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Agenda Evolution of OIG Guidelines 1998, 2023, 
2025

Order sets, requisitions, panels

Physician Ordering behaviors

OIG Resources and Processes 

Test Utilization Monitoring
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GENERAL COMPLIANCE 
PROGRAM GUIDANCE
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Timeline

Aug. 24, 1998

Compliance Program Guidance 
for Clinical Laboratories issued

April 20, 2025

Practical Guidance for Health 
Care Governing Boards on 

Compliance Oversight

Nov. 6, 2023

Overhaul: General Compliance 
Program Guidance 

Nov. 20, 2024

Nursing Facility ICPG issued

2025?

Clinical Laboratory ICPG 
expected
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Overview of General Compliance 
Guidance

Purpose of GCPG

GCPG provides voluntary best practices for healthcare compliance 
professionals to develop effective programs.

Key Compliance Elements

It emphasizes understanding federal laws, establishing strong 
infrastructure, and using OIG resources effectively.

Nonbinding Recommendations

The guidance offers nonbinding, risk mitigation recommendations using 
the term 'should' to guide healthcare entities.

Modernization and Accessibility

GCPG supports modernization in compliance and covers fraud 
enforcement, program elements, and organizational adaptations.
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Seven Elements of Compliance Infrastructure

Written Policies 
and Procedures
Develop clear policies 
and procedures to 
demonstrate 
organizational 
commitment to 
compliance standards.

Compliance 
Oversight
Appoint compliance 
officers and committees 
to oversee the 
implementation of 
compliance programs 
effectively.

Training and 
Education
Provide comprehensive 
compliance training to 
employees to foster 
understanding and 
adherence.

Communication 
Channels
Establish open 
communication for 
reporting concerns and 
sharing compliance 
information 
transparently.

Monitoring and 
Auditing
Implement internal 
monitoring and auditing 
systems to detect and 
prevent compliance 
violations.

Enforcement and 
Discipline
Enforce standards 
through disciplinary 
actions to address and 
deter noncompliance 
effectively.

Response and 
Corrective Actions
Develop procedures to 
respond to offenses and 
initiate corrective actions 
promptly and effectively.
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General ICPG 
– What is it?

Health Care Fraud Enforcement and Other 
Standards: Overview 

Compliance Program Infrastructure: The 
Seven Elements

Compliance Program Adaptations for 
Small and Large Entities

Other Compliance Considerations 

OIG Resources and Processes 
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Compliance Programs: DOJ’s Expectations

• Justice Manual

• 9-28.800 - Corporate Compliance Programs

9
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Adaptations for Small and 
Large Entities

Small Entity Compliance

Small organizations combine roles and simplify procedures to maintain 

effective and manageable compliance with limited resources.

Large Entity Compliance

Larger entities implement formal structures like dedicated 

departments, detailed documentation, and specialized training 

programs.

Tailored Compliance Efforts

Compliance programs are tailored to operational scale, emphasizing 

integrity, accountability, and regulatory adherence.
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COMPLIANCE GUIDANCE FOR 
CLINICAL LABORATORIES
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Overview of Laboratory Compliance 
Guidance

Framework for Compliance

The OIG guidance provides a model framework to help laboratories 
comply with federal healthcare regulations effectively.

Scope of Application

Guidance applies to diverse labs including national, hospital-based, and 
regional facilities offering Medicare and Medicaid testing services.

Key Compliance Areas

Focus areas include fraud prevention, Anti-Kickback laws, Stark law 
issues, and other regulatory considerations. 

Enhancing Healthcare Integrity

Adopting compliance plans helps reduce fraud and abuse, improving 
quality and trust in laboratory services nationwide.
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Key Compliance Elements for Laboratories

Written Standards and Policies

Establish clear written standards addressing fraud risks like billing and 
marketing in laboratory operations.

Leadership and Oversight

Designate a chief compliance officer to oversee and manage the 
laboratory compliance program effectively.

Training and Education

Develop and deliver thorough education and training programs for all 
laboratory employees to ensure awareness.

Monitoring and Enforcement

Implement audits, evaluations, and disciplinary actions to monitor 
compliance and address violations promptly.
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Order Sets
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Does your lab have input into 
the creation and maintenance 
of all order sets used in your 
facility?

• Always

• Sometimes

• Never

• Not sure

Poll 1:
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Requisitions
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Panels
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Panels
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Physician Ordering Behavior
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Physician Ordering Behavior
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Physician Ordering Behavior (LCD)
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Physician Ordering Behavior
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Physician Ordering Behavior (LCD)
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Physician Ordering Behavior
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https://criticalvalues.org/news/item/2023/0

1/05/office-of-inspector-general-laboratory-

stewardship-is-mandatory

https://criticalvalues.org/news/item/2023/01/05/office-of-inspector-general-laboratory-stewardship-is-mandatory
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Medical Necessity and Billing 
Practices

Accurate Coding Requirements

Laboratories must use correct CPT/HCPCS and ICD-9CM codes matching ordered 

and performed tests to ensure compliance.

