
 

April 8, 2019 

Submitted electronically via https://regulations.gov 

Daniel R. Levinson 
Inspector General 
Office of Inspector General 
Department of Health and Human Services  
Cohen Building 
330 Independence Ave, SW 
Washington, DC 20201 

RE:  Fraud and Abuse; Removal of Safe Harbor Protection for Rebates 
Involving Prescription Pharmaceuticals and Creation of New Safe 
Harbor Protection for Certain Point of Sale Reductions in Price on 
Prescription Pharmaceuticals and Certain Pharmacy Benefit Manager 
Service Fees [OIG-0936-P] 

Dear Inspector General Levinson: 

On behalf of the American Gastroenterological Association (AGA), which 

represents more than 16,000 members from around the globe who are 

involved in all aspects of the science, practice and advancement of 

gastroenterology, I am pleased to submit comments on the recently released 

notice of proposed rulemaking (NPRM) “Removal of Safe Harbor Protection 

for Rebates Involving Prescription Pharmaceuticals and Creation of New Safe 

Harbor Protection for Certain Point-of-Sale Reductions in Price on 

Prescription Pharmaceuticals and Certain Pharmacy Benefit Manager 

Service Fees.”  

AGA appreciates the Administration's continued commitment to lowering out-

of-pocket costs for prescription drugs and biologics. In their practices, our 

members see firsthand how high drug and biologic costs burden patients. For 

some, high drug and biologic costs place access to necessary therapies out-

of-reach, which leads to poor health outcomes - especially in the 

management of chronic digestive diseases. AGA’s advocacy priorities include
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ensuring patient access to necessary therapies. Our comments reflect these priorities as well as 

AGA's drug affordability principles - (1) decrease out-of-pocket expenses for patients, (2) 

maintain reasonable incentives for innovation, (3) increase cost transparency, (4) promote 

shared decision-making between physicians and patients, and (5) boost competition.  

AGA supports the Administration’s efforts to tackle the escalating cost of prescription 

drugs and biologics in the U.S. As the proposed rule indicates, at best, the current rebate 

system is a barrier to lowering prescription drug and biologic costs. At worst, it directly 

contributes to increasing health system and patient costs. As such, reforming the current 

system, is an important and necessary step.   

Today, savings generated from rebates are not passed directly onto patients. Instead, health 

plans and pharmacy benefit managers (PBMs) use rebates to reduce health and prescription 

drug plan premiums. The result is a system that provides little to no relief to patients using 

the prescription drugs and biologics that generate significant rebates. AGA feels 

strongly that the beneficiaries using rebate-generating products should benefit directly 

from those rebates.   

The current rebate system may also create incentives for health plans and PBMs to direct 

patients to more expensive prescription drugs and biologics rather than to less 

expensive alternatives. Higher cost prescription drugs and biologics often generate larger 

rebates since the difference between the list and net prices is greater. Higher cost prescription 

drugs and biologics are also more likely to generate price protection rebates – or payments 

issued when the list price rises above the contractually defined maximum price threshold – for 

the health plan or PBM. Thus, higher cost prescription drugs and biologics often receive 

preferred formulary placement, which works to drive patients to these products. In contrast, 

lower cost alternatives are often placed on non-preferred tiers or even removed from the 

formulary altogether. AGA physicians are increasingly reporting aggressive tactics like 

these. The financial (not to mention clinical) consequences of such tactics can be dire. As 

prescription drug and biologic coverage is increasingly subject to deductibles and high 

coinsurance and as enrollment in high deductible health plans increases rapidly, beneficiaries 

can face out-of-pocket expenses for prescription drugs and biologics that far exceed their 
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monthly mortgage/housing costs. Reform of the current rebate system should address the 

perverse incentives of the current system.  

To realign incentives, the rule proposes to leverage antikickback law. First, the rule proposes to 

eliminate safe harbor protection from antikickback law for certain price reductions on 

prescription pharmaceuticals from manufacturers to plan sponsors under Medicare Part D and 

Medicaid Managed Care Organizations. In addition, the proposed rule would add two new, 

narrow safe harbors. The first would protect discounts between those same entities if such 

discounts are given at the point of sale to beneficiaries and meet certain other criteria. The 

second would protect certain fees pharmaceutical manufacturers pay to PBMs for services 

rendered to the manufacturers. AGA supports the proposed changes to the safe harbor 

protections. While we acknowledge the uncertainty surrounding how prescription drug and 

biologic manufacturers, health plans and PBMs will respond, AGA hopes that proposed 

changes will result in a shift away from retroactive rebates to upfront discounts. Such a 

shift would likely produce significant savings for beneficiaries using high cost prescription drugs 

and biologics, while resulting in nominal premium increases for all beneficiaries.  

* * * 

Thank you for the opportunity to provide comments. If you have questions or require additional 

information, please contact Jessica Roth, Director, Regulatory Affairs via electronic mail to: 

jroth@gastro.org or via phone at 240.482.3230. 

Sincerely, 

 

Sheila E. Crowe, MD, AGAF 

Chair 
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