
 

 

 

 

December 16, 2019 

 

Joanne M. Chiedi 

Acting Inspector General 

Department of Health and Human Services 

Wilbur J. Cohen Building 

330 Independence Avenue, SW 

Washington, DC 20201 

 

RE: Medicare and State Healthcare Programs: Fraud and Abuse; 

Revisions To Safe Harbors Under the Anti-Kickback Statute, And Civil 

Monetary Penalty Rules Regarding Beneficiary Inducements [OIG-

0936-AA10-P] 

 

Dear Ms. Chiedi, 

 

The American Academy of Neurology (AAN) is the world’s largest 

neurology specialty society representing more than 36,000 neurologists and 

clinical neuroscience professionals. The AAN is dedicated to promoting the 

highest quality patient-centered neurologic care. A neurologist is a physician 

with specialized training in diagnosing, treating, and managing disorders of 

the brain and nervous system. These disorders affect one in six people and 

include conditions such as multiple sclerosis (MS), Alzheimer’s disease, 

Parkinson’s disease, stroke, migraine, epilepsy, traumatic brain injury, ALS, 

and spinal muscular atrophy. 

 

The AAN appreciates that the Department of Health and Human Services 

(HHS) and the Office of the Inspector General (OIG) are working to 

modernize the anti-kickback statute (AKS) safe harbors and that the 

administration recognizes the barriers imposed by the AKS on the transition 

to value-based care. Currently, the AKS makes it a criminal offense to 

knowingly and willfully offer, pay, solicit, or receive any remuneration to 

induce or reward referrals of items or services reimbursable by a federal 

health care program.1 The AKS predates the current movement towards 

value-based care and was drafted to address incentives to overutilize care 

that are mitigated by financial arrangements that reward value. Furthermore, 

many of the AKS safe harbors were created in the 1990s and have not been 

updated as the healthcare system has transitioned to value. Without 

modernization, the AKS is likely to continue to have a chilling effect on 

innovative payment and delivery models. 

 

                                                        
1 Department of Health and Human Services. A Roadmap for New Physicians: Fraud & 

Abuse Laws. Office of the Inspector General, oig.hhs.gov/compliance/physician-

education/01laws.asp. 



Value-based Arrangements 

 

The AAN applauds the OIG and the Centers for Medicare and Medicaid Services (CMS) for 

working together to coordinate their proposals with respect to exceptions and safe harbors for 

value-based activities (VBAs). Complex differences between AKS safe harbors and 

exceptions to the physician self-referral law create substantial administrative burdens that 

have increased compliance costs and made it difficult to develop novel financial 

arrangements. The AAN supports the OIG’s three proposed safe harbor protections and  

CMS’ three proposed exceptions for implementation of one or more VBAs. The AAN 

supports the joint CMS and OIG proposal to define a VBA as an activity intent on achieving 

at least one of the following goals: “coordinating and managing the care of a target patient 

population;  improving the quality of care for a target patient population; appropriately 

reducing the costs to, or growth in expenditures of, payors without reducing the quality of 

care for a target patient population; and transitioning from healthcare delivery and payment 

mechanisms based on the volume of items and services provided to mechanisms based on the 

quality of care and control of costs of care for a target patient population.”2  

 

The AAN supports the joint proposal to create three distinct, harmonized exceptions and safe 

harbors when a value-based enterprise (VBE) assumes full downside financial risk from a 

payor, when a VBE assumes substantial downside risk from a payor, and for value-based 

activities that are directly connected to care coordination and care management. The AAN 

appreciates that the OIG and CMS did not limit the scope of these exceptions and safe 

harbors solely to models that assume full or substantial downside risk and that CMS and the 

OIG acknowledge the need for waivers for models that are directly connected to care 

coordination and care management.  

