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Seema Verma 
Administrator  
Centers for Medicare & Medicaid Services  
Department of Health and Human Services  
7500 Security Boulevard 
Baltimore, MD 21244 
 

RE:  Medicare Program; International Pricing Index Model for Medicare 
Part B Drugs [CMS-5528-ANPRM] 

 

Dear Administrator Verma: 

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 Centers for 

Medicare & Medicaid Services (CMS) recently released advance notice of 

proposed rulemaking (ANPRM) with comment “Medicare Program; 

International Pricing Index Model for Medicare Part B Drugs” (IPI Model).  

AGA appreciates the Administration's commitment to lowering drug costs. 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 therapy out-of-reach, which leads to poor health outcomes - 

especially in the management of chronic diseases. AGA’s advocacy priorities 

include ensuring patient access to necessary therapies. We are also focused 
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on reducing the administrative requirements that overwhelm our members. 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. While the IPI model may reduce overall Part B drug costs – a goal AGA 

supports – we are concerned that the model, as described, will make acquisition of Part B 

drugs more complex and will shift costs to physicians and practices increasing their 

administrative burden. Moreover, we are concerned that the IPI model may restrict access 

to clinically appropriate therapies for people with digestive diseases.  

AGA's comments are limited to the issues and areas that directly affect our physician and other 

non-physician clinician members and the patients they serve, and focus on the following areas 

of the model design: 

1) Model vendors 

2) Model participants, compensation and selected geographic areas 

3) Model payment for vendor supplied drugs 

We hope this feedback is helpful to you and we welcome the opportunity to discuss it further or 

answer any questions you may have. 

* * * 

1) Model Vendors 

In the ANPRM, CMS discusses testing alternatives to requirements under the previous Part B 

Competitive Acquisition Program (CAP). As CMS notes, during the 2007-2008 Part B CAP 

implementation, physicians were frustrated by limited vendor options, poor customer service, 

vendor failure to store, handle and transport appropriately many Part B drugs and the inability to 

change vendors when problems emerged. The IPI model seeks to address these shortcomings 

by testing different requirements for model vendors and model participants.  



Eligible Vendors. One change CMS is exploring is allowing greater flexibility in the types of 

entities that could be selected as a model vendor as long as they could satisfy established 

vendor requirements. AGA supports greater flexibility in the types of entities that could 

serve as model vendors, including individual or groups of physicians. Allowing greater 

flexibility in the types of entities that could serve as model vendors will help address a 

shortcoming in the previous Part B CAP, a limited number of vendors from which to contract 

with for Part B Drugs.  

However, we are concerned that a proposed vendor requirement, the ability to fulfill the vendor 

role on a national basis, would undermine the ability of physicians to serve as model vendors. 

We urge CMS to allow individual physicians and physician groups to become model 

vendors, even if they intend to serve only their own practice or their own geographic 

region. Most individual physicians and physician groups will not have the capacity to fulfill the 

vendor role on a national basis and a requirement to do so will, in effect, eliminate physicians 

from participating as vendors.  

CMS is also proposing under the IPI model that model participants would be permitted to use 

more than one vendor. AGA supports a model design that encourages physicians to enroll 

with multiple vendors and to obtain Part B drugs from the most effective vendor. During 

the 2007-2008 Part B CAP implementation, physicians were frustrated by poor vendor customer 

service; vendor failure to store, handle and transport many Part B drugs appropriately; and the 

inability to change vendors when problems emerged. The ability to enroll with multiple vendors 

should help protect against some of these challenges.   

Model Vendor Payment. The ANPRM also describes core concepts related to vendor payment 

– “Physicians and hospitals would pay the model vendor for distribution costs and would collect 

beneficiary cost-sharing…” We are concerned that physicians will be required to pay model 

vendor(s) for distribution costs such as fees related to delivery and other administrative costs. 

Under the current buy-and-bill system for Part B drugs, physicians generally do not pay 

specialty pharmacies for distribution costs. To the extent those fees exist, they are paid by 

manufacturers. As such, this aspect of the model introduces a new financial burden for 

physicians. We oppose any model design that requires physicians to pay fees to third-

party vendors, or otherwise requires physicians to be responsible for costs associated 

with the distribution of Part B drugs. CMS should pay model vendors for distribution and 

other administrative costs.   



Model Vendor Responsibilities. It is our understanding that vendors would not be engaging in 

medical reviews and utilization management as part of the IPI model. AGA strongly opposes a 

model that includes vendors conducting medical reviews or utilization management. 

Utilization management undermines shared decision-making between physician and patients, 

increases physician burden and often puts patients at risk by delaying access to necessary 

care. AGA urges CMS to prohibit model vendors from implementing utilization 

management under the IPI model. AGA would strongly support such a prohibition. 

