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GENERAL COMPLIANCE
PROGRAM GUIDANCE




Timeline

Compliance Program Guidance
for Clinical Laboratories issued

Aug. 24, 1998
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April 20, 2025

Practical Guidance for Health
Care Governing Boards on
Compliance Oversight

Overhaul: General Compliance
Program Guidance

Nov. 6, 2023

Nov. 20, 2024

Nursing Facility ICPG issued

Clinical Laboratory ICPG
expected

2025?




Patient information
Medical Number:

information

Marital status:

Date of admission:

Date of record:

Complainer of history:

mplaint

iliness

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.




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.
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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.




General ICPG
— Whatis 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




Compliance Programs: DOJ’s Expectations

* Justice Manual
* 9-28.800 - Corporate Compliance Programs

The adequacy of a corporation’s compliance program, including its corporate culture, however,
can have a direct and significant impact on the terms of any resolution with the Department.
Prosecutors should evaluate a corporate compliance program as a factor in determining, inter
alia, whether to charge the corporation, the terms of a corporate resolution, and the need for an
iIndependent compliance monitor. Prosecutors should evaluate the corporation’s commitment to
fostering a strong culture of compliance at all levels of the company. For example, as part of this
evaluation, prosecutors should consider how the company has incentivized employee, executive,
and director behavior, including through employee discipline, treatment of internal complaints of
wrongdoing, and compensation plans, as part of its efforts to create an ethical and well-
resourced compliance culture and organization.
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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.




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.




ED DYSPNEA (ASTHMA, COPD, PNA) ORDERS
Page 1of4

Form No. EB-1012 Date:

DIAGNOSTIC TESTS:
Cardiology:
O EKG STAT and then every 3 hours X 2
W EKG STAT
B EKG Timed every 3 hours for 6 hours
Laboratory:
O ABG STAT
O BASIC METABOLIC PANEL STAT
O BLOOD CULTURE X 2 from 2 different sites STAT
W BLOOD CULTURE, STAT
O rd er S etS W ELOOD CULTURE, Timed different site
O BRAIN NATRIURETIC PEPTIDE (ENP) STAT
O CBC W DIFF STAT
O CBC WO DIFF STAT
O COMPREHENSIVE METABOLIC PANEL STAT
O CULTURE, RESPIRATORY (includes Gram Stain)
O D DIMER STAT
L DIGOXIN LEVEL STAT (if on DIGOXIN)
O HEPATIC FUNCTION PANEL (LFT) STAT
O LACTIC ACID (LACTATE) BLOOD STAT
QO PT/INR STAT
QI PTT STAT
L1 Troponin STAT in ED and then every 3 hours X 2
B STAT Troponin and Serum Troponin STAT and then every 3 hours X 2
B Perform: iSTAT Troponin STAT
B Troponin STAT
B Troponin Timed every 3 hours for 6 hours
When iSTAT Troponin is the only test needed:
L Perfarm: ISTAT Troponim STAT
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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
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Requisitions
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PANEL DESCRIPTION
Any of the tasts listed in les! combinalionsipanals may be ordered individually.

100 CARDIAC RISK PANEL WE- Vitaimin B Deficlency **B04 ALLERAGY CARE PROFILE
Wilamin B12
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Panels
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Witamin B2
Witamin B3
Witamin BS
Witamin BS
Witarmin B1
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Panels
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399 FEMALE WEIGHT
LOSS PANEL

Estradiol

Progesterone

TSH

Free T4

Free T3

Total Testosterone
DHEASO4

Glucose

Triglycerides

Total Cholesterol

LDL (low-density lipoprotein)
HDL (high-density lipoprotein)
C-reactive Protein

Liver Function

Kidney Function
Complete Blood Cell Counts
Homocysteine

Hepatitis C

Urinalysis Complete

400 MALE WEIGHT
'LOSS PANEL

Total Testosterone
Estradiol

DHEASO4

TSH

Free T4

Free T3

Glucose

Triglycerides

Total Cholesterol

LDL (low-density lipoprotein)
HDL (high-density lipoprotein)
C-reactive Protein

Liver Function

Kidney Function
Complete Blood Cell Counts
PSA (prostate-specific antigen)
Homocysteine

