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	I. INTRODUCTION
	A. Overview
	B. The Federal Fraud and Abuse Laws and Regulations
	1. Overview
	2. False Statements Related to Health Care Matters
	3. The Anti-Markup Rules ("AMR")
	4. Anti-Kickback Statute ("AKS")
	While failure to meet each of the elements of the Safe Harbors does not mean that there is a violation, compliance where possible is preferable, reduce risk or penalty.  
	In Part III, Exhibit 1, the elements of each of the Safe Harbors commonly applicable to health care practices are listed.  The Safe Harbors mentioned above and not included in the discussion below are available at http://oig.hhs.gov/fraud/safeharborregulations.asp.  This list should be checked regularly, since the government has expressed its commitment to continue to issue (more) Safe Harbors.
	Generally the "Safe Harbors" provide that certain "payment practices" shall not be treated as a criminal offense under Section 1128B of the Act and shall not serve as the basis for an exclusion, or the imposition of CMPs.  To accomplish this, much of the focus is on the definition of "remuneration" and Fair Market Value ("FMV").
	 The lease agreement is set out in writing and signed by the parties;
	 The lease covers all of the premises, (space, equipment or personal services) leased between the parties for the term of the lease and specifies the premises (equipment or personal services) covered by the lease;
	 If the lease is intended to provide the lessee with access to the premises (equipment or personal services) for periodic intervals of time, rather than on a full-time basis for the term of the lease, the lease specifies the exact schedule of such intervals, their precise length, and the exact payment for such intervals;
	 The term of the lease is for not less than one year;
	 The aggregate charge is set in advance, is consistent with fair market value in arms-length transactions and is not determined in a manner that takes into account the volume or value of any referrals or business otherwise generated between the parties for which payment may be made in whole or in part under Medicare, Medicaid or other Federal health care programs;
	 The aggregate space (equipment or personal services) rented does not exceed that which is reasonably necessary to accomplish the commercially reasonable business purpose of the rental.  Note that for purposes of this paragraph, the term fair market value means the value of the rental exchange for general commercial purposes, but shall not be adjusted to reflect the additional value that one party (either the prospective lessee or lessor) would attribute to the property as a result of its proximity or convenience to sources of referrals or business otherwise generated for which payment may be made in whole or in part under Medicare, Medicaid and any other Federal health care program;
	Competing Practice physicians new to private practice and hospitals often "purchase" health care practices for many reasons.  For a growing practice, it may be less expensive to purchase a practice than to open a new one.  Sometimes there can be real efficiencies in being larger and/or more diverse.  Sometimes it is the most efficient way to bring on specialists, etc.  New physicians may also seek to jump-start their practices by buying an existing practice.  Hospitals, under pressure for income, may find that if they own practices, they (the hospitals) are reimbursed at a much better rate. 
	Also, with the pressure for Accountable Care Organizations ("ACOs"), electronic seamlessness and transparency, common recordkeeping, etc. the pressure to own practices is increasing.  Hospitals have more capital than physicians to fund these initiatives.
	Either way, meeting the Safe Harbors goes a long way to showing compliance.  Usually the concern with the purchase / sale arrangements is whether the purchase price paid to the doctor’s is excessive (i.e. payment for referrals).  Therefore, it may be prudent to retain an independent party to determine the actual FMV of the practice to be purchased.  At a minimum, (properly done) it shows that the volume and/or value of the potential referrals that are transferred when the practice was purchased were not considered in calculating the FMV.   For health care practices, this comes down to the attribution for "goodwill."
	 The period from the date of the first agreement pertaining to the sale to the completion of the sale is not more than one (1) year; and 
	 The practitioner who is selling his or her practice will not be in a professional position to make referrals to, or otherwise generate business for, the purchasing practitioner for which payment may be made in whole or in part under Medicare, Medicaid or other Federal health care programs after one (1) year from the date of the first agreement pertaining to the sale.
	Regarding a sale by a practitioner to a hospital: 
	 The period from the date of the first agreement pertaining to the sale to the completion date of the sale is not more than three (3) years;
	 The practitioner who is selling his or her practice will not be in a professional position after completion of the sale to make or influence referrals to, or otherwise generate business for, the purchasing hospital or entity for which payment may be made under Medicare, Medicaid or other Federal health care programs;
	 The practice being acquired must be located in a Health Professional Shortage Area (HPSA), as defined in Departmental regulations, for the practitioner's specialty area;
	 Commencing at the time of the first agreement pertaining to the sale, the purchasing hospital or entity must diligently and in good faith engage in commercially reasonable recruitment activities that: 
	o May reasonably be expected to result in the recruitment of a new practitioner to take over the acquired practice within a one (1) year period; and
	o Will satisfy the conditions of the practitioner recruitment Safe Harbor.
	(iii) Employment


