


Act. For example, although a par

materials derived from the human body for the purpose of providing information for the diagnosis,

Commercially reasonable I

may be commercially reasonable even if it does not result in profit for one or more of the parties.



findings, which is provided to the physician who r_

Cybersecurity means the process of protecting information by preventing, detecting, and

only DHS payable, in whole or in part, by Medicare. DHS do not include services that are reimbursed by
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kickback statute |

(i) Has been specifically approved by the OlIG in-a favorable advisory opinion-issued toa party to
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(1) Able to securely exchange data with and use data from other health information technology

(2) Allows for complete access, exchange, and use of all electronically accessible health

ment for multiple or repeated services (such as a

materials derived from the human body for the purpose of providing information for the diagnosis,












ray, fluoroscopy, or ultrasound procedures that require the insertion of a need

t by a physician for, or
ordering of, or the certifying or recertifying of the need for, any designated health service for which
payment may be made under Medicare Part B, including a request for a consultation with another

designated health service is not personally performed o

oncologist for radiation therapy or ancillary services necessary for, and integral to, the provision of

































does not know, or acts in reckless disregard or deliberate ignorance of, the precise composition of the

owner or investor in another common owner or investor.

Compensation arra
remuneration, direct or indirect, between a physician (or a member of a physician's immediate family)

regulations. A compensation arrangement does not include the portion of any business arrangement

(ii) Except as provided in paragraph (c)(3)(ii)(C) of this section, a ph—

entity furnishing DHS if

(A) The only intervening entity between the physician and the entity furnishing DHS is his or her







referrals or other business generated by the referring physician.

items
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arrangement:



- set in advance for the
of the arrangement.

The compensation arrangement - |

best medical interests in the physician's judgment.

value of the phys

(ii) Compensation from an entity furnishing designated health services to a physician (or





















statute (section 1128B(b) of the Act), or any Federal or State law or regulation governing billing or

n professionals need

Implants furnished by an ASC, including, but not limited to,

All-billing-and claims submission for the implants does not violate any Federal or State law or

and implanted in, the patient.






on or entity is available to furnish the services in a timely manner within 25 miles of or 45

entities located farther than 25 miles of or 45 minutes transportation time from (whichever test the

(i) Listed for trading on the New York Stock Exchange, the American Stock Exchange, or any



























(3) With respect to the DHS covered under the arrangement, at least 75 percent of these services

furnished by the parties and the compensation for services furnished under the agreement.
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(1) To a laboratory in exchange for the provision of clinical laboratory se
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_o not change.

using a formula based on

(i) Remunera

(1) The compensation is offered to all members of the medical staff practicing || | | | Gz







unit of |

reasonable even if

that meets all of the conditions set forth in §1001.952(0) of this title.
obstetrical practice as a routine part of his or her medical practice, if all of the following conditions are

eed for the physician's obstetrical services as determined by the Secretary in an



(vii) The physician treats obstetrical patients who receive medical benefits or assistance under

of the malpractice insurance will

ce with section 1877(g)(6) of the Act; or
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(v) The determination is based on wheth

(i) Is signed by the parties;






the

years of the compensation arrangement between the nonphysician practitioner and the physician (or

PP referrals by the

I patient care services furnished by the

nonphysician practitioner to patients of the physician's practice.

I Furnished NPP patient care services |G

patient care services in the

geographic area served by the hospital.

The GG h-ck statute (section 1128B(b) of the Act), or
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red under the value

§411.354(d)(4)(iv)

|

(A) Is responsible to pay the entity no less than 25 percent of the value of the remuneration the
physician receives under the value

of patient care items and services covered by the applicable payor for each patient in the target patient

|

es to be undertaken under the arrangement;




(vii) If

of this section), in the form, manner, and at the times that CMS or OIG specifies.






ownership or investment interest in a hospital.

interest in the hospital is held without any intervening persons or entities between the hospital and the

owner or investor in the hospital and the nature and extent of all ownership and investment interests in















period, regardless of whether the hospital submits a rebuttal statement, if CMS receives written

section 1878, or otherwise of the process under this section (including the establishment of such

Matters that qualify for advisory opinions and who may request one.

ion of interpretation, pose a hypothetical situation, or involve the












amount that is due. CMS does not issue an advisory opinion until the requestor has paid the full amount







CMS's right to rescind advisory opinions.

reliance upon CMS's advice under this part, provided

facts; and

ublic.
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opinion are available to the public to the extent they are required to be made avai






