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* Over half of Part Bprocedure codes were subject to an LCD1n one or
more States.

* The presence ofthese LCDs was unrelated to the cost and utilization of
items and services.

* LCDs Iimited coverage for these items and services differently across
States.

* [CDs also defined similar clinical topics mconsistently.

* Finally, CMS has taken steps to increase consistency among L.CDs, but 1t

lacks a plan to evaluate new LCDs for national coverage as called for by
the MMA.



Department of Health and Human Services

OFFICE OF
INSPECTOR GENERAL

MEDICARE IMPROPERLY PAID

PHYSICIANS FOR EPIDURAL
STEROID INJECTION SESSIONS

Inguiries about this report may be addvessed to the Office of Public Affairs at

Public. Affairsigioig. ihs. gov.

Amy J. Frontz
Deputy Inspector General
for Audit Services

&,

§ {C

H March 2023
%&h A-07-21-00618




Wt the study fand. .

* Medicare did not always pay physicians for epidural steroid injection sessions
in accordance with Medicare requirements.

* Medicare improperly paid physicians $3.6 million on behalfofbeneficiaries who
received more epidural steroid mjection sessions than were permitted by the
coverage limitations in the applicable LCDs.

* These improper payments occurred because neither the Centers for Medicare &
Medicaid Service's (CMS's) oversight nor the MACs' oversight was adequate to
prevent or detect improper payments for epidural steroid injection sessions.

* After our audit period, all 12 MACjurisdictions updated their LCDs with revised
coverage limitations that were specific to epidural steroid mjections.
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Under the FCA a person is deemed to have acted “knowingly” when the person “acts in deliberate ignorance ofthe truth or falsity ofthe information; or acts in

reckless disregard ofthe truth or falsity ofthe information.”

.+ 31US.C. §3729(b).

As the Ninth Circuit has pointed out, the FCAknowledge standard does not extend to honest mistakes, but only to “lies.” “Claims are not “false’under the FCAunless
theyare furnished in violation of some controlling rule, regulation or standard”.
s See, e.g., United States exrel Local 342 v. Caputo Co.,321 F.3d 926, 933 (9th Cir.2003); United States v. Southland Mgmt. Corp., 326 F.3d 669, 674-75 (5th Cir.2003)
(“[W]hether a claim is valid depends on the contract, regulation, or statute that supposedly warrants it.

It is only those claims for money or property to which a Defendant is not entitled that are “false’ for purposes ofthe False Claims Act”) (citation omitted) (en banc);

» United States exrel. Hochman v. Nackman, 145 F.3d 1069, 1073-74 (9th Cir.1998) (no falsity when Defendants' acts conformed with Veteran Administration
payment guidelines);

» United States exrel. Lindenthalv. Gen. Dynamics Corp., 61 F.3d 1402, 1412 (9th Cir.1995) (whistleblower's FCAclaims for payment based on work that satisfied
contractual obligations “could not have been ‘“false or fraudulent’ within the meaning ofthe [False Claims Act]”);

* United States exrel. Glass v. Medtronic, Inc., 957 F.2d 605, 608 (8th Cir.1992) (a statement cannot be “false” or “fraudulent” under FCAwhen the statement is
consistent with regulations governing program).

*  Additionally, a Defendant does not knowingly submit false claims when he follows Government istructions regarding the claims. See United States exrel. Butler v.
Hughes Helicopters, Inc., 71 F.3d 321 (9th Cir. 1995); Wang v. FMC Corp., 975 F.2d 1412, 1421 (9th Cir. 1992).
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 Ifhistory has taught us anything is that we cannot ignore prior services just because guidelines
have changed (e.g., 1995 and 1997 EMGuidelines)

* Aspart ofthe organization’s compliance efforts, include audits of prior years’ services to
ensure compliance and that, in the event you are the subject ofa government
audit/investigation, your documentation will support what was billed and paid.

* Ensure that if your provider’s billed based on time that counseling and/or coordination of
care dominates greater than 50% ofthe encounter.

