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“Why did we deny your claim?
I’ll have to check our records, sir.”
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“Buy and Bill” Issues

Stelara “Sad” List

State Legislation Map Tool

A FEW ITEMS OF NOTE

THAT WE HAVE BEEN WORKING ON

Rutledge v PCMA

Accumulator/ Maximizer Issues
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MFN 
Model

Most Favored 
Nation (MFN) 

Model Highlights

Coalition of 

State Rheumatology 

Organizations
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Why Is CMS Acting Now?

 Spending on Part B drugs has risen too 

fast; U.S. prices are high compared to 

other nations’ prices

 Estimated savings:

 CMS Office of the Actuary estimates 

$85.5B reduction in Part B spending

 In addition, OACT estimates $28.5B in 

Part B premium savings

 CMS is implementing the model via 

interim final rule with comment period, 

claiming that relief on high drug costs has 

taken on new urgency during the 

pandemic 

International Pricing Index (IPI)
vs. MFN

IPI MFN

Proposed a system of third-party vendors 

in Part B

No new middlemen vendors; buy-and-bill 

system stays the same

Random geographic selection Nationwide applicability

Five (5) year duration Seven (7) year duration

Set reimbursement at the average of a 

set of international prices

Set reimbursement at the lowest of a set of 

international prices

Replace percentage add-on with flat fee Replace percentage add-on with flat fee

Goal was to include 50% of Part B drug 

spend; at a minimum, initially the drugs 

listed in HHS ASPE report

50 single-source drugs and biologics that 

encompass a high % of Medicare 

spending during year one

No quality measurement Beneficiary survey on care experiences

No exemption Limited financial hardship exemption

after year 1

Advance Notice of Proposed 

Rulemaking

Interim Final Rule with Comment Period
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Where, Who, When: 

Everyone, Everywhere, 

For Seven Years

 Demo will include all states and U.S. territories

 Demo will last for 7 performance years, to begin on January 1, 2021 

 After conclusion: two years of monitoring

 Participation is mandatory

Very limited financial hardship exemption 

 The next year (AFTER you lose money)

MFN Aims To Overhaul 

Part B Drug Payment

 Three main aspects of Part B drug reimbursement are:

 Drug payment: model moves away from Average Sales Price (ASP)

 Add-on payment: model moves away from percentage-based add-on

 Administration payment: unaffected by the model

 Under the MFN model, CMS will change reimbursement for a list of 50 

single-source drugs and biologics that encompass a high percentage 

of Medicare spending during year 1 

 Demo includes biosimilars, but excludes generics

 More drugs may be added in future; CMS does not foresee removing drugs
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Of The 50, These Nine Are 

Identified By CMS As Prescribed 

By Rheumatologists:

 J1745 (Infliximab not biosimilar 10mg)

 J0129 (Abatacept injection)

 J0717 (Certolizumab pegol inj 1mg)

 J1602 (Golimumab for iv use 1 mg)

 J3262 (Tocilizumab injection)

 J3357 (Ustekinumab sub cu inj, 1 mg)

 J2507 (Pegloticase injection) 

 J9312 (Inj., rituximab, 10 mg) 

 J0897 (Denosumab injection)

Rheumatology listed as #1 

prescribing specialty

Rheumatology listed as

#3 prescribing specialty

But There Are More!

 J2350 (Injection, ocrelizumab, 1 mg)

 J2323 (Natalizumab injection)

 J7324 (Orthovisc inj. per dose)

 GI, Neurology, and other products are included as well, so the 

impact on infusion centers who see non-rheumatology patients 

is even greater
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https://www.federalregister.gov/documents/2020/11/27/2020-26037/most-favored-nation-mfn-model

Drug Payment: 
Away From ASP Towards MFN Price

 The MFN price is the lowest per capita GDP-adjusted price of any country in 

a certain group of comparator countries

 OECD countries with a per capita GDP greater than 60% of the U.S. GDP 

 Demo phases in the new MFN price as follows:

 Year 1 (2021): 75% ASP/25% MFN price

 Year 2 (2022): 50% ASP/50% MFN price

 Year 3 (2023): 25% ASP/75% MFN price

 Years 4 through 7 (2024 through end of demo): 100% MFN price

 Phase-in accelerates by 5% if ASP or list price rises too fast

 There is no requirement for manufacturers to sell at MFN price; 
the hope is that they will have no choice
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Illustrative Example: J1745

CMS provides a table of “illustrative” prices for the 50 selected products; 
below is the example of J1745 (Infliximab not biosimil 10 mg)

CMS: “We will publish the quarterly MFN Drug Payment Amounts on a CMS 

website (such as the MFN Model website), similar to how the ASP Drug Pricing 
Files are posted online prior to the start of the calendar quarter. The 

performance year 1, quarter 1 MFN Drug Payment Amounts will be published 
on a CMS website before the start of the MFN Model.”

