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Section Overview

• Other Drug Pricing/Reporting Issues
– Medicare Part D
– Medicare Coverage:  Part B vs. Part D

• DRA Implications for Hospitals
– Quality Improvement
– Gainsharing Arrangements
– Specialty Hospitals

• Physician Arrangements
– Medical Device Manufacturers
– Hospitals
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Other Drug Pricing/Reporting Issues

• Prescription drugs historically were not a covered 
Medicare benefit
– Primarily distributed through retail pharmacies to consumers

• However, with the implementation of Medicare Part D, 
health plans began to play a gatekeeper role and further 
enlisted the assistance of PBMs
– This resulted in significant new regulatory requirements for 

organizations participating in Part D and numerous compliance 
issue
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Medicare Part D Overview

• The Medicare Prescription Drug, Improvement, and 
Modernization Act of 2003 (MMA), under Title I, Section 
101, established the Medicare Prescription Drug Benefit 
– aka Medicare Part D.

• It is a voluntary prescription drug benefit providing 
Medicare coverage through products offered by private 
insurance companies.

• Beginning on January 1, 2006, all Medicare beneficiaries 
will have the opportunity to enroll in private health/drug 
plans that contract with Medicare to provide prescription 
drug benefit/coverage.

• The federal cost of Part D is expected to be over $35 
billion in 2006 alone.
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Drug Distribution and Payments: Medicare Part D
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Expect Increased Regulatory Scrutiny

• CMS Balancing between being a “partner” and a “regulator”
� Large-scale communications and assistance programs to support enrollment

� Plans given latitude in benefit package design, tele-marketing, etc.

• Expect CMS shift towards regulatory role
� Increasingly sophisticated regulatory strategy to detect non-compliance and 

poor performance

� Medicare Integrity Contractors (MEDICS)
� Medicare Part D Audit Guide

� Prescription Drug Benefit Manual – Chapter 9

� Part D Program to Control Fraud, Waste and Abuse, final version release 
April 25, 2006

”Where the money flows, fraud is certain to follow”
– James Sheehan Associate U.S. Attorney General
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CMS Reporting Requirements

• CMS has mandated several reporting requirements under 
Part D
– Payment reconciliations

• 100% Rx Drug claims

• Allowable costs limited to AWP

• Risk Corridors

– Product level rebates

– Enrollment, including demographic data
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Compliance and Fraud Program Operations

• Many plans are still struggling with the implementation of 
the core Part D operations and have not adequately 
addressed the compliance/Fraud requirements
– Many plans new to federal contracting/extensive oversight

• CMS transitioning from partner to regulator, expect 
increased enforcement to continue in 08’
– 90+ Corrective Action plans published on CMS web site
– Marketing “freeze” and other high profile actions
– 2008 OIG work plan

• The risks of performing poorly on an audit are significant
– Sanctions/Civil Monetary Penalties

MA-PD’s and Part D Sponsors have a daunting compliance task 
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Where there is Federal money, there is Federal oversight

• DHHS has requested $75 million to support the Part D oversight 
program and to safeguard funds from Fraud, Waste and Abuse (in 
addition to $720 million already allocated for the Medicare Integrity 
Program)

• Deterrence an effective weapon
• The source and volume of potential flags that will trigger an 

investigation by CMS or the MEDICS are enormous
� Extensive Part D reporting requirements (Enrollment & Disenrollment, 

Customer Service, Complaints, Exceptions and Appeals, Manufacturers 
Rebates, Claims and Claims Reversals, etc)

� Mystery Shopping

� Nationwide Complaints Tracking system
� Whistle blowers

• Questionable findings may lead to focused and/or target audits
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CMS Part D Oversight

Account 
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Contractor Management Compliance & Enforcement Auditing
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Chapter 9 Guidance 

Comprehensive Fraud and Abuse Plans-Procedures to V oluntarily 
Self-Report Fraud or Misconduct

