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Who is CCPA?
A network of state and regional 
health care advocacy organizations 
advancing public policy that 
improves the lives of those living 
with chronic conditions and 
diseases. 

chroniccarealliance.org        | ChronicCarePolicyAlliance         | ChronicCarePA



chroniccarealliance.org        | ChronicCarePolicyAlliance         | ChronicCarePA

Michael Ward
Vice President of Public Policy and 

Government Relations
Alliance for Aging Research



The Inflation Reduction Act and 
Why Engagement Matters

September 20, 2023



What is the Inflation Reduction 
Act?
• The Inflation Reduction Act passed in August 2022 as a budget 

reconciliation bill, meaning it was not subject to Senate filibuster rules 
and thus needed only a simple majority to pass. The IRA was signed into 
law with only Democratic votes. 

• The IRA focused on three areas:
– Budgetary savings / deficit reduction
– Prescription drug negotiation and 

addressing Medicare out-of-pocket 
costs

– Climate and green energy initiatives 



What are the IRA’s healthcare 
affordability provisions?
• Medicare beneficiary affordability

– $2,000 (to grow in future years) annual limit on 
Medicare beneficiaries OOP costs starting in 2025

– The ability to pay OOP drug costs in zero-interest 
installments over the course of a calendar year (Jan-
Dec.) starting in 2025

– $35/month insulin (codified a CMS pilot project)
– Elimination of copayments for all CDC-recommended 

vaccines for Medicare beneficiaries
– Expanded population (up to 150% of federal poverty 

level) eligible for premium subsidies starting 2024



What are the IRA’s drug pricing 
provisions?
• Medicare inflationary rebate

– If a price for a drug grows faster than the rate of inflation, the 
manufacturer must provide a rebate to Medicare. 

• Medicare price negotiation for drugs
– Starts with 10 drugs available in Medicare Part D in 2026, then 

additional 15 drugs in 2027, then 15 drugs from Parts B OR D in 
2028, then 20 drugs from either program in 2029 and thereafter

– Number each year is additive, but selected from the 50 drugs with 
the highest spend in Part D (and B, starting in 2028)

• What drugs are potentially eligible (partial list of requirements):
– At least nine years after FDA approval for small molecule
– At least 13 years after FDA approval for biologics 
– Not have an available generic or biosimilars
– Not be for a single rare disease indication



Going deeper on price 
negotiation

• Voluntary negotiation?
– Negotiated amount can’t exceed the MFP
– If manufacturer doesn’t accept the negotiated price or charges a 

different price, an excise tax of 65% on all US sales for the product 
(growing up to 95% - increases by 10% each quarter) is incurred. 

– As an alternative to the tax, a manufacturer would have to 
withdraw ALL of their drugs from Medicare and Medicaid.



So, why should patients and 
providers care?
• CMS and the Trump Administration tried to implement price setting 

before. Analysis showed they would have reduced access for patients.

• Under the IRA, drugs are required to be covered, but plans may create 
disincentives to use drugs included in negotiation. CMS hasn’t 
committed to creating safeguards, only monitoring.

• Important to ensure that CMS values the same things that patients 
care about when they are thinking about their drugs. Outcomes 
preferred by payers will guide what is prioritized for development in 
the future.

• CMS has indicated they may use cost-effectiveness methodologies 
that discriminate against older adults and people with a disability.

• But wait, won’t Medicare beneficiaries save money due to price 
negotiation? (It depends)





Upcoming Opportunities to 
Provide Feedback

• Written comments: due 
October 2nd 

• Listening sessions 
(Oct. 30 – Nov. 15): deadline to 
register is October 2nd 
– Limited to 20 participants

• Ad hoc
– Can request a meeting with CMS staff at any time; 

helpful if beneficiaries participate

https://www.cms.gov/files/document/2023-guide-public-submission-information-about-selected-drugs-and-their-therapeutic-alternatives.pdf
https://www.cms.gov/inflation-reduction-act-and-medicare/medicare-drug-price-negotiation-program-patient-focused-listening-sessions
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CMS Engagement
• In revised Negotiation Guidance, CMS announced 

listening sessions
• Opportunity for:
– Written Comments
– Speaking Opportunities at Virtual Listening Sessions

• Details:
– Focused on Comparative Effectiveness and 

Therapeutic Alternatives
– All 10 drugs considered separately

chroniccarealliance.org        | ChronicCarePolicyAlliance         | ChronicCarePA



CMS Engagement
• Keep in mind…
– This won’t be the end of the road for CMS 

engagement.
– Plenty of opportunity for future sign on letters, 

meetings, outreach to CMS.
– Narrowness of the listening sessions does not 

mean our future activities will be narrow.
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CMS Engagement
• Speaking Opportunities – Requests to Speak Due 

October 2, 2023
– CMS holding 10 virtual 90-minute listening sessions – 

October 30 – November 15, 2023
– Approximately 20 randomly selected speakers for 

each listening session
– Speakers notified week of October 9

• Note – This is after written submission deadline
– https://www.cms.gov/inflation-reduction-act-and-

medicare/medicare-drug-price-negotiation-program-
patient-focused-listening-sessions 
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CMS Engagement
• Optional Discussion Topics for Speaking Opportunities:

• Patients’ day-to-day experiences living with the condition(s) 
treated by the selected drug, including how the experience may 
differ for different patient populations as well as patient 
caregivers and families.