* Regardless ofthe level(s) of service your providers are billing, you should be using a bell
curve tool/ coding analyzer (i.e., Compliance Risk Analyzer) to understand coding
behavior. It is critical to do your own data mining to identify outliers or aberrant coding
patterns.
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OIG, CMS and Commercial Payer Areas of Focus;
« Evaluation and Management Services
« Telehealth and Telefraud
« Medically Unbelievable Day
«  Amniotic Fluid for MSK
. Medical Necessity
« Strict Liability Situations

« Cloning and Clinical Plagiarism
. Infusion Services

« Evaluation and Management Services
and Application of 25 modifier

Incident-to &Split Shared Services
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* Medical Necessity as it relates to coding —30.6.1 — Evaluation and Management Services —

Medical Necessity is the overarching criteria in addition to the individual elements ofthe
CPT Codes

* History

Medical Necessity and how we use it to determine the level of intensity for an
encounter

Chief Complaint
History — Focus on the History of Present Illness / the history should be clinically
relevant

Exam —1It needs to be clinically relevant

Medical-Decision Making — This was changed in 2021. Expect further guidance from the
MACs and CMS in the coming months.
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“Medically Necessary” or “Medical Necessity” shall mean health care services that a physician, exercising
prudent clinical judgment, would provide to a patient for the purpose of preventing, evaluating,
diagnosing or treating an illness, injury, disease or its symptoms, and that are: a) i accordance with
generally accepted standards ofmedical practice;b) clinically appropriate, in terms oftype, frequency,
extent, site and duration, and considered effective for the patient's illness, injury or disease; and c) not
primarily for the convenience ofthe patient, physician or other health care provider, and not more costly
than an alternative service or sequence of services at least as likely to produce equivalent therapeutic or
diagnostic results as to the diagnosis or treatment ofthat patient's illness, injury or disease.

“Generally accepted standards ofmedical practice ”means standards that are based on credible scientific
evidence published in peer-reviewed medical literature generally recognized by the relevant medical
community or otherwise consistent with the standards set forth in policy issues involving clinical judgment.
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Kentucky’s Medicaid rule regarding authentication of medical records and timing requirements. 907 Kentucky Administrative Regulations
(KAR) 1:102 §2(4)(b)2 states: “The individual who provided the service shall date and sign the health record within seventy-two (72) hours from
the date that the individual provided the service.” Kentucky implemented this rule effective on July 6, 2015.

Alaska 72 Hour Contemporaneous Documentation FAQs

* Ql.Please clarify the 72 hour requirement for documentation of'services; is this a straight 72 hours or is its 72 business hours. The 72
hour requirement applies to the initial documentation of services. The regulation states 72 hours from the end date of'service. This is a
straight 72 hours from the end ofdate of'service.

* Anexample is the date of service is June 15, 2018, the 72 hour clock starts at 12:00 am June 16,2018 and is to be documented by
11:59 pm June 18, 2018.

* Q2. What about weekends and holidays? The 72 hour requirement does not allow an extension for weekends and holidays.
* Noridian - Q3. After a service has been rendered, what amount oftime is acceptable to Medicare for the doctor to sign the notes?

* A3.In most cases, Noridian expects that the notes are signed at the time services are rendered. Further delays mayrequire an
explanation. See CMS Internet Only Manual (IOM), Publication 100-08, Medicare Program Integrity Manual, Section 3.3.2.5
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FCSOmemo (see pages 3-6), followed by practical compliance tips that apply to each issue raised.

*  Medicare Comment No. 1
*  “Medicare expects the documentation to be generated at the time ofservice or shortly thereafier. Delayed entries within a reasonable time fiame (24 to 48 hours) are
acceptable for purposes of clarification, error correction, the addition of information not initially available, and if certain unusual circumstances prevented the generation
ofthe note at the time ofservice.”

«  Medicare Comment No. 2

*  “The medicalrecord cannot be altered. Errors must be legibly corrected so that the reviewer can draw an iference as to their origin. These corrections or additions must
be dated, preferably timed, and legibly signed or mitialed.”

*  Medicare Comment No. 3
*  “Everynote must stand alone, i.e., the performed services must be documented at the outset. Delayed written explanations will be considered. They serve for clarification

onlyand cannot be used to add and authenticate services billed and not documented at the time of service or to retrospectively substantiate medicalnecessity. For that,
the medicalrecord must stand on 1ts own with the original entry corroborating that the service was rendered and was medicallynecessary.”

¢  Medicare Comment No. 5

*  “Documentation is considered cloned when each entry in the medicalrecord for a patient is worded exactly alike or similar to the previous entries. Cloning also occurs
when medical documentation is exactly the same from patient to patient. It would not be expected that every patient had the exact same problem, symptoms, and
required the exact same treatment.”

