COMPLIANCE CONFERENCE
October 1-3, 2008 | Philadelphia, PA | Doubletree Hotel Philadelphia

RISK AREAS FOR PHYSICIANS

Laura E. Ellis, Senior Counsel
Office of Counsel to the Inspector General
Department of Health and Human Services

Health Care Compliance Association
6500 Barrie Road, Suite 250, Minneapolis, MN 55435
888-580-8373 | www.hcca-info.org

Risk Areas for Physicians
Introduction

Department of Health and Human Services
Office of Inspector General
&
the Federal Health Care Programs

« Who We Are
« What We Do
* Enforcement

e Compliance
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Risk Areas for Physicians
Introduction

Relationships with Referral Sources

* Drugs, Devices, & DME
e Hospitals
* Laboratories

* Physicians
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Risk Areas for Physicians
Introduction

Claims for Items and Services

» Coding and Billing

+ Documentation
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Risk Areas for Physicians
Introduction

Prevention, Remedies, and Resources:

Guidances

Advisory Opinions
Provider Self-Disclosure Protocol
The OIG Website
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Risk Areas for Physicians
Introduction

Some Applicable Laws:

* The False Claims Act

» The Anti-Kickback Act

« The Physician Self-Referral (Stark) Law
» The Civil Monetary Penalties Law

* The Exclusion Statute
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Risk Areas for Physicians
Relationships with Referral Sources

Some Questions to Think About:

* Why are we doing this?
* What is the other side really paying for?

* How will this affect our patients and their
payors?
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Risk Areas for Physicians
Relationships with Referral Sources

Why the OIG Cares:

Overutilization

Increased Program Costs

Corruption of medical decision-making

Unfair Competition
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Risk Areas for Physicians
Relationships with Referral Sources

Drug, Device, & DME

« Physician investments in device entities
— Manufacturers
— Group Purchasing Organizations (GPOs)
— Distributors
¢ Questions to Consider
— How are investors chosen and retained?
— What is the nature of the business structure?
— How is the venture financed?

— How are profits distributed?
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Risk Areas for Physicians
Relationships with Referral Sources

Drug, Device, & DME

+ Gifts and Gratuities
— Wining and Dining
— Travel Expenses
- Location
e Scope of expenses covered

e Paying for guests suspect

“Loaner” Equipment
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Risk Areas for Physicians
Relationships with Referral Sources

Drug, Device, & DME

« Free Samples
— Free samples not themselves a risk.

— Billing the Federal health care programs for free samples is
illegal.

— Free samples as a potential kickback.
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Risk Areas for Physicians
Relationships with Referral Sources

Drug, Device, & DME

* Research
« Fair-market value for services actually performed?
* Legitimate, reasonable, necessary services?
* Are services documented?
« Isresearch directed by marketers or researchers?
* Charitable

« Donations to physicians’ foundations problematic.
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Risk Areas for Physicians
Relationships with Referral Sources

Drug, Device, & DME

» Consulting Agreements
« Fair-market value for services actually rendered?
< Legitimate, reasonable, necessary services?
» Are services needed?

+ Safe Harbor

ﬁ Offer of money for little or no work.

[Red Flag]
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Risk Areas for Physicians
Relationships with Referral Sources

Drug & Device Manufacturers

* Royalty Agreements

« Payment for cognitive innovation v. payment for product
loyalty

« Did the physician make a meaningful contribution to the
product design?

« Is the physician’s work documented?

« Is the royalty fair-market value for the physician’s
contribution?

« Is the physician in a position of influence?
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Risk Areas for Physicians
Relationships with Referral Sources

Hospitals

e Space Leases
— Is arental arrangement appropriate?
— How is the rental amount determined?
— Is the time and space necessary and commercially reasonable?

— Safe Harbor

* Equipment Leases
— Similar analysis to Space Leases
— “Per click” or “per use” suspect

— Safe Harbor
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Risk Areas for Physicians
Relationships with Referral Sources

Hospitals

« On-Call Arrangements
— Desirable, but require vigilance and care
— Risk of use as a disguised kickback
— Safe Harbor

— Factors to consider if outside safe harbor:
« Is there a legitimate, unmet need?
¢ |s the remuneration fair-market value?

« Are there safeguards against fraud and abuse?
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Risk Areas for Physicians
Relationships with Referral Sources

Hospitals

* Joint Ventures

— Questions to consider
« How are the participants selected and retained?
* How is the venture structured?
* How are investments financed?