2) Model participants, Compensation and Selected Geographic Areas 

Model participants. Under the IPI model, CMS intends to pay model vendors directly for Part B 

drugs. However, CMS indicates that physicians, and other model participants, would remain 

responsible for collecting beneficiary cost-sharing, including billing supplemental insurers under 

the IPI model. To recoup cost-sharing amounts, the agency is considering an “administrative 

approach that deducts the cost-sharing amounts from Medicare payments made to physicians 

for other services.” This proposed model payment framework introduces new financial burden 

for physicians and is contrary to one of the goals of the model, which is relieving physicians of 

the financial and administrative burdens of the current buy-and-bill system. AGA urges CMS to 

consider payment frameworks that do not require physicians to collect beneficiary cost-

sharing. Likewise, we do not support a framework that deducts cost-sharing amounts 

from Medicare payments to physicians for other services. Such a framework, punishes 

physicians for a beneficiary’s or supplemental insurer’s failure to pay. Model vendors should 

be responsible for collecting beneficiary cost-sharing. Under the proposed payment 

framework, model vendors purchase, take title of and submit claims for Part B drugs. These 

entities should also be responsible for collecting beneficiary cost sharing. Billing supplemental 

insurers and collecting beneficiary cost-sharing amounts are related processes. If the final IPI 

model does place responsibility for collecting beneficiary cost-sharing with physicians, 

we strongly urge the agency to provide bad debt payments to physicians unable to 

collect cost-sharing amounts from beneficiaries and/or supplemental insurers. 

Drug Add-on Payment. Currently, physicians who buy-and-bill Medicare Part B drugs are 

reimbursed at average sales price (ASP) plus 6%, which was made 4.3% by sequestration. As 

CMS notes in the ANPRM, this add-on payment helps cover costs of drug ordering, storage and 

handling, as well as a portion of the drug costs in instances when a physician’s acquisition costs 

are higher than ASP. Under the IPI model, CMS plans to move away from a percentage-based 



add-on, toward a fixed-fee add-on payment. CMS proposes to calculate what would have been 

paid in the absence of the model and redistribute this amount to model participants based on a 

fixed-fee payment structure. The amount to be distributed as add-on payments would be based 

on the most recent year of ASP data available. AGA supports a model that includes a drug 

add-on payment. However, we are concerned about CMS’ proposal to calculate the amount 

available for add-on payments based on ASP. If the IPI model is successful at reducing Part 

B drug payments, ASP will decline and the amount available for add-on payments will 

shrink significantly. This is concerning as the costs of ordering, storing and handling Part B 

drugs are unlikely to shrink. AGA opposes the agency’s proposed methodology for 

calculating funds available for add-on payments and urges the agency to base add-on 

payments on the costs of ordering, storing and handling these drugs.   

CMS is also considering creating a bonus pool, where model participants would achieve bonus 

payments for prescribing lower-cost drugs or practicing evidence-based utilization. CMS has 

repeatedly suggested that physicians prescribe therapies to patients not based on clinical 

evidence and judgement, but rather based on how much Medicare revenue it will generate for 

them. AGA objects to this premise. There is no evidence to support this idea. Moreover, a 

recent whitepaper indicates that there is no correlation between drug payments and 

utilization suggesting that CMS’ theory is false.1 AGA also objects to bonus payments 

tied to drug costs. Treatment decisions should continue to be based on clinical evidence, 

including clinical guidelines, and the physician’s clinical judgement. CMS should not create an 

incentive to prescribe lower cost therapy that may be less effective, nor should they create an 

incentive to withhold care.  

Model Participant Exclusions. In the ANPRM, CMS is seeking feedback on whether certain 

types of physicians or physician practices should be excluded from the IPI model. AGA 

opposes mandatory physician participation and we urge CMS to implement the model on 

a voluntary basis. A voluntary model would negate the need for exclusions and would allow 

any interested physician and/or practice to provide Part B drug administration services without 

the burden of high drug acquisition costs. Moreover, a voluntary model may benefit small and 

mid-size practices (and their patients), those who have mostly shifted their Part B drug and 

biologic patients to hospital outpatient-based departments and infusion clinics because of the 

                                                   

1 https://www.xcenda.com/-/media/assets/xcenda/english/content-assets/white-papers-issue-briefs-studies-

pdf/xcenda_provider-utilization_final.pdf?la=en&hash=10C08EB05341DA86090D8ED3B4DC7030ACAE852B 



significant up-front costs of administering these therapies. If CMS proceeds with a mandatory 

model, AGA urges CMS to exclude small and low-volume providers.  

3) Model Payment Methodology 

AGA shares CMS’ concern about the effect that increasing out-of-pocket expenses have 

on access to drugs and biologics. We are especially concerned for people with digestive 

diseases. High out-of-pocket expenses limit access to necessary therapies for people with 

digestive diseases and reduce therapy adherence, which can result in complications and more 

costly care such as emergency room visits, hospitalizations and surgery. However, CMS’ 

proposal to reduce Medicare payment amounts for selected Part B drugs, so they more closely 

align with prices paid by other developed nations is not without risk. AGA urges CMS to 

consider carefully the impact that the proposed strategy may have on innovation, but 

more importantly on patient access to therapies that have significantly improved patient 

care, including those with digestive diseases.  

*** 

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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