60

Corrective Action Procedures50.2.8

Monitoring and Auditing50.2.6

Enforcement of Standards Through Well Publicized Disciplinary Guidelines50.2.5

Effective Lines of Communication50.2.4

Training and Education50.2.3

Compliance Officer and Compliance Committee50.2.2

Written Policies and Procedures50.2.1

Element of a Compliance Program
Location in 

Guidance Outline

Even though its been out for awhile, the Chapter 9 guidance still 
“reigns supreme”
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Chapter 9 Guidance - Profound Impact on Plan Sponsors

The sponsor must demonstrate a coordinated reporting 
structure between itself, its PBM, and other entities. 
Ultimately the sponsors are held accountable for their 
Part D subcontractor operations

Downstream Entities

Much of the compliance activity may take place at the 
sponsors PBM, particularly the activities such as 
auditing of pharmacy claims and the FWA training and 
education programs.

1st Tier Entities 
(PBMs)

Plan Sponsors maintain an overarching compliance 
structure which includes monitoring the activities of 1st 
tier and downstream entities.

Plan Sponsors

Plan Sponsors maintain ultimate responsibility for complying with all 
terms and conditions of their contracts with CMS
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Chapter 9 Guidance – Final Thought

• “It is worth noting that for many Sponsors, traditional fraud, 
waste, and abuse programs have been aimed at the 
conduct of third parties…”

• “. . . whereas their compliance programs typically 
encompass the organization’s efforts to monitor itself and 
its subcontractors with respect to contract regulations and 
compliance with applicable laws and regulations.”

• “CMS believes that, under this requirement, Sponsors 
must have policies in place to identify and address fraud, 
waste and abuse at both the Sponsor third-party levels…”

“Specifically, the chapter provides recommendations and requirements 
for Sponsors to implement a program to control fraud, waste, and abuse 
as part of an effective Part D compliance program.”
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Compliance and FWA Risk 

1. Part D Operations

2. PBM and Subcontractor Oversight

3. Beneficiary/Prescriber FWA Management 

4. Sales and Marketing Misrepresentation

4 Key Areas of Exposure for Plan Sponsors
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Compliance and FWA Risk (Cont’d)

• Enrollment Accuracy – LIS, Duals, late penalties
• Billing Accuracy – Premiums (direct & SSA), refunds, 

charities, cost sharing
• Bids and Reconciliation – cost allocations, assumptions
• Formulary Development/Management and Beneficiary 

Notifications
• Reporting – Utilization, PDE, etc.
• Appeals & Grievances
• COB Data Collection
• TrOOP Accumulation

Exposure area #1 – Part D Operations
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Compliance and FWA Risk (Cont’d)

• Pharmacy Contracting – access standards, contractual 
requirements

• Benefit Configuration, Design and Claim Adjudication 
Accuracy

• Eligibility Determination at POS
• Drug Pricing – AWP, MAC, etc.
• Mail Order
• Rebate Accounting
• Retail/LTC Pharmacies
• Enrollment, Premium Billing, Other subcontractor

Exposure Area #2 – PBM and Subcontractor Oversight
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Compliance and FWA Risk (Cont’d)

Development of Beneficiary and Prescriber Fraud Monitoring, 
Investigation and Referral Units 
Key Components of System
• System edits and flags to “trigger” investigations
• Summary reports for further review
• Statistical analysis to ID Outliers
• Referrals to law enforcement/MEDICs

Exposure Area #3 – Beneficiary/Prescriber FWA Management
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Compliance and FWA Risk (Cont’d)

• Broker and Agent Training, Monitoring, Oversight and 
Discipline program

• Telemarketer Oversight
• Development of fraud identification programs related to 

sales
• Rapid dis-enrollment monitoring 

Exposure Area #4 – Sales and Marketing Misrepresentation
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Compliance versus FWA Risk

• Do fraud specialists have a common interest with 
compliance and ethics professionals? 

• Could compliance officers enhance compliance by working 
more closely with their organization’s senior antifraud 
professionals?

• Is there an effective way to integrate the required 
infrastructures?