• How the selected drug impacts patients, including both benefits 
and side effects, as compared to the therapeutic alternative(s), 
and which outcomes matter most to patients with the 
condition(s) treated by the selected drug.

• Patient experiences of access, adherence, and affordability of 
the selected drug as compared to therapeutic alternative(s).

• Any other information about the selected drug, the condition(s) 
it is used to treat, and other treatments used for that 
condition(s) that the speaker believes is important.
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CMS Engagement
• CMS will host 10 Listening Sessions this fall, one for each of the 10 

selected drugs:
• Eliquis: Monday, October 30, 2023 at 12:00 – 1:30 PM EST
• Enbrel: Tuesday, October 31, 2023 at 12:00 – 1:30 PM EST
• Entresto: Wednesday, November 1, 2023 at 12:00 – 1:30 PM EST
• Farxiga: Thursday, November 2, 2023 at 12:00 – 1:30 PM EST
• Fiasp; Fiasp FlexTouch; Fiasp PenFill; NovoLog; NovoLog FlexPen; NovoLog 

PenFill: 
  Friday, November 3, 2023 at 12:00 – 1:30 PM EST

• Imbruvica: Monday, November 6, 2023 at 12:00 – 1:30 PM EST
• Januvia: Tuesday, November 7, 2023 at 12:00 – 1:30 PM EST
• Jardiance: Wednesday, November 8, 2023 at 12:00 – 1:30 PM EST
• Stelara: Tuesday, November 14, 2023 at 12:00 – 1:30 PM EST
• Xarelto: Wednesday, November 15, 2023 at 2:00 – 3:30 PM EST

• The Listening Sessions are open to the public, no registration needed, and 
will be live streamed at http://www.hhs.gov/live.
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Commenting Process
• Written Comments – Due October 2, 2023
• CMS Written Submission Instructions Document

– https://www.cms.gov/files/document/2023-guide-public-submission-
information-about-selected-drugs-and-their-therapeutic-
alternatives.pdf

• Six Total Questions – Don’t have to answer them all
– 1,000-3,000 word limit for each question.
– Some questions asks if your answer includes a cost-effectiveness 

measure.
– Some questions allow for uploading additional materials and adding 

citations.
• Have to submit the form individually for each drug
• You are not able to save responses – must be entered and 

submitted at one time for a drug. 
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Commenting Process
• Per CMS, full question text is available:
– All questions, instructions and definitions are 

available in the Information Collection Request 
Form for the Negotiation Data Elements. You only 
need to look at Sections I and J, Questions 26 
through 32 starting on page 36. 

– https://www.cms.gov/regulations-and-
guidance/legislation/paperworkreductionactof199
5/pra-listing/cms-10847 
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Questions Overview
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Question Topic Word Limit Notes

#26 Respondent Information

#27 Prescribing Information 3,000

#28 Therapeutic Impact and 
Comparative Effectiveness 3,000

#29 Comparative Effectiveness on 
Specific Populations 3,000

#30 Addressing Unmet Medical 
Needs 1,000

#31 Patient and Caregiver Experience 2,000 Only available if answer to #26 
indicates patient or caregiver

#32 Executive Summary 1,000 Only available if answer to #26 
is NOT patient or caregiver



Request A Submission Link
• https://hpms.cms.gov/app/ng/pblc_cmt/ 
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Completing the 
Public Submission Form
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# 26 – Your Information

youraddress@email.com
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# 26 – Your Information

• Which of the following best describes the person completing this form?
– Representative of a manufacturer that does not manufacture the selected drug or its 

therapeutic alternative(s) 
– Representative of a manufacturer of the selected drug or its therapeutic alternative(s) 
– Representative of a trade association 
– Representative of a patient advocacy organization 
– A health care provider who has experience prescribing, dispensing, or administering the 

selected drug or its therapeutic alternative(s) 
– A patient who has experience taking the selected drug or its therapeutic alternative(s) 
– A caregiver for an individual who has experience taking the selected drug or its therapeutic 

alternative(s) 
– Academic researcher or other subject matter expert not affiliated with a manufacturer of the 

selected drug or its therapeutic alternative(s) 
– Academic researcher or other subject matter expert affiliated with a manufacturer of the 

selected drug or its therapeutic alternative(s)33 
– Other
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#27 – Prescribing Information
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Note: Brings up 
definitions and 
instructions for 
that question, 
in upper right 
margin of page



#28 – Therapeutic Impact and 
Comparative Effectiveness

• Can submit additional materials and citations related to this question
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#29 – Comparative Effectiveness on 
Specific Populations

• Can submit additional materials and citations related to this question
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#30 – Addressing Unmet 
Medical Needs

• Can submit additional materials and citations related to this question
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#31 – Patient and Caregiver Experience

• Can submit additional materials and citations related to this question
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#32 – Executive Summary
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Ready to Submit?
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Submitting Your Responses
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Q&A
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Thank You!

Learn more on our blog (https://chroniccarealliance.org/category/blog/) 

CCPA’s statement on Medicare drug price negotiations
CCPA’s letter to CMS on negotiations and listening sessions

For additional questions or inquiries, 
please contact Liz Helms at lizh@chroniccarealliance.org

https://chroniccarealliance.org/category/blog/
https://chroniccarealliance.org/statement-on-medicare-drug-price-negotiations/
https://chroniccarealliance.org/letter-to-cms-drug-price-negotiation-listening-sessions-should-be-part-of-a-dialogue-with-meaningful-influence/
mailto:lizhelms@chroniccareca.org