	True and actual employment of other providers is permissible if the practice meets the elements of this Safe Harbor.   Generally the requirement is that the provider must be an actual employee.   Once this is satisfied, the provider may be paid on a productivity percentage, based on practice growth, percentage of collections, or so on, without any violation of the regulations.   The provider must however meet the qualifications of being an actual employee (often as evidenced by W-2 wage payments and control over employment).   An independent contractor relationship does not meet this Safe Harbor.  
	(iv) Recruitment
	Recruitment assistance, including the most common scenario of a hospital recruiting a provider to its "service area," and/or where the provider becomes an employee of a local practice, can be complicated.   
	Usually, as a bona fide employee of the practice, the recruited provider may be paid on most any compensation model. 
	(v) Investment in ambulatory surgery centers
	Meeting all of the terms of each element of the Safe Harbors applicable to Ambulatory Surgical Centers ("ASCs") can be problematic in the real world.  Common problem areas often include:  
	For purposes of these ASC Safe Harbors: 
	 Procedures mean any procedure(s) on the list of Medicare-covered procedures for ambulatory surgical centers. 
	Surgeon-Owned/Single/Multi-Specialty
	 The terms on which an investment interest is offered to an investor must not be related to the previous or expected volume of referrals, services furnished, or the amount of business otherwise generated from that investor to the entity;
	 At least one-third of each surgeon investor's medical practice income from all sources for the previous fiscal year or previous 12-month period must be derived from the surgeon's performance of procedures (as defined above);
	 The entity or any investor (or other individual or entity acting on behalf of the entity or any investor) must not loan funds to or guarantee a loan for an investor if the investor uses any part of such loan to obtain the investment interest;
	 The amount of payment to an investor in return for the investment must be directly proportional to the amount of the capital investment (including the fair market value of any pre-operational services rendered) of that investor;
	 All ancillary services for Federal health care program beneficiaries performed at the entity must be directly and integrally related to primary procedures performed at the entity, and none may be separately billed to Medicare or other Federal health care programs;
	 The entity and any surgeon/physician investors must treat patients receiving medical benefits or assistance under any Federal health care program in a nondiscriminatory manner.

	Hospital/Physician ASC
	 The terms on which an investment interest is offered to an investor must not be related to the previous or expected volume of referrals, services furnished, or the amount of business otherwise generated from that investor to the entity;
	 The entity or any investor (or other individual or entity acting on behalf of the entity or any investor) must not loan funds to or guarantee a loan for an investor if the investor uses any part of such loan to obtain the investment interest;
	 The amount of payment to an investor in return for the investment must be directly proportional to the amount of the capital investment (including the fair market value of any pre-operational services rendered) of that investor;
	 The entity and any hospital or physician investor must treat patients receiving medical benefits or assistance under any Federal health care program in a nondiscriminatory manner;
	 The entity may not use space, including, but not limited to, operating and recovery room space, located in or owned by any hospital investor, unless such space is leased from the hospital in accordance with a lease that complies with all the standards of the Space Rental Safe Harbor, nor may it use equipment owned by or services provided by the hospital unless such equipment is leased in accordance with a lease that complies with the Equipment Rental Safe Harbor, and such services are provided in accordance with a contract that complies with the Personal Services and Management Contracts Safe Harbor;
	 All ancillary services for Federal health care program beneficiaries performed at the entity must be directly and integrally related to primary procedures performed at the entity, and none may be separately billed to Medicare or other Federal health care programs;
	 The hospital may not include on its cost report or any claim for payment from a Federal health care program any costs associated with the ASC (unless such costs are required to be included by a Federal health care program);
	 The hospital may not be in a position to make or influence referrals directly or indirectly to any investor or the entity.
	(vi) E-prescribing and EHR
	(vii) Other Safe Harbors




	5. Stark and Self-Referrals
	a. Overview
	Section 1877 of the Social Security Act (the Act) (42 U.S.C. 1395nn), and commonly referred to as the "Stark Law" prohibits a health care provider:
	b. Penalties for Violation(s) 
	Given the low-risk of overutilization in certain situations, the Stark Law does not prohibit requests by: (i) a pathologist for clinical diagnostic laboratory tests and pathological examination; (ii) a radiologist for diagnostic radiology services; or (iii) a radiation oncologist for radiation therapy (including necessary and integral ancillary services requested, and appropriately supervised, such as CT, MRI, and ultrasound), provided that the request results from a consultation initiated by another physician and the tests or services are furnished by (or under the supervision of) the requesting specialist or another pathologist, radiologist, or radiation oncologist in the same group practice.  This protection has not been extended to cardiologists who request and interpret their own DHS. 
	For many of these broad categories, CMS has further specifically defined what does and does not constitute a DHS, by publishing lists of DHS utilizing the Current Procedural Terminology (CPT®) and CMS Common Procedure Coding System (HCPCS®) codes.  This list of specific DHS codes can be found at: htpp://www.cms.hhs.gov/PhysicianSelfreferral/11ListofCodes.asp#TopOfPage.  CMS amends and republishes the list annually, in conjunction with the annual physician fee schedule update.  It should be checked at least annually, when the new fee schedule is issued.