Compliance and Fraud programs should not be looked at in a “silo”
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Implementing a Compliance and Fraud Program

• Two basic paradigms
� Comprehensive internal Auditing and Monitoring Program designed to identify and correct 

deficiencies before CMS does
� The development and maintenance of compliance evidence documentation designed to 

clearly support and demonstrate an effective compliance and fraud program with clear 
reference to the CMS compliance elements

� Policies and Procedures, process flows, job descrip tions
� Compliance committee charter, meeting minutes, org.  chart, etc.
� Training content / evidence of participation
� Logs (Appeals & Grievance, etc.)

• Compliance related activities and documentation are  “mapped” directly to the 
Medicare Part D Audit Guide and standards derived fr om the various 
guidance

• Each standard is addressed – CMS provides for “an ope n book test”
� Internal Auditing and Monitoring: Follow CMS methodology of sampling and testing relative 

to Part D audit guide
� Evidence documentation
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Part D Compliance Programs - Do’s & Don’ts

• Let the 2006 “oversight 
mulligan” lull you into 
a “false sense of 
security”

• Rely on subcontractors 
to “self monitor”

• Wait!

• Make sure that your compliance program is 
effective and incorporates the 8 required 
elements

• Conduct a GAP analysis and develop 
implementation plans with respect to the 
Compliance / FWA Programs Under Part D 
(Chapter 9)

• Develop and execute a Monitoring and Auditing 
work plan based upon the chapter 9 Guidance 
and the Part D Audit Guide

• Review contracts with down stream entities, 
ensure that monitoring and auditing process’
are in place

• Make sure that your evidence documentation is 
in place and can be “mapped” to sub-regulatory 
guidance

Don’tsDo’s
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Medicare Coverage: Part B vs. Part D

• Health plans and hospitals have encountered challenges 
with respect to the determination of whether drugs 
provided to beneficiaries should be covered under Part B 
or Part D
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General Guidelines for Medicare Drug Coverage

• Medicare Part A
– Generally covers all drugs provided during a stay in a hospital or skilled nursing 

facility
– Payment for drugs is bundled into the Part A payment for inpatient services
– Generally, most outpatient prescription drugs are not covered

• Medicare Part B
– Generally covers drugs falling into the following five categories

• Drugs billed by physicians and typically provided in physician offices
• Drugs billed by pharmacies and administered through durable medical equipment
• Selected drugs billed by physicians or pharmacies and self-administered by patients 
• Separately billable drugs provided in Hospital Outpatient Departments
• Separately billable End Stage Renal Disease (ESRD)

– Generally, the majority of outpatient prescription drugs are not covered

• Medicare Part D
– Generally covers most outpatient prescription drugs, biological products, insulin and 

some vaccines
– Covers medical supplies associated with the injection of insulin

• Syringes, needles, alcohol swabs, and gauze

– Excludes drugs if coverage is available under Part A or Part B, as it is being 
“prescribed and dispensed or administered” with respect to the individual, even 

though a deductible may apply
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Part B Covered Drugs

• Despite the general limitation on coverage for outp atient drugs 
under Part B, coverage is authorized for the follow ing

• Vaccine and administration to beneficiary who is at high or intermediate risk of contracting hepatitis B (see definitions in 
guidance)

Hepatitis B Vaccine

• Vaccine and administration with or without a physician’s order and supervisionInfluenza Vaccine

• Usually prepared by a physician (allergist) for a specific patient and administered with or without medical supervisionAntigens

• For treatment of anemia for persons with chronic renal failure who are on dialysis
• Examples:  Epogen, Procrit, Aranesp

Erythropoietin (EPO)

• For beneficiaries who cannot absorb nutrition through their intestinal tractParenteral Nutrition

• For beneficiaries with primary immune deficiency disease and physician determines that the administration of IVIG in 
the patient’s home is medically appropriate 

Intravenous Immune Globulin (IVIG) 
Provided in the Home

• Vaccine and administration if ordered by a physicianPneumococcal Vaccine

• Drug used as part of a chemotherapeutic regimen as a full replacement for an IV anti-emetic drug within 48 hours of 
chemotherapy administration

• Examples:  Zofran, Kytril, Anzemet 

Oral Anti-emetic Drugs

• If the same drug is available in an injectable form, and injectable form is covered if the drug is not self-administered, but 
administered incident to a physician’s professional service