Hepatitis C

Urinalysis Complete




Physician Ordering Behavior
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Physician Ordering Behavior

Test Valume
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Physician Ordering Behavior (LCD
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Physician Ordering Behavior

Medicare Local Coverage Determination Policy

Coverage Policy

L37535: Vitamin D Assay Testing
CPT: 82306, 82652

Revision Effective Date: 10/01/2021

Coverage Indications, Limitations, and/or Medical Necessity

Hypovitaminosis D may result from inadequate intake, insufficient sunlight, malabsorption, liver, kidney and genetic disease. It
results in the inadequate mineralization of bone. The CDC reported approximately 300,000 hip fractures, 60,000 fall-related
deaths and 33 billion dollars in health care expenditures in 2014. This LCD identifies the indications and limitations of Medicare
coverage for Vitamin D; 25 hydroxy and Vitamin D; 1, 25 dihydroxy laboratory assays in the medical management of patients.

Limitations

e Both assays of vitamin D need not be performed for each of the above conditions.
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Physician Ordering Behavior (LCD
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Physician Ordering Behavior

Medicare National Coverage Determinations (NCD)
c M S Coding Policy Manual and Change Report (ICD-10-CM)

190.29 - Tumor Antigen by Immunoassay CA 15-3/CA 27.29

Description

Immunoassay determinations of the serum levels of certain proteins or carbohydrates serve as
tumor markers. When elevated, serum concentration of markers may reflect tumor size & grade.
This policy specifically addresses the following tumor antigens: CA 15-3 and CA 27.29

Indications

Multiple tumor markers are available for monitoring the response of certain malignancies to
therapy and assessing whether a residual tumor exists post-surgical therapy. CA 15-3 is often
medically necessary to aid in the management of patients with breast cancer. Serial testing must
be used in conjunction with other clinical methods for monitoring breast cancer. For monitoring, if
medically necessary, use consistently either CA 15-3 or CA 27.29, not both. CA 27.29 is
equivalent to CA 15-3 in its usage in management of patients with breast cancer.
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CRITICALVALUES

News for the Entire Laboratory Team

_ HOME ABOUT NEWS ~ ARCHIVE ~ ASCP Q

https://criticalvalues.org/news/item/2023/0
1/05/office-of-inspector-general-laboratory-
stewardship-is-mandatory

" | I
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OFFICE OF INSPECTOR GENERAL:

Laboratory Stewardship

is Mandatory

By Andrew Fletcher, MD, MBA, CPE, CHCQM
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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.




27

Risk Assessments, Auditing and Monitoring

fFa o=| 0z

RISK — MONITOR
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Risk Assessment

OIG Voluntary Compliance
Guidance

program and should be conducted at least annually.

@Tip Entities that want to conduct compliance risk assessments more
often should ensure that they dedicate the necessary time and
resources for each compliance risk assessment they perform
during the year.

A formal compliance risk assessment process should pull information about risks from a variety
of external and internal sources, evaluate and prioritize them, and then decide which risks to
address and how to address them. The Compliance Committee should be responsible for
conducting and implementing the compliance risk assessment. The Compliance Committee
coordinate to conduct a joint risk assessment to maximize the use of entity resources and
reduce the number and potential redundancy of such assessments. With this information, the
Compliance Committee can work with the compliance officer to prioritize resources and
develop the compliance work plan, including audits and monitoring of identified risks based on
priority. (Some entity functions, such as audit, may need to perform additional risk
assessments to satisfy other requirements, such as fulfilling federal grant, contract, and other
award obligations under 45 CFR § 75.303, for example.)

© 2025 Cardinal Health. All Rights Reserved.

CIA Example
Requirement

F. Risk Assessment and Internal Review Process. Within 90 days after the Effective
Date, e hall develop and implement a centrahized annual risk assessment and internal
review process to identify and address the Anti-Kickback Statute and Stark Law risks associated
with Arrangements and s participation in the Federal health care programs, including
but not limited to the nisks associated with the submission of claims for items and services
furnished to Medicare and Medicaid program beneficiaries. The Compliance Committee shall be
responsible for implementation and oversight of the nisk assessment and intemal review process.

