Compliance is viewed as a strategic imperative,
integrated into business operations rather than
treated as a standalone function.

Focus on Third-Party Risk: Organizations are
encouraged to assess and manage risks posed by
vendors, contractors, and other third parties.

Enhanced Focus on Data-Driven Compliance:
Revised guidance emphasizes the importance of
using data analytics to identify and mitigate risks.
Healthcare organizations are encouraged to invest in
technology solutions that can monitor billing
patterns, identify outliers, and flag potential
compliance issues in real-time.

Shift Toward Quality and Patient Safety:
Consider compliance oversight as a tool for
promoting not only regulatory adherence but also
ethical, high-quality patient care.

Updated Risk Areas

The latest guidance highlights emerging risk areas, such
as:

e Telehealth Services: Ensuring proper
documentation and compliance with billing
regulations.

e Data Privacy and Cybersecurity: Protecting
patient data and meeting HIPAA requirements in
an era of increased cyber threats.

e Value-Based Payment Models: Understanding
compliance risks associated with alternative
payment arrangements, including bundled
payments and shared savings programs, and
designing monitoring activities to mitigate those
risks.

e Private Equity in Health Care: Navigating
unique compliance risks due to the highly
regulated nature of the industry and the
complexity of healthcare operations as part of
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pre-investment due diligence process by
balancing profitability with ethical, legal, and
patient-centered responsibilities.

e Artificial Intelligence: Advancing responsible
Al practices by assessing whether Al systems
comply with legal, ethical, and regulatory
requirements, helping to mitigate financial,
reputational, and operational risks.

Increased Emphasis on Leadership Accountability

The revised guidance underscores the critical role of
leadership in fostering a culture of compliance. Boards
of directors, senior executives, and compliance officers
are expected to:

e Provide sufficient resources for compliance
initiatives.

e Regularly review the effectiveness of
compliance programs.

e Act promptly on identified issues.

Integration of Diversity, Equity, and Inclusion (DEI)

Recognizing the importance of equitable healthcare
delivery, the OIG encourages incorporating DEI
principles into compliance programs. This includes
addressing disparities in access to care and ensuring
nondiscriminatory practices in federal healthcare
programs.

Seven Elements of an Effective
Compliance Program

The OIG guidance outlines seven core elements of an
effective compliance program, which remain central in
the revised version. The GCPG updates introduce
changes to the seven elements, which reflect modern
challenges, evolving regulations, and an increased
emphasis on accountability and operational
effectiveness.

1. Written Policies and Procedures: Clearly
defined policies to address compliance risks,
updated to reflect current regulations.

e Modernization: Policies and procedures
should emphasize incorporating risk-
based compliance and adapting to
technological advancements.

e Increased Focus on Accessibility:
Updated guidance should stress that
compliance materials should be easy to
access, understandable, and relevant to
all employees.

e Integration of ESG (Environmental,
Social, Governance): Standards should
align with broader organizational
priorities, including ethical governance.

Compliance Officer and Oversight
Committee: Designating a compliance officer
with sufficient authority and resources,
supported by a multidisciplinary compliance
committee.

e Enhanced Accountability for
Leadership: Boards and executives are
held to higher standards for fostering a
culture of compliance and are required
to receive regular compliance training.

e Designation of Compliance Officer
and Committee: Strengthened emphasis
on ensuring these roles are independent,
adequately resourced, and empowered to
act on compliance matters.

Effective Training and Education: Regular,
role-specific training for employees, contractors,
and governing bodies on compliance-related
topics.

e Tailored Training Programs:
Emphasis on role-specific training based
on an individual's level of responsibility
and the organization's risk areas.

e Technology-Enhanced Learning:
Encourages the use of virtual platforms
and interactive modules to increase
engagement and understanding.

¢ Ongoing Education: Greater focus on
continuous learning rather than annual
or sporadic training sessions.

Effective Communication Channels:
Establishing open lines of communication, such
as hotlines or anonymous reporting mechanisms,
for compliance concerns.

e Anonymous Reporting Channels:
Stronger emphasis on maintaining and
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promoting anonymous, confidential
mechanisms for reporting concerns,
such as hotlines and web portals.

e Two-Way Communication:
Encourages more frequent and open
dialogue between compliance teams and
employees at all levels.

e Proactive Outreach: Compliance
officers should actively solicit feedback
to identify emerging concerns and
improve communication.

5. Auditing and Monitoring: Conducting regular
audits and monitoring activities to identify
potential noncompliance.

e Data-Driven Compliance:
Incorporation of data analytics and
predictive tools to identify and mitigate
risks.

o Risk Assessment Updates: Periodic,
comprehensive assessments that
prioritize higher-risk areas (e.g.,
cybersecurity, billing practices).

e Expanded Scope: Monitoring should
address non-financial compliance risks,
such as data privacy and environmental
regulations.

6. Enforcement of Standards: Consistently
enforcing disciplinary standards and taking
corrective actions when necessary.

e Consistency in Discipline: Reinforces
that disciplinary actions should be
consistent across the organization,
regardless of an individual's role or
seniority.

e Documentation of Disciplinary
Actions: Organizations are encouraged
to document and track enforcement
actions to demonstrate accountability
and transparency.

e Prevention-Oriented Approach: Focus
on proactive measures to prevent
violations, such as coaching and
counseling employees.

7. Prompt Response to Issues: Developing
processes to respond to detected offenses and
prevent future occurrences.

e Root Cause Analysis: Explicitly calls
for organizations to conduct root cause
analyses for identified compliance
failures.

e Remedial Action Plans: Organizations
are expected to implement corrective
actions quickly and to evaluate their
effectiveness over time.

e Self-Disclosure and Cooperation: The
guidance emphasizes the importance of
voluntarily disclosing violations to
regulatory bodies and fully cooperating
with investigations.

Implications for Healthcare
Organizations

Legal and Financial Consequences

Organizations failing to comply with OIG guidance may
face significant penalties, including monetary fines, loss
of program participation privileges, and reputational
harm.

Competitive Advantage

Proactively implementing OIG-compliant programs can
serve as a competitive differentiator by demonstrating a
commitment to ethical practices and regulatory
adherence.

Risk Management

Organizations can reduce their exposure to compliance
risks by following the guidance, particularly in high-risk
areas like telehealth and cybersecurity.

Steps to Implement the Updated
Guidance

1. Conduct a Gap Analysis: Compare current
compliance practices against the revised OIG
guidance to identify areas needing improvement.

2. Update Policies and Procedures: Revise
existing policies to address new risk areas and
incorporate guidance recommendations.

3. Enhance Training Programs: Develop training
modules to educate staff on updated compliance
risks and protocols.

€ ©2025NsI Advisory Services All rights reserved.



- NI
< San Jose, CA ¢ 408-288-8200 ¢ info@nsieng.com

4. Leverage Technology: Invest in data analytics
and compliance software to monitor and address
risks effectively.

5. Engage Leadership: Foster leadership buy-in to
ensure compliance programs are adequately
resourced and supported.

Conclusion

The revised OIG compliance guidance represents a
critical update for healthcare organizations navigating
the complexities of regulatory compliance. By
emphasizing data-driven strategies, leadership
accountability, and emerging risk areas, the guidance
equips organizations with the tools to enhance their
compliance frameworks. Adopting these
recommendations not only mitigates risks but also
reinforces a culture of integrity and ethical business
practices in the healthcare industry.

landscape, ensuring they can continue to meet the needs
of their patients and communities effectively.
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