*  “doned documentation does not meet medical necessity requirements for coverage ofservices rendered due to the lack of specific, individual informa tion. All
documentation in the medicalrecord must be specific to the patient and her/his situation at the time ofthe encounter. Cloning of documentation is considered a
misrepresentation of the medical necessity requirement for coverage of services. Identification ofthis type of documentation will lead to denial of services for lack of
medicalnecessity and recoupment ofall overpayments made.”


http://medicare.fcso.com/Publications_B/2006/141067.pdf

The word 'cloning' refers to documentation that is worded exactly like previous entries. This may also be referred to as
'cut and paste', copy and paste, or 'carried forward.' Cloned documentation may be handwritten, but generally occurs
when using a preprinted template or a Promoting Interoperability (PI) Programs electronic record.

Promoting Interoperability (PI) Programs electronic records replace traditional paper medical records with
computerized record keeping to document and store patient health information. EHRs may include patient
demographics, progress notes, medications, medical history, and clinical test results from any health care encounter.

While these methods ofdocumenting are acceptable, it would not be expected the same patient had the same exact
problem, symptoms, and required the exact same treatment or the same patient had the same problem/situation on
every encounter. Authorship and documentation in an EHR must be authentic.

Cloned documentation does not meet medical necessity requirements for coverage of services. Identification ofthis
type of documentation will lead to denial of services for lack of medical necessity and recoupment ofall overpayments
made.

Over-documentation is the practice of inserting false or irrelevant documentation to create the appearance of support
for billing higher level services. Some PI Programs technologies auto-populate fields when using templates built into
the system. Other systems generate extensive documentation on the basis ofa single click ofa checkbox, which ifnot
appropriately edited by the provider may be inaccurate.
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Establishing and following a compliance program will help physicians avoid
fraudulent activities and ensure that theyare submitting true and accurate claims.

Core Elements ofa Compliance Program
e Conduct mternal monitoring and auditing.
* Implement compliance and practice standards.
* Designate a compliance officer or contact.
* Conduct appropriate traming and education.
* Respond appropriately to detected offenses and develop corrective action.
* Develop open lines of communication with employees.

* Enforce disciplinary standards through well-publicized guidelnes.

« With the passage ofthe Patient Protection and Affordable Care Act 02010, physicians who treat
Medicare and Medicaid beneficiaries will be required to establish a compliance program.




ont Blieve M!

’i\ U.S. Department of Health and Human Services _ a e
@ Office of Inspector General -

About 0IG v Reports v Fraud v~ Compliance v Exclusions v Newsroom v Careers v COVID-19 Portal

Home : Compliance » ARoadmap for Mew Physicians » Compliance Programs for Physicians

A Roadmap for New Compliance Programs for

Physicians

Introduction PhySiCianS

Fraud & Abuse Laws Establishing and following a compliance program will help physicians avoid fraudulent activities and

- . . ensure that they are submitting true and accurate claims. The following seven components provide a
I. Physician Relationships . . ) Z ) )
solid basis upon which a physician practice can create a voluntary compliance program:

With Payers
Il. Physician Relationships For more information on compliance programs for physicians, see OIG's Compliance Program
With Fellow Providers: Guidance for Individual and Small Group Physician Practices
Physicians, Hospitals,
Nursing Homes, Etc. * Conduct internal monitering and auditing.
. * Implement compliance and practice standards.
I1I. Physician
Relationships With * Designate a compliance officer or contact.
Vendors * Conduct appropriate training and education.

Compliance Programs * Respond appropriately to detected offenses and develop corrective action.
for Physicians » Develop open lines of communication with employees.

Where To Go for Help ¢ Enforce disciplinary standards through well-publicized guidelines.

What To Do If You Think With the passage of the Patient Protection and Affordable Care Act of 2010, physicians who treat
You Have a Problem Medicare and Medicaid beneficiaries will be required to establish a compliance program.

About the Booklet
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by physician practices. The guidance
should not be viewed as mandatory or
as an all-inclusive discussion of the
advisable components of a compliance
program. Rather, the document is
intended to present guidance to assist
physician practices that voluntarily
choose to develop a compliance
program.

Office of Inspector General’'s
Compliance Program Guidance for
Individual and Small Group Physician
Practices

I. Introduction

This compliance program guidance is
intended to assist individual and small
group physician practices (*‘physician
practices’) ! in developing a voluntary
compliance program that promotes
adherence to statutes and regulations
applicable to the Federal health care
programs (‘““Federal health care program
requirements’’). The goal of voluntary
compliance programs is to provide a
tool to strengthen the efforts of health
care providers to prevent and reduce
improper conduct. These programs can
also benefit physician practices2 by
helping to streamline business
operations.