	 What is a Group Practice?
	 The group practice requirements focus upon the nature of the target group's integration and include detailed rules on: 
	 Structuring as a single legal entity;
	 The "members" of the group; 
	 The range of patient care services; 
	 The furnishing and billing of patient care services; 
	 The distribution of income and expenses;
	 Level of group decision making; 
	 Compensation based upon volume or value of referrals; 
	 Physician / patient encounters; and 
	 Productivity bonuses and profit shares.  
	Group practices generally have greater latitude in paying physicians incentive-based compensation under the Stark Law than organizations that fall short of group practice qualification.  Therefore, qualifying as a "group practice" is often critical to gain the protection of a Stark exception.   

	c. The Exceptions 
	(i) Physician Services Exception
	(ii) In-Office Ancillary Services Exception
	(1) Supervision of Services 
	To qualify for the Stark IOASE, the referring physician (or another physician who is a member of the same group practice) must personally furnish the services.  Alternatively, if other individuals (e.g., technicians) perform the services, those individuals must be directly supervised by the referring physician or another physician in the same group practice in order for those services to qua1ify.  Although the Stark statute uses the phrase "directly supervised," CMS has interpreted this to mean supervised to the extent otherwise required in the Medicare program.  
	(2) The Location Requirements
	Currently to be exempt through the IOASE also must be furnished either (i) in a "centralized building" used by the group practice for the centralized provision of the group's DHS; or (ii) in the "same building" in which:
	(3) The Billing Requirements 
	DHS must be billed by one of the following:

	· The physician performing or supervising the service;
	· The "group practice" as defined by Stark (discussed below);
	· An entity that is wholly owned by the referring or supervising physician or his or her "group practice;" or
	· An independent third-party billing company that bills for one of the above providers, under the provider's billing number.
	(d) Group Practice Structure
	Calculation Sample
	Calculation Sample
	(e) The Notice Requirement for Advanced Imaging
	(iii)  Rental of Office Space Exception
	(v) Bona Fide Employment Exception
	(vi) Personal Services Exception 
	The exception covers compensation to a physician in a non-employee context (e.g. independent contractor). 
	(x) Isolated Transactions Exception
	(xi) Professional Courtesy Exception
	(xii) Fair Market Value Exception
	 not determined in a manner that takes into account the volume or value of referrals or other business generated by the referring physician.
	(xiii) Electronic Health Records Items and Services
	(xiv) Additional Exceptions




	6. Obligation to Return Funds
	a. Sixty (60) Day Overpayment Return

	7. Other Laws 
	8. Self-Disclosure

	C. Additional Risk Areas
	1. Local Medical Review Policy
	2. Advance Beneficiary Notice of Non-Coverage (ABN)
	3. Physician Liability for Certifications in the Provision of Medical Equipment and Supplies and Home Health Services
	4. Billing for Non-Covered Services as if Covered
	5. Billing Practices
	6. Billing by Non-Participating Physicians 
	7. Checking for Sanctioned Providers

	D. Protective Measures
	1. Conduct Internal Self-Auditing and Monitoring
	a. Billing and Collections
	i. Relationships Management
	ii. Factors for Choosing the Audit Manager
	iii. Identifying Your Risk Areas
	iv. Practice Exposure and Drafting Policies

	2. Implement Compliance and Practice Standards, including a Code of Conduct
	a. Standards and Procedures 
	b. Claims Submission 
	The actual bills and medical records should be reviewed for the following: 
	c. Developing Written Standards

	3. Designate a Compliance Officer or Contact(s)
	4. Conduct Appropriate Training and Education Programs
	5. Respond to Violations and Develop Corrective Actions
	a. Violations and Investigations

	6. Responding to Investigations and Inquiries
	 Charge Compliance personnel with handling all investigative inquiries as directed by practice counsel;
	 Instruct all staff members to:  (i) contact Compliance personnel upon receiving any type of billing fraud and abuse or other investigative inquiry, and (ii) divulge no information to anyone unless instructed to do so by Compliance personnel; and 
	 Upon receiving notice of an inquiry, Compliance personnel should:  (i) seek identification from the investigator and any documentation related to or supporting the inquiry (e.g. subpoena); and (ii) release no information or records until legal counsel instructs Compliance personnel to do so.