 

Although the AAN is supportive of the new safe harbors, the AAN is disappointed that the 

proposed safe harbors protect certain in-kind and monetary arrangements for models that 

either assume full or substantial downside risk, while limiting the protection of safe harbors 

and exceptions for one-sided models to certain in-kind remuneration. The AAN asks the OIG 

to reconsider and allow for safe harbors for certain monetary arrangements for one-sided risk 

models. One-sided models, that are directly connected to care coordination and care 

management, deliver significant value to the healthcare system. This can be clearly observed 

in the Accountable Care Organization (ACO) program. 71% of ACOs assume one-sided risk 

and are responsible for a savings of $68 per beneficiary.3 These models are attractive to 

providers, save the healthcare system money, and are sustainable for providers that are not 

yet ready to assume downside risk. Prematurely assuming downside risk can be especially 

problematic for providers in rural areas and safety-net organizations, for whom patients are 

generally more vulnerable and harder to effectively manage. The AAN believes that the 

structural incentives set up by the proposed schema of safe harbors disincentivizes new 

market entry and could create new market oligopolies. 

 

                                                        
2 84 Fed. Reg. at 55706-55707 
3 Verma, Seema. “Interest In 'Pathways To Success' Grows: 2018 ACO Results Show Trends Supporting 

Program Redesign Continue.” Health Affairs Blog, Centers for Medicare and Medicaid Services, 30 Sept. 2019, 

www.healthaffairs.org/do/10.1377/hblog20190930.702342/full/. 



The AAN supports the OIG’s proposal to exclude pharmaceutical manufacturers; 

manufacturers, distributors, and suppliers of durable medical equipment, prosthetics, 

orthotics, or supplies (DMEPOS); and laboratories. The AAN also supports excluding device 

manufacturers, pharmacy benefit managers (PBMs), wholesalers, and distributors. The AAN 

also supports excluding common ownership agreements from the proposed safe harbor. 

 

Cybersecurity Donation Safe Harbor 

 

The AAN supports the creation of a new safe harbor for donations of cybersecurity 

technology and services. Maintaining the cybersecurity of the electronic health record (EHR) 

and other associated information technology systems is burdensome and can be difficult for a 

practicing physician. Thoroughly addressing the risks of a cybersecurity attack while trying 

to enhance interoperability can be beyond the capabilities of solo and small practitioners, and 

even smaller health systems. Attempting to do this not only creates significant burdens in 

relation to time, resources, and cost, but also is a significant deterrent to advancing 

interoperability. This new safe harbor would allow more practices to be protected, ensuring 

the safety of patient data while allowing for advancement of interoperability, which is also a 

key driver of high quality and safe care. The AAN also notes that creation of this safe harbor 

would allow larger health systems to share resources with constituents and allow for 

economies of scale. 

 

The OIG proposes to define cybersecurity as “the process of protecting information by 

preventing, detecting, and responding to cyberattacks.”4 Although the AAN notes that it is a 

challenge to define cybersecurity succinctly, the AAN believes that the proposed definition 

of cybersecurity seems oversimplified and is not comprehensive. This definition should be 

inclusive of any unauthorized use, even without deliberate criminal activity or a specific 

cyberattack. The AAN recommends broadening the definition of cybersecurity to include all 

forms of unauthorized access to computer systems and data connected to the internet. 

 

The AAN does not support the OIG’s proposal to exclude hardware from this safe harbor. 

The AAN notes that a significant element of cybersecurity is physical isolation of sensitive 

information. Although this safe harbor should not be used as a rationale to donate unrelated 

technology, key components such as privacy screens, locks on the server closet door, secure 

flash drives, badge in and out systems, and hardware needed for safe prescribing may be 

reasonable. The AAN also supports coverage for task-specific hardware. 

 

The AAN supports the OIG’s proposal to not include a 15% recipient donation requirement 

and notes that this requirement is substantially burdensome when applied to donations of 

EHR-related items and services. 

 

EHR Donation Safe Harbor 

 

Under the current EHR donation safe harbor, the donated EHR must be interoperable, and 

the donor cannot take any action to limit interoperability. The proposed rule would define 

“interoperable” to mean the EHR is able to: securely exchange data with, and use data from, 

other health information technology without special effort on the part of the user and allow 

                                                        
4 84 Fed. Reg. at 55734 



for complete access, exchange and use of all electronically accessible health information for 

authorized use under applicable State or Federal Law and does not constitute information 

blocking as defined in section 3022 of the Public Health Service Act.5 The AAN requests 

clarification of the terms “by special effort” and “user.” Does the term user refer to the end 

user clinician or the health system? The AAN notes that the burdens associated with ensuring 

interoperability should be on vendors, not individual sites. 