Many phvsicians have expressed an
interest in better protecting their
practices from the potential for
erroneous or fraudulent conduct
through the implementation of
voluntary compliance programs. The
Office of Inspector General (OIG)
believes that the great majority of
physicians are honest and share our goal
of protecting the integrity of Medicare

AarmA Athoars Tadanal haalih Aasa sreooensan

program. While this document presents
basic procedural and structural
guidance for designing a voluntary
compliance program, it is not in and of
itself a compliance program. Indeed. as
recognized by the OIG and the health
care industry, there is no “one size fits
all” compliance program, especially for
physician practices. Rather, it is a set of
guidelines that physician practices can
consider if they choose to develop and
implement a compliance program.

As with the OIG’s previous
guidance, ? these guidelines are not
mandatory. Nor do they represent an all-
inclusive document containing all
components of a compliance program.
Other OIG outreach efforts, as well as
other Federal agency efforts to promote
compliance,* can also be used in
developing a compliance program.
However, as explained later, if a
physician practice adopts a voluntary
and active compliance program, it may
well lead to benefits for the physician
practice.

A. Scope of the Voluntary Compliance
Frogram Guidance

This guidance focuses on voluntary
compliance measures related to claims
submitted to the Federal health care
programs. Issues related to private payor
claims may also be covered by a
compliance plan if the physician
practice so desires.

The guidance is also limited in scope
by focusing on the development of
voluntary compliance programs for
individual and small group physician
practices. The difference between a
small practice and a large practice

Lo Mer W L_. s aro_ -

was to provide guidance to those
physician practices whose financial or
staffing resources would not allow them
to implement a full scale, institutionally
structured compliance program as set
forth in the Third Party Medical Billing
Guidance or other previously released
OIG guidance. A compliance program
can be an important tool for physician
practices of all sizes and does not have
to be costly, resource-intensive or time-
intensive.

B. Benefits of a Voluntary Compliance
Program

The OIG acknowledges that patient
care is, and should be, the first priority
of a physician practice. However, a
practice’s focus on patient care can be
enhanced by the adoption of a voluntary
compliance program. For example, the
increased accuracy of documentation
that may result from a compliance
program will actually assist in
enhancing patient care. The OIG
believes that physician practices can
realize numerous other benefits by
implementing a compliance program. A
well-designed compliance program can:

» Speed and optimize proper
payvment of claims;

» Minimize billing mistakes;

* Reduce the chances that an audit
will be conducted by HCFA or the OIG;
and

+ Avoid conflicts with the self-
referral and anti-kickback statutes.
The incorporation of compliance

measures into a physician practice
should not be at the expense of patient
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Section 6401(a)(7) ofthe Act requires providers and suppliers enrolled in federal healthcare programs to
create and maintain compliance programs as a condition oftheir continued participation.

* This Section directs the Department of Health and Human Services (HHS), in consultation with the
HHS Office of Inspector General (HHS-OIG) to establish the “core elements” of such programs
through regulation and to determine the timeline for implementing compliance programs.

* Further, the Act empowers HHS to disenroll non-compliant providers and suppliers and/or to

Impose civilmonetary penalties or other Immediate sanctions.
» The Act requires screening before providers or suppliers can participate in Medicare.

» HHS has the authority to establish such screening procedures which shall include state licensure

checks, criminal background checks, fingerprinting, unscheduled and unannounced site Visits,
database checks and other such screening as HHS deems appropriate
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* The Act amends 18 U.S.C. 1347 (criminal healthcare fraud) to elimmate any
requirement that the defendant have “actual knowledge” ofthe healthcare
fraud statute or specific intent to violate it.

* Sources slides 6-10
* Patient Protection and Affordable Care Act 02010, H.R. 3590, March 23, 2010.
* H.R. 3590, Sec. 6401 (a)(7).
* H.R 3590, Sec. 6401 (a)(7).
* H.R. 3590, Sec. 6401 (a)(7).
* http://oig.hhs.gov/fraud/complianceguidance.asp
e 2009 United States Sentencing Commission Guidelines Manual, §8B2.1 Effective Compliance and Ethics Program (2009).
* H.R. 3590, Sec. 6401 (a).
* H.R 3590, Sec. 10104().
* H.R 3590, Sec. 10104().
* H.R 3590, Sec. 10104().
* H.R. 3590, Sec. 10606.
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