Add-on Payment: 
Moves Away From % - Towards Flat Fee

 Demo will replace the add-on fee with a flat fee of $148.73, to be updated 

with CPI-U

 Calculated based on 6.1224% of historical applicable ASPs for 2019; 

intended to keep physicians whole

 For comparison: average 2019 % add-on payment amounts for the 50,                         

year one MFN Model drugs, ranged from $10.44 to $2,575.47 per average dose

 Add-on payment part is not phased in: full applicability 1/1/21

 No beneficiary cost-sharing on the add-on payment

 “Per dose” language is unclear

 Note sequestration will still apply to both the drug payment and the 
add-on payment
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Rheumatology-specific 

CMS Estimates

 Rheumatology drugs make up 10.9% of the MFN Model drug 

spend

 But not all of the drugs prescribed by rheumatology are marked as 

“rheumatology” by CMS, so real % is likely larger

 CMS estimates 9% average increase across rheumatology for 

the add-on payment (this does not include estimate of overall 

impact)

 CMS models distributional impact based on size of the 

difference between 2019 baseline add-on payments and 

single per-dose add-on amount

 As a result, the impact is spread unevenly across the specialty

Concerns About The Demo

 Most importantly, concerns about patient access

 CMS explicitly states: “While there are significant savings as a 

result of this model, a portion of the savings is attributable to 

beneficiaries not accessing their drugs through the Medicare 

benefit, along with the associated lost utilization.”

 Procedural shortcomings of the proposal: comment period ends 

almost a month after the demo begins

 Lack of clarity about manufacturers’ behavioral response and 

effect on financial health of practices
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What’s next?

 Administration:

 Stakeholders will file comments, but questionable utility since comment 

period closes after demo begins

 Impact of new Administration

Congress: 

 Political difficulty

 Limited interest in a delay

 Judiciary: injunctive relief might be best chance

 Threats to the B&B system

 MFN- most recent threat

 PBM – vertical integration

White bagging, Brown bagging

 Employers Mandated White Bagging

 Solutions 

 Legal challenge to MFN

 Employer contracting/Shared Savings

 Carve outs for Provider Admin Medications

 Pathways/ Guidelines leading to no PAs, Step Therapy
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2021 Medicare 
Physician Fee Schedule

Impact on Rheumatology

 Largely due to the high volume of E/M delivered,       CMS 

anticipates a +15% positive increase for rheum 

(dollars spent in rheum)

 Due to budget neutrality requirements, final CY 2021 MPFS 

conversion factor (CF) set at $32.4085  (a 10.2% reduction)

 Some rheumatology services may see decreases due to 

reduced CF (surgical specialties hit hard)

Watch And Wait!

• Broad concerns about impact of 10.2% 

conversion factor reduction

• Current legislative approaches: 

• HR 8505 (Rep. Burgess, R-TX) – Provides 

a one-year waiver of budget neutrality 

adjustments

• HR 8702 (Rep. Bera, D-CA) – ”Holds 

harmless” services slated for reductions 

under the CY 2021 MPFS 

• Payments for rheumatologists would be 

further improved under either approach

21

22



1/4/2021

12

STELARA 
“SAD” LIST

Current Health Emergency Expires Jan 21. 
We have another 60 days after the expiration date 
before the rule goes into effect. 

•CSRO Met With:

•First Coast Services Options (FCSO - FL & Puerto Rico) 

•Palmetto (both Carolina’s and Virginia’s)  

•Noridian (California & Nevada)

•Worked with GHLF to survey patients –

•Did they self-inject as defined by MC? 

What We Did…

• Recalculate Part D usage and will present to MACs 

• Current Health Emergency Expires end of January

• Rule goes into effect 60 days after the expiration date. 
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CSRO.info/map

26

27



1/4/2021

14

28

29



1/4/2021

15

Arizona Step Therapy 

Legislation

In 2020 CSRO worked with AURA and stakeholders to support HB 

2420 to reform step therapy protocols in Arizona. 

 Legislation succeeded in the House, but died in the Senate due to 

pandemic related timing and attention reasons. 

CSRO plans to continue its work on this bill in 2021: New Number

 Partnered with NPF to hire a lobbyist to work the legislation. 

 CSRO will coordinate with AURA to provide rheumatology’s 

perspective. 

 Sign up for the CSRO mailing list to get updates! 

Arizona Step Therapy 

Legislation
What Will The Bill Do? 

1. Create transparency, minimum evidentiary, conflict of interest, 

and bias standards for a P&T committee setting up a step therapy 

protocol. 

2. Outline exceptions criteria under which a health plan must grant 

an override of the protocol. 

3. Create consistent response timelines and streamlined process 

details. 

 Exigent circumstances: 24 hours 

 Normal: 72 hours 

 Request is considered granted under law if timeline is not met 
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Exceptions Criteria 

In Summary 

The bill will allow a prescriber to override certain state regulated 

health plans’ step therapy protocols when: 

1. The required drug is contraindicated,  or will  likely cause an adverse 

reaction or physical or mental harm;

2. The required drug is expected to be ineffective;

3. Patient has tried and failed the required drug , or a drug in the same 

pharmacologic class or with the same mechanism of action as the required 

drug;

4. The patient is stable on a different drug, and the drug is covered. (Samples 

don’t count);

5. The required drug is not in the best interest of the patient based on medical 

necessity.

How to Help - Share your Story 
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How to Help –

Stay up to Date 
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Questions?

2021 MIPS Updates

 Bonus/Penalty: +/- 9% (in 2023, based on 2021 
performance)

 Performance thresholds:

 To avoid the penalty – 60 points

 For “exceptional” performance bonus – 85 points

 Category weighting:

 Quality performance category: 40% (5% decrease)

 Cost performance category: 20% (5% increase)

 Promoting Interoperability performance category: 25% (no 
change)

 Improvement Activities performance category: 15% (no 
change)
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