	7. Develop a Process to Communicate
	8. Enforce Disciplinary Guidelines
	9. Internet Resources
	a. Office of Inspector General – U.S. Department of Health and Human Services – http://oig.hhs.gov/.  Also, for physician specific compliance guidance go to:  http://oig.hhs.gov/authorities/docs/physician.pdf and http://oig.hhs.gov/fraud/complianceguidance.asp 


	E. Employment Hiring and Termination
	1. New Employee Policy
	2. Employment Termination
	 Whether at any time during the employee's employment, the employee was involved in or became aware of any actual violations or suspected violations of any federal or state law or regulation or any payor requirement.  Ask the employee if he or she is aware of any violation or suspected violation of the Practice Compliance Plan or policies. 
	 If the answer to any of the above questions is "yes," pursue whether the employee filed a compliance incident report or made a report to Compliance personnel.  If not, why not? If so, is the employee aware of any investigation or remedial action taken by the practice?


	F. Moving Forward

	I. "MODEL" COMPLIANCE PLAN
	A. Introduction
	B. Compliance Mission Statement
	C. Compliance Personnel
	1. Compliance Officer/Contact
	2. Assistant Compliance Officer/Contact

	D. Training and Education
	1. Positions Affected
	2. Mandatory Attendance
	3. Expense Reimbursement

	E. Coding, Billing and Collections
	1. Coding and Documentation
	2. Claims Submission
	a.  No employee may submit a claim for payment for services or supplies which:
	 were not provided by the Practice; 
	 for payment for which the employee knows or has reason to believe that the Practice is not entitled to bill; or, 
	 for services which the employee knows or has reason to believe are not medically necessary, at the time rendered, and in the location billed. 
	b.  No employee may make a false representation in the submission of a claim for payment with respect to: 
	 the nature of the services rendered;
	 the charges for services rendered; 
	 the identity of the patient for whom the services were rendered; 
	 dates or time(s) of services, or,
	 otherwise if the employee believes the claim should not be submitted.
	c. No employee may alter claim forms or medical records once entered for the purpose of obtaining greater reimbursement than the Practice is legally entitled to receive.  If a record needs to be corrected for accuracy after the fact, please see the CO. 

	3. Collections
	a.  Co-Payments
	The Practice policy is to collect all patient co-payments at the time services are rendered.  It is also the practice policy to bill for all non-paid amounts and to pursue collection efforts appropriately with regard to deductibles and outstanding balances.  No employee should discuss patient balances, billing or collections with any patient unless specifically authorized to do so, as the Practice has specific guidelines and policies with regard to these areas.  
	b.  Collections
	c.  Financial Hardship
	Each patient claiming financial hardship shall be evaluated on an individual basis pursuant to the Practice's financial hardship policies.  
	d.  Overpayments
	Overpayments or payments received by the Practice, to which the Practice is not entitled, shall be promptly refunded to the program or payor from which such payment was made.  This shall only be done by authorized personnel, following the procedures and policies of the practice. 


	F. Communication and Reporting
	1. Dissemination of Materials
	2. Questions and Concerns
	3. Reporting of Violations or Suspected Violations
	4. Confidentiality
	5. Investigation and Remedial Action
	6. Disciplinary Action

	G. Auditing and Monitoring
	H. Responding to Inquiries
	I. Hiring and Employment Termination
	1. Hiring
	2. Employment Termination
	As used in section 1128B of the Act, remuneration does not include any payment made by a lessee to a lessor for the use of premises, as long as all of the following six standards are met.
	· The lease agreement is set out in writing and signed by the parties.
	· The lease covers all of the premises leased between the parties for the term of the lease and specifies the premises covered by the lease.
	· If the lease is intended to provide the lessee with access to the premises for periodic intervals of time, rather than on a full-time basis for the term of the lease, the lease specifies exactly the schedule of such intervals, their precise length, and the exact rent for such intervals.
	· The term of the lease is for not less than one year.
	· The aggregate rental charge is set in advance, is consistent with fair market value in arms-length transactions and is not determined in a manner that takes into account the volume or value of any referrals or business otherwise generated between the parties for which payment may be made in whole or in part under Medicare, Medicaid or other Federal health care programs.
	· The aggregate space rented does not exceed that which is reasonably necessary to accomplish the commercially reasonable business purpose of the rental.  Note that for purposes of paragraph (b) of this section [1001.952], the term fair market value means the value of the rental property for general commercial purposes, but shall not be adjusted to reflect the additional value that one party (either the prospective lessee or lessor) would attribute to the property as a result of its proximity or convenience to sources of referrals or business otherwise generated for which payment may be made in whole or in part under Medicare, Medicaid and all other Federal health care programs.
	As used in section 1128B of the Act, remuneration does not include any payment made by a lessee of equipment to the lessor of the equipment for the use of the equipment, as long as all of the following six standards are met.
	· The lease agreement is set out in writing and signed by the parties.
	· The lease covers all of the equipment leased between the parties for the term of the lease and specifies the equipment covered by the lease.
	· If the lease is intended to provide the lessee with use of the equipment for periodic intervals of time, rather than on a full-time basis for the term of the lease, the lease specifies exactly the schedule of such intervals, their precise length, and the exact rent for such interval.
	· The term of the lease is for not less than one year.
	· The aggregate rental charge is set in advance, is consistent with fair market value in arms-length transactions and is not determined in a manner that takes into account the volume or value of any referrals or business otherwise generated between the parties for which payment may be made in whole or in part under Medicare, Medicaid or all other Federal health care programs.
	· The aggregate equipment rental does not exceed that which is reasonably necessary to accomplish the commercially reasonable business purpose of the rental.  Note that for purposes of paragraph (c) of this section [1001.952], the term fair market value means that the value of the equipment when obtained from a manufacturer or professional distributor, but shall not be adjusted to reflect the additional value one party (either the prospective lessee or lessor) would attribute to the equipment as a result of its proximity or convenience to sources of referrals or business otherwise generated for which payment may be made in whole or in part under Medicare, Medicaid or other Federal health care programs.
	3.   Personal Services and Management Contracts. 42 CFR § 1001.952(d)