 

The AAN supports the proposal to require donors to not engage in any action that constitutes 

information blocking according to the 21st Century Cures Act. The AAN notes that the 

Office of the National Coordinator recently proposed a number of exceptions to the 

information blocking prohibition. The AAN notes that a final rule has not yet been issued 

and that exceptions are needed for a variety of situations including instances in which the 

clinical team feels there would be danger to the patient. 

 

The current EHR donation safe harbor is set to sunset on December 31, 2021. The AAN 

supports the elimination of the sunset provision as donations of EHR technologies will 

continue to be necessary going forward, due to the often-prohibitive costs associated with 

these technologies. 

 

The AAN supports the elimination of the 15% recipient contribution requirement for all 

recipients and for updates to previously donated software. The AAN believes that this 

requirement restricts the use of EHRs with interoperable capabilities and is not an effective 

deterrent to inappropriate donations. If the OIG decides not to eliminate this requirement, the 

AAN is concerned with the continued possibility for physicians to fail to meet the 

requirements of this safe harbor due to unintentional, technical violations of the 15% 

recipient contribution requirement. The AAN notes that to meet this requirement, payments 

must be made in advance. As CMS clarified in the concurrently released Physician Self-

Referral Regulations proposed rule, a physician who “fails to make the… payment as 

scheduled… would no longer satisfy the requirements of §411.357(w)(4), and… would be 

prohibited from making referrals for designated health services.”6  Late payments can occur 

inadvertently and without a physician’s knowledge, due to circumstances that are outside of 

the immediate control of a physician. The AAN recommends that the OIG offer a remedy to 

physicians in such a circumstance that would allow physicians to avoid penalties by quickly 

correcting inadvertent payment delays. The AAN believes it would be reasonable for a 

remedy period to begin 30 days after a violation or within 10 days of the physician being 

made aware of the delay in payment, but not to exceed 45 days and not to happen more than 

once in a 12-month period. 

 

The AAN supports retroactive inclusion of donations of cybersecurity technology and 

services under the current EHR donation safe harbor, and as noted above, supports creation 

of a new safe harbor for cybersecurity technology and services. 

 

The AAN supports elimination of the replacement technology restriction. The AAN concurs 

with the OIG that EHR technology advancements “are continuous, rapid and sometimes 

                                                        
5 84 Fed. Reg. at 55742 
6 84 Fed. Reg. at 55784 



prohibitively expensive.”7 The AAN agrees that there are constant updates to technology and 

outdated technology needs to be continuously replaced. 

 

The AAN supports expansion of the definition of protected donors. The AAN supports 

expanding the definition to include entities such as health systems and ACOs that are neither 

health plans nor submit claims for payments. 

 

Outcome-Based Payments 

 

The AAN supports the OIG’s proposal to expand the existing safe harbor for personal 

services and management contracts by creating a new provision to protect outcomes-based 

payments. The AAN supports the OIG’s proposed definition of outcome-based payments as 

“payments from a principal to an agent that: reward the agent for improving (or maintaining 

improvement in) patient or population health by achieving one or more outcome measures 

that effectively and efficiently coordinate care across care settings; or achieve one or more 

outcome measures that appropriately reduce payor costs while improving, or maintaining the 

improved, quality of care for patients.”8 

 

The AAN notes that under this safe harbor compensation must be both commercially 

reasonable and consistent with fair market value. As these terms are both not concretely 

defined in current regulations, the AAN urges the OIG and CMS to adopt harmonized 

definitions of commercially reasonable and fair market value to lessen confusion and the 

administrative burdens associated with complying with both the AKS and the physician self-

referral law. The AAN notes that CMS proposes a new definition of “commercially 

reasonable” and a clarification of its interpretation of “fair market value” in its proposed rule 

related to physician self-referral law exceptions and urges the OIG to work with CMS to 

harmonize definitions and interpretations of these critical terms. 

 

The AAN appreciates the OIG’s acknowledgement that parties may need to enter into 

outcome-based payment arrangements that indirectly account for the volume and value of 

referrals or other business generated between the parties. The AAN supports the OIG’s 

clarification that compensation methodologies are prohibited only if they directly take into 

account the volume or value of referrals or other business generated between the parties to 

the arrangement. 