* How are profits distributed?
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Risk Areas for Physicians
Relationships with Referral Sources

Hospitals

* Other Risk Areas
. Personal services or management contracts

* Recruitment Agreements for physicians joining existing
practices
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Risk Areas for Physicians
Relationships with Referral Sources

Clinical Laboratories
* Swapping
— Physicians bill private payors, lab bills Federal Payors

* Free items or services

— Lab employees providing functions not directly related to
collection or processing of laboratory specimens

— Equipment that is multi-purpose or multi-use
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Risk Areas for Physicians
Relationships with Referral Sources

Clinical Laboratories
* Waived Charges
— E.g., Managed care v. non-managed care

* Reduced Charges

— E.g., composite tests for below fair-market value in exchange for
referral of non-composite tests
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Risk Areas for Physicians
Relationships with Referral Sources

Physicians

* Joint ventures

Suspect Contractual Joint Ventures

Recent Advisory Opinion No. 08-10
« Expansion into line of business dependent on referrals
¢ Physician-investors make referrals
« Operations contracted out

¢ Little business risk
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Risk Areas for Physicians
Potential False Claims

Coding and Billing

Billing for items or services not rendered or provided as claimed
Double billing resulting in duplicate payment

Billing for medically-unnecessary or unreasonable services
Billing for non-covered services as if covered

Knowing misuse of provider identification numbers, resulting in
improper billing

Unbundling
Nonuse or improper use of coding modifiers
Clustering (around mid-range service codes)

Upcoding
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Risk Areas for Physicians
Potential False Claims

Documentation

— Medical Records
« Complete and legible
» Provides rationale for treatment
¢ Supports claims
« |dentifies health risk factors
— CMS Claims
« Links diagnosis code to reason for visit or service
« Uses modifiers appropriately

« Provides all information concerning beneficiary’s other payors
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Risk Areas for Physicians
Prevention, Remedies, and Resources

PREVENTION

» Compliance Guidances
— Individual and Small Group Physician Practices

— Others may also be useful, e.g.,
« Hospital Guidance & Supplemental Hospital Guidance
¢ Pharmaceutical Manufacturers
* Hospices

* Home Health Agencies

» Federal Register Preambles
— Anti-Kickback Regulations

— Stark Law Regulations, www.cms.hhs.gov/PhysicianSelfReferral/
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Risk Areas for Physicians
Prevention, Remedies, and Resources

PREVENTION
* Fraud Alerts, Bulletins, & Other Guidance

Physician Investments in Device Manufacturers & Distributors

Contractual Joint Ventures

Rental of Space in Physician Offices
1994 Compilation

« Joint Venture Relationships

¢ Routine Waiver of Part B Co-pays
« Hospital Incentives to physicians
« Prescription Drug Marketing Practices

« Arrangements for Provision of Clinical Lab Service
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Risk Areas for Physicians
Prevention, Remedies, and Resources

PREVENTION

* Advisory Opinions
— Provide Guidance for Anti-Kickback & OIG sanction statutes
— Specific factual situations

— Leqally binding only for the requestor

* Exclusion Screening
— Pre-hire or contract

— At least annual screening of current employees and contractors
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Risk Areas for Physicians
Prevention, Remedies, and Resources

Remedies
» Paying back Overpayments
— Failure to do so can turn an overpayment into a false claim

* Provider Self-Disclosure Protocol

Potential fraud or other violations

Cooperation

Timely Resolution
Protocol available on the OIG website

» 63 Fed. Reg. 58,399 (Oct. 30, 1998)
2006 & 2008 Open Letters
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Risk Areas for Physicians
Conclusion

Some Closing Thoughts
* Relationships with Referral Sources
— Be mindful of purpose and spirit of Anti-Kickback Law
— Ask why are we doing this? What is being paid for?
* Avoiding False Claims
— Covered
— Medically Necessary and Reasonable

— Accurate

— Documented
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Risk Areas for Physicians
Conclusion

Some Closing Thoughts

* Robust compliance program
— Adoption by Leadership
— Education
— Effectiveness in uncovering issues
— Action on issues

— Tests of effectiveness
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Risk Areas for Physicians
Conclusion

| am not able to address the Physician Self-
Referral Law, but | will be happy to take other

QUESTIONS

?
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