	As used in section 1128B of the Act, remuneration does not include any payment made by a principal to an agent as compensation for the services of the agent, as long as all of the following standards are met.
	· The agency agreement is set out in writing and signed by the parties.
	· The agency agreement covers all of the services the agent provides to the principal for the term of the agreement and specifies the services to be provided by the agent.
	· If the agency agreement is intended to provide for the services of the agent on a periodic, sporadic or part-time basis, rather than on a full-time basis for the term of the agreement, the agreement specifies exactly the schedule of such intervals, their precise length, and the exact charge for such intervals.
	· The term of the agreement is for not less than one year.
	· The aggregate compensation paid to the agent over the term of the agreement is set in advance, is consistent with fair market value in arms-length transactions and is not determined in a manner that takes into account the volume or value of any referrals or business otherwise generated between the parties for which payment may be made in whole or in part under Medicare, Medicaid or other Federal health care programs.
	· The services performed under the agreement do not involve the counseling or promotion of a business arrangement or other activity that violates any State or Federal law.
	· The aggregate services contracted for do not exceed those which are reasonably necessary to accomplish the commercially reasonable business purpose of the services.
	· For purposes of paragraph (d) of this section, an agent of a principal is any person, other than a bona fide employee of the principal, who has an agreement to perform services for, or on behalf of, the principal.
	As used in section 1128B of the Act, remuneration does not include any payment made to a practitioner by another practitioner where the former practitioner is selling his or her practice to the latter practitioner, as long as both of the following two standards are met.
	· The period from the date of the first agreement pertaining to the sale to the completion of the sale is not more than one year.  
	· The practitioner who is selling his or her practice will not be in a professional position to make referrals to, or otherwise generate business for, the purchasing practitioner for which payment may be made in whole or in part under Medicare, Medicaid or other Federal health care programs after 1 year from the date of the first agreement pertaining to the sale.
	· As used in section 1128B of the Act, remuneration does not include any payment made to a practitioner by a hospital or other entity where the practitioner is selling his or her practice to the hospital or other entity, so long as the following four standards are met.  
	· The period from the date of the first agreement pertaining to the sale to the completion date of the sale is not more than three years.
	· The practitioner who is selling his or her practice will not be in a professional position after completion of the sale to make or influence referrals to, or otherwise generate business for, the purchasing hospital or entity for which payment may be made under Medicare, Medicaid or other Federal health care programs.
	· The practice being acquired must be located in a Health Professional Shortage Area (HPSA), as defined in Departmental regulations, for the practitioner's specialty area.
	· Commencing at the time of the first agreement pertaining to the sale, the purchasing hospital or entity must diligently and in good faith engage in commercially reasonable recruitment activities that: 
	· May reasonably be expected to result in the recruitment of a new practitioner to take over the acquired practice within a one year period and
	· Will satisfy the conditions of the practitioner recruitment Safe Harbor in accordance with this section.