13

Corpovase Integrity Agreement

The risk assessment and interal review process shall be conducted at keast annually and shall
require Sulo: (1) identify and priontize nisks; (2) develop work plans or audit plans (as
appropriate) related to the identified risk areas; (3) implement the work plans and audit plans; (4)
develop corrective action plans in response to the results of any intemnal audits performed; and
(5) track the implementation of the work plans and any corrective action plans and assess the
cffectiveness of such plans.
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Know and
Understand Your Data
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57

Entities should consider using data analytics, i.e., analyzing its data, to
identify compliance risk areas. All entities, regardless of size, should
have access to the data they generate, either directly or through a third
party, such as a billing contractor. Data analytics efforts may range from
simple to complex depending on an entity’'s volume of data as well as the
entity’s data analytics capabilities and resources.

All entities should be able to compare standard metrics of their health care operations
internally to determine whether there are any outliers in any particular area of focus. Entities
may use commonly available spreadsheet software to analyze their data. Other software
programs that entities already use, such as billing software and electronic health records, may
also have components that allow entities to analyze the data they contain. Larger entities or
those with more capabilities or resources should run more sophisticated data analytics
processes to assess any compliance risks presented by their operations. Analyzing data allows
entities to identify possible risk areas by highlighting outliers or other data trends indicating
potential noncompliance.

Between compliance risk assessments, the compliance officer should continue to scan for
unidentified or new risks, by, for example, monitoring for legal and regulatory changes,
enforcement actions and 0IG work plan developments, and new entity acquisitions,
strategies, or initiatives, and evaluating audits and investigation results. When the
compliance officer or the Compliance Committee identifies a new risk, the risk should be
assessed with the same methods used in the compliance risk assessment. Based on this
information, the Compliance Committee can decide whether and how to address the newly
identified risk.




RAT-STATS - Statistical
Software

REFERENCED IN VOLUNTARY ICPG

“ASSISTS THE USER IN SELECTING RANDOM SAMPLES AND
ESTIMATING IMPROPER PAYMENTS.”
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December 2024 | OEI-09-24-00350

Total Medicare Part B Spending
on Lab Tests Decreased in 2023,
Driven in Part by Less Spending on

COVID-19 Tests

Medicare Part B spent $8.0 billion on lab tests in 2023, a 5.4 percent decrease from 2022. Over the
last 10 years, lab test spending showed growth between 2014 and 2021, with peak spending during the
COVID-19 public health emergency.

L}
2018
Mew payrment rates $9.38 .
take effect R e SN
P Y 8.4B
ey A . $8.08
. iy » $7.68 37.78
$7.08 $7.08 $6.88 §7.18
COVID-19 puiblic health
o iy
2014 2015 2016 2017 2018 2019 2020 2021 2022 2023
Saurce: OKs anal ¥SIS of 2014-2023 Medicare Part B claims data, 2024. On Jar uary 31, 2020, the Secretary of Health and Human

Semvices declared COVID-1% a public health emergency. The COVID-19 public health emergency declaration expired on May 11, 2023

Total Medicare Part B Laboratory Spending by Category

After peaking in 2021, Medicare Part B spending on COVID-19 tests continued to decline, showing
a sharp drop in spending in 2023. Chemistry and other tests, such as blood tests and drug tests, have
accounted for the largest share of Medicare Part B's total spending on lab tests consistently since 2018
when new payment rates went into effect* In addition, total spending on genetic tests has fluctuated
over the last 5 years_

m m m s17s [0 s7som ReVLEE
= t Il o
$5.38

Chemistry
$6.68 $6.2B 4538  and other
$5.58 $5.38 e
2018 2019 2020 2021 2022 2023
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OlG Report Cont.
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op 25 Lab Tests by Medicare Part B Spending
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Test Description (Procedure Code)

Bood tmt. comprebenave group of blood chemicaly (30051 )
Blood et Ipay icholestencd and trighycenides) (30061

Bood text. thyoud stimulating hormone (TSM) (B4443)
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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
marketing?

© 2025 Cardinal Health. All Rights Reserved.