• Examples:  Cytoxan, Vepesid, Alkeran

Oral Anti-Cancer Drugs

• Drugs for hemophilia patients competent to use such factors to control bleeding without medical supervision
• Examples: Factor VII, VIII, IX 

Hemophilia Clotting Factors

• Drugs for a beneficiary who has received a Medicare covered organ transplant
• Example:  Cyclosporine, Gengraf, Cellcept

Immunosuppressive Drugs

• Drugs that require administration by the use of covered DME (e.g. nebulizer, external or implantable pump, infusion 
pump);  statute does not cover DME drugs; they are covered as a supply necessary for the DME to perform its function

• Examples:  Albuterol Sulfate, Ipratropium Bromide, some chemotherapeutic agents

DME Supply Drugs

Description
Outpatient Drugs 

Covered Under Part B
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Part D Covered Drugs

• A Part D covered drug is available only by prescrip tion, 
approved by the FDA, used and sold in the US, and u sed for a 
medically accepted indication 1

1 Definitions for the meaning of “FDA approval” and “medically accepted indications” are provided in detail by the Act

• Benzodiazepines

• Barbiturates

• Outpatient drugs for which the manufacturer seeks to require 
that associated tests or monitoring services be purchased 
exclusively from the manufacturer or its designee as a 
condition of sale

• Nonprescription drugs

• Prescription vitamins and mineral products, except prenatal 
vitamins and fluoride preparations

• Medical supplies associated with the injection of insulin 
defined as

– Syringes, needles, alcohol swabs and gauze

• Agents used for symptomatic relief of cough and colds• Some Vaccines

• Agents used for cosmetic purposes or hair growth• Insulin

• Fertility drugs• Biological products

• Drugs used for anorexia, weight loss, or weight gain• Outpatient prescription drugs

Excluded DrugsCovered Drugs
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Implications for MAPD and PDP Plans

• The application of Part B versus Part D drug coverage rules 
vary for MAPD and PDP sponsors

• To assist plan sponsors, CMS attempted to clarify P art B 
versus Part D coverage questions by issuing guidanc e for the 
following categorizations

MAPD Sponsors

Must determine whether a payment 
should be assigned to Part B or Part D

PDP Sponsors

Must determine if payment should be 
made at all 

Characteristics of beneficiary or medical use of th e drug

Drug dosage form 

If Part B coverage is in the context of another ser vice

Completely unambiguous situations

Categories for 
Coverage 

Determination
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Categories for Part B versus Part D Coverage Determination

• Prior authorization rules may be applied to ensure 
medical necessity in accordance with Plan policy

• Is the primary diagnosis immune 
deficiency disease?

– If yes, bill Part B

• Is drug provided in the home for other 
diagnoses?

– If yes, bill Part D

• IVIG

•Medicare limits coverage under the Part B DME benefit 
to items that are furnished for use in a patient’s home;  a 
hospital or SNF cannot be considered a “home” for this 
purpose

•In the case of a beneficiary, in a hospital, or a SNF bed 
who does not have Part A coverage, coverage has run 
out, or stay is not covered, Part B cannot apply, 
therefore, Part D coverage is applicable

• Is drug administered using an infusion 
pump?

– If yes, bill Part B

• Is drug administered via a method other 
than an infusion pump (i.e. IV push)?

– If yes, bill Part D

• Infusible DME 
Supply Drugs

Characteristic of beneficiary or medical use of dru g  (Note:  Rules may vary by MAPD, PDP, Group , Ind ividual)

Characteristic 
of beneficiary or 
method of 
administration

Characteristic 
of beneficiary

Category

• Is therapy provided due to a non-
functioning digestive tract?

– If yes, bill Part B;  otherwise bill Part 
D

• Did the beneficiary have a Medicare 
covered transplant? 