	As used in section 1128B of the Act, remuneration does not include any amount paid by an employer to an employee, who has a bona fide employment relationship with the employer, for employment in the furnishing of any item or service for which payment may be made in whole or in part under Medicare, Medicaid or other Federal health care programs.  For purposes of paragraph (i) of this section [1001.952], the term employee has the same meaning as it does for purposes of 26 U.S.C.3121(d)(2).
	As used in section 1128B of the Act, remuneration does not include any payment that is a return on an investment interest, such as a dividend or interest income, made to an investor, as long as the investment entity is a certified ambulatory surgical center (ASC) under part 416 of this title, whose operating and recovery room space is dedicated exclusively to the ASC, patients referred to the investment entity by an investor are fully informed of the investor's investment interest, and all of the applicable standards are met within one of the following four categories: 
	Surgeon-owned ASCs
	If all of the investors are general surgeons or surgeons engaged in the same surgical specialty, who are in a position to refer patients directly to the entity and perform surgery on such referred patients; surgical group practices (as defined in this paragraph) composed exclusively of such surgeons; or investors who are not employed by the entity or by any investor, are not in a position to provide items or services to the entity or any of its investors, and are not in a position to make or influence referrals directly or indirectly to the entity or any of its investors, all of the following six standards must be met.
	· The terms on which an investment interest is offered to an investor must not be related to the previous or expected volume of referrals, services furnished, or the amount of business otherwise generated from that investor to the entity.
	· At least one-third of each surgeon investor's medical practice income from all sources for the previous fiscal year or previous 12-month period must be derived from the surgeon's performance of procedures (as defined in this paragraph).
	· The entity or any investor (or other individual or entity acting on behalf of the entity or any investor) must not loan funds to or guarantee a loan for an investor if the investor uses any part of such loan to obtain the investment interest.
	· The amount of payment to an investor in return for the investment must be directly proportional to the amount of the capital investment (including the fair market value of any pre-operational services rendered) of that investor.
	· All ancillary services for Federal health care program beneficiaries performed at the entity must be directly and integrally related to primary procedures performed at the entity, and none may be separately billed to Medicare or other Federal health care programs.
	· The entity and any surgeon investors must treat patients receiving medical benefits or assistance under any Federal health care program in a nondiscriminatory manner.

	Single-Specialty ASCs
	If all of the investors are physicians engaged in the same medical practice specialty who are in a position to refer patients directly to the entity and perform procedures on such referred patients; group practices (as defined in this paragraph) composed exclusively of such physicians; or investors who are not employed by the entity or by any investor, are not in a position to provide items or services to the entity or any of its investors, and are not in a position to make or influence referrals directly or indirectly to the entity or any of its investors, all of the following six standards must be met. 
	· The terms on which an investment interest is offered to an investor must not be related to the previous or expected volume of referrals, services furnished, or the amount of business otherwise generated from that investor to the entity.
	· At least one-third of each physician investor's medical practice income from all sources for the previous fiscal year or previous 12-month period must be derived from the surgeon's performance of procedures (as defined in this paragraph).
	· The entity or any investor (or other individual or entity acting on behalf of the entity or any investor) must not loan funds to or guarantee a loan for an investor if the investor uses any part of such loan to obtain the investment interest.
	· The amount of payment to an investor in return for the investment must be directly proportional to the amount of the capital investment (including the fair market value of any pre-operational services rendered) of that investor.
	· All ancillary services for Federal health care program beneficiaries performed at the entity must be directly and integrally related to primary procedures performed at the entity, and none may be separately billed to Medicare or other Federal health care programs.
	· The entity and any physician investors must treat patients receiving medical benefits or assistance under any Federal health care program in a nondiscriminatory manner.

	Multi-Specialty ASCs
	If all of the investors are physicians who are in a position to refer patients directly to the entity and perform procedures on such referred patients; group practices, as defined in this paragraph, composed exclusively of such physicians; or investors who are not employed by the entity or by any investor, are not in a position to provide items or services to the entity or any of its investors, and are not in a position to make or influence referrals directly or indirectly to the entity or any of its investors, all of the following seven standards must be met. 
	· The terms on which an investment interest is offered to an investor must not be related to the previous or expected volume of referrals, services furnished, or the amount of business otherwise generated from that investor to the entity.
	· At least one-third of each physician investor's medical practice income from all sources for the previous fiscal year or previous 12-month period must be derived from the physician's performance of procedures (as defined in this paragraph).
	· At least one-third of the procedures (as defined in this paragraph) performed by each physician investor for the previous fiscal year or previous 12-month period must be performed at the investment entity.
	· The entity or any investor (or other individual or entity acting on behalf of the entity or any investor) must not loan funds to or guarantee a loan for an investor if the investor uses any part of such loan to obtain the investment interest.
	· The amount of payment to an investor in return for the investment must be directly proportional to the amount of the capital investment (including the fair market value of any pre-operational services rendered) of that investor.
	· All ancillary services for Federal health care program beneficiaries performed at the entity must be directly and integrally related to primary procedures performed at the entity, and none may be separately billed to Medicare or other Federal health care programs.
	· The entity and any physician investors must treat patients receiving medical benefits or assistance under any Federal health care program in a nondiscriminatory manner.