2. Auditing and Monitoring

The Compliance Committee should include in the
compliance work plan a schedule of audits to be

conducted based on risks identified by the annual
risk assessment. The Compliance Committee also

should ensure that the compliance officer has the

capacity to perform or oversee additional audits based on risks identified throughout the year,
for example, as part of an investigation into an overpayment that uncovers a potential systemic
issue. The audits may be conducted by internal or external auditors who have expertise in

Federal and State health care statutes, regulations, and Federal health care program
requirements.

@Tip Medicare requires, as a condition of payment, that items and
services be medically reasonable and necessary. Therefore,

entities should ensure that any claims reviews and audits include
a review of the medical necessity of the item or service by an
appropriately credentialed clinician. Entities that do not include
clinical review of medical necessity in their claims audits may fail
to identify important compliance concerns relating to medical
necessity.




Do you currently monitor your
tests on a periodic basis to
review medical necessity and
test utilization?

* Yes
°* No
* Not sure
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* 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?




Healthcare Fraud — * Clinical decision making. (a) Does the arrangement or

Considerations for practice have the potential to interfere with, or skew,
clinical decision making? (b) Does the arrangement or

Test Utilization 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”

e 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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4507 Federal Register/Vol. 63, No. 163/Monday, August 24, 1998/Notices

Written comments and
recommendations concerning the
proposed information collection should
be sent within 30 days of this notice to:
Laura Oliven, Human Resources and
Housing Branch, Office of Management
and Budget, New Executive Office
Building, Room 10235, Washington,
D.C. 20503.

Dated: August 17, 1998
Jane Harrison,

Director, Division of Policy Review and
Coordination.

[FR Doc. 98-22575 Filed 8-21-98; 8:45 am|
BILLING CODE 4160-15-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Health Resources and Services
Administration

Advisory Council; Notice of Meeting

In accordance with section 10()(2) of
the Federal Advisory Committee Act
(Pub. L. 92-463), announcement is
made of the following National
Advisory body scheduled to meet
during the month of September 1998.

Name: National Advisory Council on the
National Health Service Corps (NHSC)

Date and Time: September 9, 1998; 6:00
p.m.—9:00 p.m.; September 10-12, 1998; 9:00
2m.-5:00 p.m.; September 13, 1998; 8:00
am.—11:00 a.m.

Place: Sheraton National Hotel, 900 South
Orme Street, Arlington, VA 22204, (703) 521—
1900.

The meeting is open to the public.

Agenda: Items will include, but not be
limited to: In preparation for the year 2000
reauthorization the National Advisory
Council has developed a draft position paper,
“The National Health Service Corps for the
21st Century.” Reactions, suggestions and
eriticisms to this paper will be heard from
public and private partners and other
interested organizations on September 10-12.
Copies of the draft paper will be available at
the meeting. Other agenda items include
updates on the NHSC program.

For further information, call Ms. Eve
Morrow at (301) 594-4144.

Agenda items are subject to change as
priorities dictate.

Dated: August 17, 1998
Jane M. Harrison,

Director, Division of Policy Review and
Coordination.

[FR Doc. 98-22574 Filed 8-21-98; 8:45 am]
BILLING CODE 4160-5-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Health Resources and Services
Administration

Advisory Council; Notice of Meeting

In accordance with section 10(a) (2) of
the Federal Advisory Committee Act
(Pub. L. 92-463), announcement is
made of the following National
Advisory body scheduled to meet
during the month of September 1998,

Name: National Advisory Committee on
Rural Health.

Date and Time: September 13, 1998: 5:00
30 p.m.: September 14-15, 1998; 8:30
am.-5:00 p.m.: September 16, 1998; 8:30
pm-1130am

Place: Holiday Inn, Georgetown, 2101
Wisconsin Avenue, Washington, DC 20007,
Phone: (202) 338-4600, FAX: (202) 333—
6113.

‘The meeting is open to the public.

Agenda: A special session will be
conducted on Sunday, September 13, for
orientation of new members who were just
appointed. Monday will include a panel
discussion of “Rural Researchers’ Access to
National Health Survey Data,"” a presentation
and discussion of the new guidelines for
designating HPSAs, and a report on “Critical
Access Hospitals.” Tuesday will include
legislative, telehealth, and regulatory
updates. A presentation and discussion on
the “National Bipartisan Commission on the
Future of Medicare” will be followed by a
discussion of Department interests and
priorities for FY 1999. Agenda items are
subject to change as priorities dictate.