– If yes, bill Part B; otherwise bill Part 
D

Decision Criteria

•Parenteral Nutrition

• Immunosuppressive 
Therapy

Drug Class

• If evidence exists indicating that a claim should be 
covered under Part B, it would be reasonable to require 
a rejection by Part B before processing a Part D claim

• Part D eligibility systems could contain a marker for 
members who had a Medicare covered transplant

– Information could come from a question on the Part 
D enrollment or COB survey form

• Prior authorization rules may be applied to these drugs 
to support determination of coverage under Part B or D

CMS Guidance
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Categories for Part B versus Part D Coverage Determination

• To receive Part B payment, CMS requires prescribers to 
indicate on the Rx that the oral anti-emetic is being used 
“as a full therapeutic replacement for an IV anti-emetic 
drug as part of a cancer chemotherapeutic regimen”

• Is drug used in cancer patients as a full 
replacement for IV therapy within 48 hours of 
cancer treatment?

– If yes, bill Part B;  otherwise bill Part D

•Oral anti-emetics

Characteristic of beneficiary or medical use of dru g  (Note:  Rules may vary by MAPD, PDP, Group , Ind ividual)

Characteristic 
of beneficiary

Medical use of 
drug

Category

• Is individual at high or intermediate risk?
– If yes, bill Part B;  otherwise, beneficiary 

would generally submit a paper claim for 
Part D reimbursement, since a 
physician’s office would not be billable by 
means of pharmacy electronic claims 
systems

• Is oral agent used for cancer treatment and is 
there an infusible version of the same drug? 

– If yes, bill Part B; otherwise bill Part D 

Decision Criteria

•Hepatitis B 
Vaccine

•Oral 
chemotherapy 
agents

Drug Class

• Prior authorization rules may be applied to ensure 
medical necessity in accordance with Plan policy

• Oral chemotherapy drugs with an infusible version of the 
same drug should not be included on Plan formularies 
since Part B coverage exists

• For other chemotherapy drugs, prior authorization rules 
or other mechanisms to obtain diagnostic information 
could be used to ensure proper payment 

CMS Guidance
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Categories for Part B versus Part D Coverage Determination 

Drug dosage form  (Note:  Rules may vary by MAPD, P DP, Group, Individual) 

•Medicare limits coverage under the Part B DME 
benefit to items that are furnished for use in a 
patient’s home;  a hospital or SNF cannot be 
considered a “home” for this purpose

•In the case of a beneficiary, in a hospital, or a SNF 
bed who does not have Part A coverage, coverage 
has run out, or stay is not covered, Part B cannot 
apply, therefore, Part D coverage is applicable

• Is inhalation drug used 
with a nebulizer in the 
home?

– If yes, bill Part B

• Is drug delivered with a 
metered dose inhaler or 
other non-nebulized 
administration?

– If yes, bill Part D

• Inhalation DME Supply DrugsDrug dosage 
form

Service in 
provider, 
physician’s 
office or home

Part B coverage is in the context of another servic e  (Note:  Rules may vary by MAPD, PDP, Group, Indi vidual)

Category

• Is injectable drug provided 
“incident to a physician 
service”?

– If yes, bill Part B
• Is injectable drug dispensed 
by a pharmacy?

– If yes, bill Part D

Decision Criteria

• Drugs “incident to” a physician service
• Separately billable End Stage Renal Disease 
(ESRD) drugs

• Separately billable drugs in Hospital Out Patient 
Department (HOPD)

• Separately billable drugs in Comprehensive Out 
Patient Rehabilitation Facility (CORF)

• Drugs packaged under the hospital Out Patient 
Prospective Payment System (OPPS)

• Drugs furnished by ESRD facilities in included in 
Medicare’s ESRD composite rate

• Osteoporosis drugs provided by home health 
agencies

• Drugs furnished by critical access hospital’s out 
patient departments

• Drugs furnished by rural health clinics
• Drugs furnished by federally qualified health centers
• Drugs furnished by community mental health centers
• Drugs furnished by ambulances

Drug Class

• The availability of Part B coverage in a physician’s office 
should not result in refusal of coverage under Part D for 
drugs dispensed by a pharmacy

• PDPs should deny claims submitted by members for 
Part B covered injectables if administered in a physician 
office

• Prior authorization rules may be applied to these drugs 
to support determination of coverage under Part B or D

CMS Guidance
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Categories for Part B versus Part D Coverage Determination 