	Hospital/Physician ASCs
	If at least one investor is a hospital, and all of the remaining investors are physicians who meet the requirements of paragraphs (r)(1)[surgeon owned ASC], (r)(2) [single specialty ASC] or (r)(3) [multi-specialty ASC] of this section; group practices (as defined in this paragraph) composed of such physicians; surgical group practices (as defined in this paragraph); or investors who are not employed by the entity or by any investor, are not in a position to provide items or services to the entity or any of its investors, and are not in a position to refer patients directly or indirectly to the entity or any of its investors, all of the following standards must be met. 
	· The terms on which an investment interest is offered to an investor must not be related to the previous or expected volume of referrals, services furnished, or the amount of business otherwise generated from that investor to the entity.
	· The entity or any investor (or other individual or entity acting on behalf of the entity or any investor) must not loan funds to or guarantee a loan for an investor if the investor uses any part of such loan to obtain the investment interest.
	· The amount of payment to an investor in return for the investment must be directly proportional to the amount of the capital investment (including the fair market value of any pre-operational services rendered) of that investor.
	· The entity and any hospital or physician investor must treat patients receiving medical benefits or assistance under any Federal health care program in a nondiscriminatory manner.
	· The entity may not use space, including, but not limited to, operating and recovery room space, located in or owned by any hospital investor, unless such space is leased from the hospital in accordance with a lease that complies with all the standards of the space rental Safe Harbor set forth in paragraph (b) of this section [1001.952]; nor may it use equipment owned by or services provided by the hospital unless such equipment is leased in accordance with a lease that complies with the equipment rental Safe Harbor set forth in paragraph (c) of this section, and such services are provided in accordance with a contract that complies with the personal services and management contracts Safe Harbor set forth in paragraph (d) of this section.
	· All ancillary services for Federal health care program beneficiaries performed at the entity must be directly and integrally related to primary procedures performed at the entity, and none may be separately billed to Medicare or other Federal health care programs.
	· The hospital may not include on its cost report or any claim for payment from a Federal health care program any costs associated with the ASC (unless such costs are required to be included by a Federal health care program).
	· The hospital may not be in a position to make or influence referrals directly or indirectly to any investor or the entity.
	· For purposes of this section, procedures means any procedure or procedures on the list of Medicare-covered procedures for ambulatory surgical centers in accordance with regulations issued by the Department and group practice means a group practice that meets all of the standards of a group practice of this section. Surgical group practice means a group practice that meets all of the standards of this section and is composed exclusively of surgeons who meet the requirements of this section.
	As used in section 1128B of the Act, remuneration does not include any exchange of value among individuals and entities where one party agrees to refer a patient to the other party for the provision of a specialty service payable in whole or in part under Medicare, Medicaid or any other Federal health care programs in return for an agreement on the part of the other party to refer that patient back at a mutually agreed upon time or circumstance as long as the following four standards are met.

	· The mutually agreed upon time or circumstance for referring the patient back to the originating individual or entity is clinically appropriate. 
	· The service for which the referral is made is not within the medical expertise of the referring individual or entity, but is within the special expertise of the other party receiving the referral.
	· The parties receive no payment from each other for the referral and do not share or split a global fee from any Federal health care program in connection with the referred patient.
	· Unless both parties belong to the same group practice as defined in paragraph (p) of this section [1001.952], the only exchange of value between the parties is the remuneration the parties receive directly from third-party payors or the patient compensating the parties for the services they each have furnished to the patient.

	As used in section 1128B of the Act, "remuneration" does not include non-monetary remuneration (consisting of items and services in the form of hardware, software, or information technology and training services) necessary and used solely to receive and transmit electronic prescription information, if all of the following conditions are met.
	· The items and services are provided by a: 
	· Hospital to a physician who is a member of its medical staff; 
	· Group practice to a prescribing health care professional who is a member of the group practice; and 
	· A PDP sponsor or MA organization to pharmacists and pharmacies participating in the network of such sponsor or organization and to prescribing health care professionals. 
	· The items and services are provided as part of, or are used to access, an electronic prescription drug program that meets the applicable standards under Medicare Part D at the time the items and services are provided. 
	· The donor (or any person on the donor's behalf) does not take any action to limit or restrict the use or compatibility of the items or services with other electronic prescribing or electronic health records systems. 
	· For items or services that are of the type that can be used for any patient without regard to payor status, the donor does not restrict, or take any action to limit, the recipient's right or ability to use the items or services for any patient. 
	· Neither the recipient nor the recipient's practice (or any affiliated individual or entity) makes the receipt of items or services, or the amount or nature of the items or services, a condition of doing business with the donor. 
	· Neither the eligibility of a recipient for the items or services, nor the amount or nature of the items or services, is determined in a manner that takes into account the volume or value of referrals or other business generated between the parties. 
	· The arrangement is set forth in a written agreement that: 
	· Is signed by the parties; 
	· Specifies the items and services being provided and the donor's cost of the items and services; and 
	· Covers all of the electronic prescribing items and services to be provided by the donor (or affiliated parties).  This requirement will be met if all separate agreements between the donor (and affiliated parties) and the recipient incorporate each other by reference or if they cross-reference a master list of agreements that is maintained and updated centrally and is available for review by the Secretary upon request.  The master list should be maintained in a manner that preserves the historical record of agreements.  
	The donor does not have actual knowledge of, and does not act in reckless disregard or deliberate ignorance of, the fact that the recipient possesses or has obtained items or services equivalent to those provided by the donor.  