 

The AAN supports the proposal to require that outcome-based payment arrangements not 

limit “any party’s ability to make medically appropriate decisions for patients nor induces the 

reduction of medically necessary services.” This is a necessary safeguard to ensure that 

outcomes-based payment models do not detrimentally impact patient care. 

 

The AAN supports the proposal to require that parties to an outcome-based payment 

arrangement establish one or more specific evidence-based, valid outcome measures 

provided that outcomes are defined by medical practitioners working in the field, with a plan 

to update outcome definitions as needed.   

                                                        
7 84 Fed. Reg. at 55743 
8 84 Fed. Reg. at 55745 



The AAN supports the OIG’s proposal to exclude pharmaceutical manufacturers; 

manufacturers, distributors, and suppliers of durable medical equipment, prosthetics, 

orthotics, or supplies (DMEPOS); and laboratories. The AAN also supports excluding device 

manufacturers, pharmacy benefit managers (PBMs), wholesalers, and distributors.  

 

Patient Engagement and Support Safe Harbor 

 

The AAN supports the OIG’s proposal for a new safe harbor for arrangements through which 

in-kind patient engagement tools or supports, furnished by a VBE participant directly to a 

patient in a target patient population, would not be considered “remuneration” for purposes 

of the AKS if the contribution is directly connected to the coordination and management of 

care. The AAN appreciates that the OIG has specifically enumerated the goals that tools and 

supports must advance to qualify for the safe harbor and agrees that this safe harbor will 

promote patient engagement and adherence to treatment regimens. 

 

The AAN supports the OIG’s proposal to defer to providers to determine what would 

constitute preventive services for the purpose of this safe harbor. The AAN believes that 

providers are in the best position to assess the value of a particular service that is aimed at 

prevention. 

 

The AAN supports covering additional items that are relevant to social determinants of 

health and concurs with the OIG that transportation to medical appointments and nutrition 

education to address clinical conditions are activities that are relevant to this safe harbor, and 

therefore should be covered. Additional items, goods, and services that should be considered 

for inclusion are access to supervised exercise and fitness training programs, household and 

vehicle modifications to promote mobility and independence, and addiction recovery 

programs. 

 

The AAN supports the proposed limit for the aggregate retail value for a tool or support to 

not exceed $500 and appreciates that there will be a limited exception for certain patients 

who lack financial resources.  

 

CMS-Sponsored Model Arrangements and Patient Incentives 

 

The AAN supports the OIG’s proposal to defer to CMS on protecting certain remunerative 

arrangements between parties to a CMS-sponsored model. This proposal will lessen 

regulatory burden by reducing the need for model-by-model waivers of fraud and abuse laws 

and support CMS-led innovation. The AAN also supports safe harbor protections for patient 

incentives furnished by participants to a CMS-sponsored model for which CMS has decided 

the safe harbor is available. 

 

Local Transportation Safe Harbor 

 

The AAN believes that a mileage limitation of 75 miles for transportation is sufficient and 

supports the OIG’s proposal to expand this limit for rural patients. 

The AAN also supports the elimination of the distance limit for patients being discharged 

following an inpatient stay. Those who present to their local community hospitals are often 



transferred to larger tertiary and other small centers, and the relationships of those hospitals 

and referral sources do not depend on a distance limit. 

 

The AAN appreciates the OIG clarifying that ride-sharing services are not excluded from the 

existing safe harbor. This is necessary to ensure that neurology patients with driving 

restrictions, cognitive impairments, and mobility limitations can access care. 

The AAN supports extending this safe harbor to non-medical transportation for trips for 

nutrition and chronic disease support group participation. 

 

Conclusion 

 

The AAN appreciates the opportunity to comment on proposed changes to the AKS. The 

AAN believes that many of the proposed changes will support physicians as they transition 

to value-based payment models, while reducing regulatory burdens and compliance costs. If 

you have any questions regarding this letter, please contact Daniel Spirn, Senior Regulatory 

Counsel for the AAN, at dspirn@aan.com or (202) 525-2018 or Matt Kerschner, 

Government Relations Manager for the AAN, at mkerschner@aan.com or 612-928-6145. 

Sincerely, 

 

Sincerely, 

 

 

 

 

 

 

James C. Stevens, MD, FAAN 

President, American Academy of Neurology 


