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1 See Medicare Program; Hospital Inpatient Prospective Payment Systems for Acute Care Hospitals and 
the Long Term-Care Hospital Prospective Payment System and Policy Changes and Fiscal Year 2023 
Rates; Quality Programs and Medicare Promoting Interoperability Program Requirements for Eligible 
Hospitals and Critical Access Hospitals; Costs Incurred for Qualified and Non-Qualified Deferred 
Compensation Plans; and Changes to Hospital and Critical Access Hospital Conditions of Participation, 
87 Fed. Reg. 48780 (2022); Medicare Program; Contract Year 2023 Policy and Technical Changes to the 
Medicare Advantage and Medicare Prescription Drug Benefit Programs; Policy and Regulatory Revisions 
in Response to the COVID-19 Public Health Emergency; Additional Policy and Regulatory Revisions in 
Response to the COVID-19 Public Health Emergency, 87 Fed. Reg. 27704 (2022). 
2 Ctrs. For Medicare & Medicaid Servs., CMCS Informational Bulletin re: Coverage of Services and 
Supports to Address Health-Related Social Needs in Medicaid and the Children’s Health Insurance 
Program (Nov. 16, 2023), https://www.medicaid.gov/sites/default/files/2023-11/cib11162023.pdf.  
3 Medicare and Medicaid Programs; CY 2024 Payment Policies under the Physician Fee Schedule and 
Other Changes to Part B Payment and Coverage Policies; Medicare Shared Savings Program 
Requirements; Medicare Advantage; Medicare and Medicaid Provider and Supplier Enrollment Policies; 
and Basic Health Program, 88 Fed. Reg. 78818 (2023). 
4 42 C.F.R. § 1001.952(bb). 
5 42 C.F.R. § 1001.952(hh). 
6 42 C.F.R. § 1003.110(6), 42 C.F.R. § 1003.110(5), and 42 C.F.R. § 1003.110(8). 
7 Medicare and State Health Care Programs: Fraud and Abuse; Revisions to the Safe Harbors Under the 
Anti-Kickback Statute and Civil Monetary Penalty Rules Regarding Beneficiary Inducements, 81 Fed. 
Reg. 88368, 88373 (Dec. 7, 2016).  
8 Medicare and State Health Care Programs: Fraud and Abuse; Revisions to Safe Harbors Under the 
Anti-Kickback Statute, and Civil Monetary Penalty Rules Regarding Beneficiary Inducements, 85 Fed. 
Reg. 77684, 77797 (Dec. 2, 2020). See also OIG Advisory Opinion 18-05 (2018) (helping to distinguish 
marketing from other communications where OIG explains, “Requestor certified that it does not actively 
market the Arrangement. Requestor provides information about the Center on its website, on its social 
media pages, and in brochures but does not advertise in the media or on billboards and does not engage 
in other active advertising.”).  
9 Id. 
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10 See supra, note 7 at 81 Fed. Reg. 88402. 
11 Id. 
12 Advisory Opinion No. 23-08, https://oig.hhs.gov/documents/advisory-opinions/1133/AO-23-08.pdf.   
13 See supra, note 7 at 81 Fed. Reg. 88403. (“In other words, we recognize that providers or suppliers 
may have ongoing relationships with the patients to whom they may give free or discounted items or 
services under this exception. What this limitation prohibits is tying the purchase of a reimbursable item or 
service to the offer of the free item or service.”). 
14 Id. (“Commenters urged us to deem remuneration to be reasonably connected to medical care when a 
medical professional (e.g., a pharmacist, physician, care management team, or a generally accepted 
professional practice) determines it is connected to medical care, is important to patient success, or would 
benefit treatment or adherence to treatment. . . . We agree that a medical professional is generally in the 
best position to determine that an item or service is reasonably connected to the care that professional is 
providing, including achieving a favorable treatment outcome.”). 
15 See supra, note 7 at 81 Fed. Reg. 88404. 
16 See, e.g., Wang L, Lauren BN, Hager K, et al. Health and economic impacts of implementing produce 
prescription programs for diabetes in the United States: a microsimulation study. J Am Heart Assoc. 
2023;0:e029215, https://doi.org/10.1161/JAHA.122.029215. 
17 See supra, note 7 at 81 Fed. Reg. 88404. 
18 Advisory Opinion No. 18-05, https://oig.hhs.gov/documents/advisory-opinions/748/AO-18-05.pdf.  
19 See supra, note 7 at 81 Fed. Reg. 88404. 
20 Id.  
21 See supra, note 7 at 81 Fed. Reg. 88405. 
22 Id. (“A statement of inability to pay coinsurance may suffice for a Medicaid patient, because Medicaid 
patients have been screened for financial eligibility by the state. A provider may have other reasons to be 
comfortable in accepting a patient's own statement of financial need, such as being located in a low-
income area and generally serving a financially needy patient population, or knowing that a particular 
family has very high medical expenses. However, a provider or supplier should not rely solely on a 
representation by the patient that he or she is in financial need, unless the provider or supplier has some 
independent basis for belief that such a representation is reliable.”). 
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