•Drugs should not be included on the Part D 
formulary

•These drugs are covered 
under Part B

•Blood clotting factors

•Antigens
•Pneumococcal and influenza vaccines

Drugs not 
covered under 
Part D 
because of 
Part B 
coverage

Unique drugs 
never 
dispensed by 
a pharmacy

Completely unambiguous situations  (Note:  Rules ma y vary by MAPD, PDP, Group, Individual)

Category

• Includes non-DME drugs 
such as 
radiopharmaceuticals 
and contrast media

•These drugs are covered 
as supplies and are 
billable to Part B

Decision Criteria

•Non-DME drugs covered as supplies

Drug Class

•This category of drugs is used for diagnostic or 
therapeutic purposes in a physician office setting

•CMS assumes these drugs are not dispensed by 
pharmacies

CMS Guidance
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DRA Implications for Hospitals

• Quality Improvement
– Reporting of CMS Quality Measures

• Gainsharing Arrangements
– Medicare Demonstration Projects to permit gainsharing 

arrangements

• Specialty Hospitals
– Moratorium on Medicare certification of physician owned 

specialty hospitals
– Led to the proposed Disclosure of Financial Relationships 

Report (DFRR)
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Physician Arrangements – Medical Device Manufacturers

• Medical device manufacturers traditionally sold directly 
or through an intermediary to hospitals, though 
physicians have always played a role based on their 
personal preferences
– Recent concerns related to potential violation of the Anti-

Kickback statute have increased the regulatory scrutiny in this 
area

– New compliance issues have emerged related to how hospitals 
are reporting replaced devices and the related rebates/credits 
received 
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Recent Enforcement Activities

• The DOJ has entered into settlement agreements with 
corresponding Deferred Prosecution Agreements (“DPAs”) 
with several medical device companies representing almost 
95% of the hip and knee surgical implant market
• The DPAs provide for the dismissal of criminal complaints filed 

against the companies after eighteen months if the requirements 
imposed by the DPAs are satisfied.

• The settlements also provide for the appointment of an independent 
federal monitor who will have broad authority to evaluate the 
company’s compliance practices.

• One area the monitor is specifically required to review include new and 
existing arrangements between the company and orthopedic surgeons, 
health care professionals and other consultants for compliance with the 
Anti-Kickback Statute.
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Recent Enforcement Activities (cont.)

• The settlements also require each company to enter into a 
Corporate Integrity Agreement (CIA) that requires additional 
comprehensive compliance-related obligations for a five 
year term.

• The CIAs require each company to create and maintain a 
database of all contractual and non-contractual 
arrangements with physicians.

• The database is required to include information that is 
necessary to assist the company in determining whether the 
arrangement violates the Anti-Kickback Statute.
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Medical Device Reimbursement Issues

• For services furnished on or after January 1, 2008, a 
new Medicare provision requires an adjustment to 
payments for medical devices for which a partial credit 
was received
– Applies to both hospitals reimbursed under the Hospital 

Outpatient Prospective Payment System (OPPS) and 
Ambulatory Surgical Centers (ASCs) reimbursed under the ASC 
Payment System

• No cost or full credit devices are reported to CMS by 
including the –FB modifier

• Partial credit devices will now require the reporting of the 
–FC modifier

• Charges on bills also need to be adjusted
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Physician Arrangements - Hospitals

• The OIG has entered into a number of settlement agr eements with 
corresponding Corporate Integrity Agreements (“CIAs ”) over the 
past couple of years that had a significant focus o n physician 
arrangements

• The CIAs follow a fairly standard template and incl ude some or all 
of the following requirements:

– Implementation of policies and procedures designed to ensure compliance 
with the Anti-Kickback Statute and the Stark Law, including the development 
of a database of all existing and new or renewed physician arrangements 

– Provision of specific training and education focused on the Anti-Kickback 
Statute and the Stark Law, including the legal sanctions for violation and 
specific examples 

– Engagement of an Independent Review Organization to perform reviews of 
the organizations compliance with the physician arrangements provisions of 
the CIA
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Physician Self Referral Prohibitions

• Federal (e.g., the so-called “Stark” referral law) and State laws prohibit physicians from 
making referrals for many health care services and goods.  