	As used in section 1128B of the Act, "remuneration" does not include non-monetary remuneration (consisting of items and services in the form of software or information technology and training services) necessary and used predominantly to create, maintain, transmit, or receive electronic health records, if all of the following conditions are met.
	· The items and services are provided to an individual or entity engaged in the delivery of health care by:
	· An individual or entity that provides services covered by a Federal health care program and submits claims or requests for payment, either directly or through reassignment, to the Federal health care program; or 
	· A health plan. 
	· The software is interoperable at the time it is provided to the recipient.  For purposes of this subparagraph, software is deemed to be interoperable if a certifying body recognized by the Secretary has certified the software within no more than twelve (12) months prior to the date it is provided to the recipient;

	· The donor (or any person on the donor's behalf) does not take any action to limit or restrict the use, compatibility, or interoperability of the items or services with other electronic prescribing or electronic health records systems;
	· Neither the recipient nor the recipient's practice (or any affiliated individual or entity) makes the receipt of items or services, or the amount or nature of the items or services, a condition of doing business with the donor;
	· Neither the eligibility of a recipient for the items or services, nor the amount or nature of the items or services, is determined in a manner that directly takes into account the volume or value of referrals or other business generated between the parties.  For the purposes of this paragraph (y)(5), the determination is deemed not to directly take into account the volume or value of referrals or other business generated between the parties if any one of the following conditions is met;
	· The determination is based on the total number of prescriptions written by the recipient (but not the volume or value of prescriptions dispensed or paid by the donor or billed to a Federal health care program); 
	· The determination is based on the size of the recipient's medical practice (for example, total patients, total patient encounters, or total relative value units); 
	· The determination is based on the total number of hours that the recipient practices medicine; 
	· The determination is based on the recipient's overall use of automated technology in his or her medical practice (without specific reference to the use of technology in connection with referrals made to the donor);
	· The determination is based on whether the recipient is a member of the donor's medical staff, if the donor has a formal medical staff; 
	· The determination is based on the level of uncompensated care provided by the recipient; or 
	· The determination is made in any reasonable and verifiable manner that does not directly take into account the volume or value of referrals or other business generated between the parties.  
	· The arrangement is set forth in a written agreement that: 
	· Is signed by the parties; 
	· Specifies the items and services being provided, the donor's cost of those items and services, and the amount of the recipient's contribution; and 
	· Covers all of the electronic health records items and services to be provided by the donor (or any affiliate).  This requirement will be met if all separate agreements between the donor (and affiliated parties) and the recipient incorporate each other by reference or if they cross-reference a master list of agreements that is maintained and updated centrally and is available for review by the Secretary upon request.  The master list should be maintained in a manner that preserves the historical record of agreements.  
	· The donor does not have actual knowledge of, and does not act in reckless disregard or deliberate ignorance of, the fact that the recipient possesses or has obtained items or services equivalent to those provided by the donor.  
	· For items or services that are of the type that can be used for any patient without regard to payor status, the donor does not restrict, or take any action to limit, the recipient's right or ability to use the items or services for any patient.  
	· The items and services do not include staffing of the recipient's office and are not used primarily to conduct personal business or business unrelated to the recipient's clinical practice or clinical operations.  
	· The electronic health records software contains electronic prescribing capability, either through an electronic prescribing component or the ability to interface with the recipient's existing electronic prescribing system, that meets the applicable standards under Medicare Part D at the time the items and services are provided.  
	· Before receipt of the items and services, the recipient pays fifteen percent (15%) of the donor's cost for the items and services.  The donor (or any affiliated individual or entity) does not finance the recipient's payment or loan funds to be used by the recipient to pay for the items and services.  
	· The donor does not shift the costs of the items or services to any Federal health care program.
	· The transfer of the items and services occurs, and all conditions in this paragraph (y) have been satisfied, on or before December 31, 2013.  
	Note to paragraph (y): For purposes of paragraph (y) of this section, health plan shall have the meaning set forth at § 1001.952(l)(2); interoperable shall mean able to communicate and exchange data accurately, effectively, securely, and consistently with different information technology systems, software applications, and networks, in various settings, and exchange data such that the clinical or operational purpose and meaning of the data are preserved and unaltered; and electronic health record shall mean a repository of consumer health status information in computer processable form used for clinical diagnosis and treatment for a broad array of clinical conditions.
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