Anyone requiring information regarding
the subject Committee should contact Ms.
Arlene A. Granderson, Office, or Rural Health
Policy, Health Resources and Services
Administration, Room 9-05, Parklawn
Building, Rockville, Maryland 20857;
telephone (301) 443-0835, FAX (301) 443
2803. Persons interested in attending any
portion of the meeting or having questions
regarding the meeting should contact M
Arlene Granderson or Ms. Lilly Smetana,
Office of Rural Health Policy, Health

ACTION: Notice.

SUMMARY: This Federal Register notice
sets forth the OIG's recently-issued
Compliance Program Guidance for
Clinical Laboratories. The OIG had
previously developed and published a
‘model compliance plan for the clinical
laboratory industry on March 3, 1997.
This Compliance Program Guidance for
Clinical Laboratories is intended to be
more consistent with compliance
program guidances issued by the OIG
with respect to the hospital industry
and to home health agencies, and serves
to clarify various aspects of the original
model plan. As with previously-issued
compliance program guidances, we
believe that the development of this
guidance for clinical laboratories will
continue as a positive step towards
promoting a higher level of ethical and
lawful conduct throughout the entire
health care community.

FOR FURTHER INFORMATION CONTACT:
Christine Saxonis, Office of Counsel to
the Inspector General, (202) 619-2078.
SUPPLEMENTARY INFORMATION: As part of
a major initiative to engage the private
health care community in combatin
fraud and abuse, the OIG developed and
published in the Federal Register a
‘model compliance plan for the clinical
laboratories (62 FR 9435; March 3,
1997). The compliance plan was
intended to provide clear guidance to
that aspect of the clinical laboratory
industry that was interested in reducing
fraud and abuse within their
organizations. Since that issuance, the
OIG has developed and issued specific
compliance program guidance for the
hospital industry and for home health
agencies.

‘This compliance program guidance is
intended to refine and build on the
original model guidance plan for
clinical laboratories. In developing an

Resources and Services
telephone (301) 443-0835

Dated: August 17, 1998
Jane M. Harrison,
Director, Division of Policy Review and
Coordination.
[FR Doc. 98-22576 Filed 8-21-98; 8:45 am]
BILLING CODE 4160-15-P

effective program, the OIG
has identified 7 fundamental elements.
They are:

« Tmplementing written policies,
procedures and standards of conduct;

« Designing a compliance officer and
compliance committee;

« Conducting effective training and
cducatinnv:

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Office of Inspector General

ping effective lines of
communication;

« Enforcing standards through well-
publicized disciplinary guidelines:

« Conducting internal monitoring and
auditing; and

of 0IG C
Program Guidance for Clinical
Laboratories

AGENCY: Office of Inspector General
(OIG), HHS.

. promptly to detected
offenses and developing corrective
action.

The development of this new
Compliance Program Guidance for
Clinical Laboratories has been enhanced




Test Utilization Monitoring

Test Volume by Hospital Location
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Medical Necessity &
Test Utilization
Monitoring

© 2025 Cardinal Health. All Rights Reserved.

L. Testing Monitoring

@D ;1! c:cate and maintain a report of all orders for Testing by Ordering
Providers (Testing Report). The Testing Report shall include at least the following information:
(a) specific type of testing ordered. (b) patient’s name. (c) Ordering Provider name (d) date the
testing was ordered. and (e) reason the testing was ordered (including relevant diagnosis code).
Order/requisition forms shall be modified to capture all information required for the Testing
Report.

On a monthly basis, the Compliance Officer shall review the Testing Report with the
Medical Director (Monthly Testing Review) to determine whether, by Ordering Provider: (a) the
entries contain the required information and (b) the Ordering Provider does not exhibit patterns
and practices that may be inconsistent with standards for the medical reasonableness and
necessity of the testing ordered. The Compliance Officer shall prepare a written summary of the
findings of each Monthly Testing Review that describes the methodology used to perform the
Monthly Testing Review and the results of the Monthly Testing Review.