• Stark Law prohibits referrals of specified “designated health services” (“DHS”) that are 
payable under Medicare to an entity with which the physician or his/her immediate family 
has a financial relationship.

• The following services and goods (including certain related supplies) are DHS subject to 
the Stark prohibitions:

– Inpatient hospital

– Outpatient hospital

– Clinical laboratory

– Therapy (physical, occupational)

– Radiology and imaging

– Radiation therapy

– Durable medical equipment

– Prosthetics and orthotics

– Outpatient prescription drugs

– Parenteral and enteral nutrients
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Physician Self Referral Prohibitions (cont.)

• Financial relationships subject to prohibitions und er Stark include
� Direct or indirect ownership or investment interest in any entity that furnishes DHS
� Direct or indirect compensation arrangements with an entity that furnishes DHS

• There are a number of exceptions to the Stark refer ral prohibition related to compensation 
arrangements.  The following represent some example s not considered to constitute a financial 
relationship:

� Rental of office space and equipment

� Employment relationships 

� Personal service arrangements

� Physician recruitment

� Non-monetary compensation and incidental benefits

� Other 

• Failure to comply with Stark is severe
• No payment from Medicare for services or goods

• Repayment obligation for amounts previously received

• Penalties - up to $15,000; treble damages

• Other penalties and damages (exclusion from Medicare program)

• Numerous States have enacted similar anti-self refe rral laws but which may have different scope 
and application
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Compliance Assessment
In order to properly evaluate recent developments a nd reduce exposure to 
noncompliance, all health care organizations should  consider conducting a 
compliance assessment of physician arrangements:

– Formal Policies and Procedures 

� These should cover all areas related to payments to physicians, e.g., medical 
directorships, on-call, recruitment, travel and entertainment reimbursement, time and 
effort reporting, professional liability insurance, leases and other transactions 
involving physicians

– Ongoing Education and Training Programs 

� Ongoing training should be provided that covers the organization’s policies and 
procedures as well as potential violations of the Stark Law and Anti-Kickback Statute 

– Auditing and Monitoring Function 

� Formal responsibility for conducting audits and ongoing monitoring of physician 
arrangements should be assigned and the findings should be documented and 
remediated

– Comprehensive Database of Physician Arrangements 

� Increasing recognition that “best practices” or industry standards require 
maintenance of a database of physician arrangements to facilitate administrative and 
compliance functions
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Physician Arrangements - Compliance Assessment

%������	���
&
�����#	���

�#	���

��������
��
'����#���

����������	�(
���	��#	

��	�����

�������	�#
���������	

) *�����
'���#���

���
'��#������

) +������
,��#�	���

���
-�������

'�������

) ����	���
���

 ���	�����

*��#	���

) ����������

.�	�
��	�

!���#��
���

������	�����

) ��������
��

!�����	

) ����	���#�	���
��
/���

��
'���#���$

'��#������$
-�������

���&��
����	���


) ����������	
��

�����#	���
�#	���

'����
���
%������	���

��
/���



www.hcca-info.org | 888-580-8373 41

About Deloitte 
Deloitte refers to one or more of Deloitte Touche Tohmatsu, a Swiss Verein, and its network of member firms, each of which is a legally separate and 
independent entity.  Please see www.deloitte.com/about for a detailed description of the legal structure of Deloitte Touche Tohmatsu and its member 
firms.  Please see www.deloitte.com/us/about for a detailed description of the legal structure of Deloitte LLP and its subsidiaries. 

This DRA Immersion contains general information only and Deloitte & Touche, LLP is 
not, by means of this publication, rendering accounting, business, financial, investment, 
legal, tax, or other professional advice or services. This DRA Immersion presentation is 
not a substitute for such professional advice or services, nor should it be used as a 
basis for any decision or action that may affect your business. Before making any 
decision or taking any action that may affect your business, you should consult a 
qualified professional advisor.

Deloitte & Touche, LLP, its affiliates and related entities shall not be responsible for any 
loss sustained by any person who relies on this DRA Immersion presentation .