Physician Documentation

Requisition forms should require ordering providers to document medical 

necessity including diagnosis codes for each ordered test.

Compliance and Monitoring

Laboratories should monitor test utilization data and provide notices to ordering 

providers to prevent fraud and billing errors.
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Risk Assessments, Auditing and Monitoring

27

MONITOR
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Risk Assessment
28

OIG Voluntary Compliance 
Guidance

CIA Example 
Requirement
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Know and 
Understand Your Data
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RAT-STATS - Statistical 
Software

R E F E R E N C E D  I N  V O L U N T A R Y  I C P G  

“ A S S I S T S   T H E  U S E R  I N  S E L E C T I N G  R A N D O M  S A M P L E S  A N D  

E S T I M A T I N G  I M P R O P E R  P A Y M E N T S . ”
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31
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OIG Report Cont. 

32



33 © 2025 Cardinal Health. All Rights Reserved.  

Internal Auditing & 
Monitoring

1998 Guidance: Audit laboratory’s 
compliance with laws governing kickbacks 
arrangements, physician self-referral 
prohibition, coding and billing, claim 
submission, medical necessity and 
marketing1 
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Do you currently monitor your 
tests on a periodic basis to 
review medical necessity and 
test utilization?

• Yes

• No

• Not sure

Poll 2:
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Healthcare 
Fraud – 
Considerations 
for Test 
Utilization

• Nature of items or services provided: Are the items 
and services actually needed and rendered, 
commercially reasonable, and necessary to achieve a 
legitimate business purpose? 

• Federal program impact:  (a) Does the remuneration 
have the potential to affect costs to any of the Federal 
health care programs or their beneficiaries? (b) Could 
the remuneration lead to overutilization or 
inappropriate utilization? 
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Healthcare Fraud – 
Considerations for 
Test Utilization

• Clinical decision making. (a) Does the arrangement or 
practice have the potential to interfere with, or skew, 
clinical decision making? (b) Does the arrangement or 
practice raise patient safety or quality of care 
concerns? (c) Could the payment structure lead to 
cherry-picking healthy patients or lemon-dropping 
patients with chronic or other potentially costly 
conditions to save on costs?

• Steering. Does the arrangement or practice raise 
concerns related to steering patients or health care 
entities to a particular item or service, or steering to a 
particular health care entity to provide, supply, or 
furnish items or services?
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1998 ICPG – “Test Utilization Monitoring”

• “There are many methods by which a laboratory 
may determine excessive utilization of laboratory 
services”

• Hire an outside consultant to analyze patterns 
of utilization and investigate any potential 
problems or aberrancies

• Analyze test utilization data by CPT or HCPCS 
code for the top 30 tests performed each year 

• “We believe that if a test’s utilization grows 
more than 10 percent, the laboratory 
should undertake a reasonable inquiry to 
ascertain the cause of such growth” 

• Increase in utilization caused by physician 
ignorance or misunderstanding not 
acceptable 
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Test Utilization Monitoring
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Medical Necessity & 
Test Utilization 
Monitoring
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Page 45081

Reliance on Standing Orders 

• Have led too often to abusive practices

• Compliance program requires the lab to 
periodically monitor standing orders

• Fixed term of validity and must be renewed at 
their expiration
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Medical Necessity and Enforcement Actions

• Reference laboratory and its owners and officers entered into a settlement agreement to 
pay more than $1.2 million to resolve allegations that they submitted false and 
fraudulent claims for medically unnecessary urine drug tests.  Lab accepted tests from 
sober homes for “residential monitoring” and submitted claims for “medically 
unnecessary duplicative urine drug testing”.

• “[Lab] routinely performed more expensive CBC with WBC differential tests when, in fact, 
medical providers had ordered less expensive CBC with no WBC differential tests and 
then billed federal healthcare programs for the more expensive and medically 
unnecessary tests.” 

https://www.justice.gov/usao-ct/pr/connecticut-lab-its-owners-and-officers-pay-more-12-million-settle-false-claims-act
https://www.justice.gov/usao-ct/pr/connecticut-lab-its-owners-and-officers-pay-more-12-million-settle-false-claims-act
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Key Takeaways

Understand 
your payors 

and the 
policies 

Best 
practice: 
self-audit 

and monitor 

Review your 
policies and 
procedures

Review your 
process and 

offerings

44
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Questions?

Andrew Fletcher, MD, MBA, 
CPE, CHCQM, FCAP
Eutilogic
Andrew.fletcher@eutilogic.com 

Danielle H. Tangorre, Esq 
(JD/MS)
Partner, Robinson + Cole
dtangorre@rc.com 

mailto:Andrew.fletcher@eutilogic.com
mailto:dtangorre@rc.com
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