On a quarterly basis, the Compliance Officer, Medical Director, and Compliance
Committee shall review the Testing Report to identify trends or outlier Ordering Providers for

further review (Quarterly Testing Review), including but not limited to: (a) providers whose
testing frequency, patterns, or practices appear to be beyond what is medically reasonable and

17

Corporate Integrity Agreement —
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45076 Federal Register/Vol. 63, No. 163/Monday, August 24, 1998/ Notices

Written comments and
recommendations concerning the
proposed information collection should
be sent within 30 days of this notice to:
Laura Oliven, Human Resources and
Housing Branch, Office of Management
and Budget, New Executive Office
Building, Room 10235, Washington,
D.C. 20503.

Dated: August 17, 1998.
Jane Harrison,

Director, Division of Policy Review and
Coordination.

[FR Doc. 98-22575 Filed 8-21-98; 8:45 am|
BILLING CODE 4160-15-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Health Resources and Services
Administration

Advisory Council; Notice of Meeting

In accordance with section 10(a)(2) of
the Federal Advisory Committee Act
(Pub. L. 92-463), announcement is
made of the following National
Advisory body scheduled to meet
during the month of September 1998.

Name: National Advisory Council on the
National Health Service Corps (NHSC)

Date and Time: September 9, 1998; 6:00
:00 p.m.; September 10-12, 1998; 9:00
00 p.m.; September 13, 1998; 8:00
am.—11:00 am

Place: Sheraton National Hotel, 900 South
Orme Street, Arlington, VA 22204, (703) 521-
1900.

The meeting is open to the public.

Agenda: Items will include, but not be
limited to: In preparation for the year 2000
reauthorization the National Advisory
Council has developed a draft position paper,
“The National Health Service Corps for the
21st Century.” Reactions, suggestions and
criticisms to this paper will be heard from
public and private partners and other
: q s

10-12.
Copies of the draft paper will be available at
the meeting. Other agenda items include
updates on the NHSC program.

For further information, call Ms. Eve
Morrow at (301) 594-4144.

Agenda items are subject to change as
priorities dictate.

Dated: August 17, 1998.
Jane M. Harrison,
Director, Division of Policy Review and
Coordination.
[FR Doc. 98-22574 Filed 8-21-98; 8:45 am|
BILLING CODE 4160-15-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Health Resources and Services
Administration

Advisory Council; Notice of Meeting

In accordance with section 10(a) (2) of
the Federal Advisory Committee Act
(Pub. L. 92-463), announcement is
made of the following National
Advisory body scheduled to meet
during the month of September 1998.

Name: National Advisory Committee on
Rural Health.

Date and Time: September 13, 1998; 5:00
p.m.—6:30 p.m.; September 14-15, 1998; 8:30
a.m.~5:00 p.m.; September 16, 1998; 8:30
p.m.—11:30 a.m.

Place: Holiday Inn, Georgetown, 2101
‘Wisconsin Avenue, Washington, DC 20007,
Phone: (202) 338-4600, FAX: (202) 333—
6113.

The meeting is open to the public

Agenda: A special session will be
conducted on Sunday, September 13, for
orientation of new members who were just
appointed. Monday will include a panel
discussion of *'Rural Researchers’ Access to
National Health Survey Data,"" a presentation
and discussion of the new guidelines for
designating HPSAs, and a report on “Critical
Access Hospitals.” Tuesday will include
legislative, telehealth, and regulatory
updates. A presentation and discussion on
the **National Bipartisan Commission on the
Future of Medicare” will be followed by a
discussion of Department interests and
priorities for FY 1999. Agenda items are
subject to change as priorities dictate.

Anyone requiring information regarding
the subject Committee should contact Ms.
Arlene A. Granderson, Office, or Rural Health
Policy, Health Resources and Services
Administration, Room 9-05, Parklawn
Building, Rockville, Maryland 20857;
telephone (301) 443-0835, FAX (301) 443-
2803. Persons interested in attending any
portion of the meeting or having questions
regiardmg the meeting should contact Ms.
Arlene Granderson or Ms. Lilly Smetana,
Office of Rural Health Policy, Health
Resources and Services Administration,
telephone (301) 443-0835.

Dated: August 17, 1998,

Jane M. Harrison,

Director, Division of Policy Review and
Coordination.

[FR Doc. 98-22576 Filed 8-21-98; 8:45 am]
BILLING CODE 4160-15-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Office of Inspector General
PL of 0IG C

Program Guidance for Clinical
Laboratories

AGENCY: Office of Inspector General
(OIG), HHS.

ACTION: Notice.

SUMMARY: This Federal Register notice
sets forth the OIG's recently-issued
Compliance Program Guidance for
Clinical Laboratories. The OIG had
previously developed and published a
model compliance plan for the clinical
laboratory industry on March 3, 1997.
This Compliance Program Guidance for
Clinical Laboratories is intended to be
more consistent with compliance
program guidances issued by the OIG
with respect to the hospital industry
and to home health agencies, and serves
to clarify various aspects of the original
model plan. As with previously-issued
compliance program guidances, we
believe that the development of this
guidance for clinical laboratories will
continue as a positive step towards
promoting a higher level of ethical and
lawful conduct throughout the entire
health care community.

FOR FURTHER INFORMATION CONTACT:
Christine Saxonis, Office of Counsel to
the Inspector General, (202) 619-2078.
SUPPLEMENTARY INFORMATION: As part of
a major initiative to engage the private
health care community in combating
fraud and abuse, the OIG developed and
published in the Federal Register a
model compliance plan for the clinical
laboratories (62 FR 9435: March 3,
1997). The compliance plan was
intended to provide clear guidance to
that aspect of the clinical laboratory
industry that was interested in reducing
fraud and abuse within their
organizations. Since that issuance, the
OIG has developed and issued specific
compliance program guidance for the
hospital industry and for home health
agencies.

This compliance program guidance is
intended to refine and build on the
original model guidance plan for
clinical laboratories. In developing an
effective compliance program, the OIG
has identified 7 fundamental elements.
They are:

® Implementing written policies,
procedures and standards of conduct;

« Designing a compliance officer and
compliance committee;

o Conducting effective training and
education;

« Developing effective lines of
communication;

» Enforcing standards through well-
publicized disciplinary guidelines;

» Conducting internal monitoring and
auditing; and

« Responding promptly to detected
offenses and developing corrective
action.

The development of this new
Compliance Program Guidance for
Clinical Laboratories has been enhanced

© 2025 Cardinal Health. All Rights Reserved.
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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




Our Offices Find Help Contact Us

Archives

Documents Internships FOIA Contact Information for Journalists

Justice.gov > Office of Public Affairs > News > Press Releases >_To Pay $22 Million To Settle Claims Involving
Medically Unnecessary Laboratory Tests and Fraudulent Billing Practices

o This is archived content from the U.S. Department of Justice website. The information here may be outdated and
links may no longer function. Please contact webmaster@usdoj.gov if you have any questions about the archive
site.

PRESS RELEASE

_to Pay $22 Million to Settle Claims

Involving Medically Unnecessary Laboratory Tests
and Fraudulent Billing Practices
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fiﬁ‘\ United States About EDWA = Find Help = Contact Us

"f Attorney’s Office

S casiom vistrictof Washington

About News U.S. Attorney Divisions + Civil Rights Programs -« Contact Us

Justice.gov > U.S. Attorneys > Eastern District of Washington > Press Releases >_grees To Pay $2.8

Million To Resolve Claims of Overbilling For Diagnostic Tests

PRESS RELEASE

B Clinic Agrees to Pay $2.8

Million to Resolve Claims of Overbilling for Diagnostic
Tests
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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”.

e “[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.”

43 © 2025 Cardinal Health. All Rights Reserved.


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
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Review your

policies and
procedures

Understand
your payors
and the

policies

practice:
self-audit
and monitor
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Questions?

Andrew Fletcher, MD, MBA,
CPE, CHCQM, FCAP

Eutilogic
Andrew.fletcher@eutilogic.com

© 2025 Cardinal Health. All Rights Reserved.

Danielle H. Tangorre, Esq
(JD/MS)

Partner, Robinson + Cole
dtangorre@rc.com
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