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Ne Inflation Reduction Act (IRA)' introduces several key healthcare reforms that will have several downstream impacts on the cost
of healthcare for the U.S. population.
The overview of the reforms is described below.

Category Inflation Reduction Act Reforms

The figure below illustrates how the Inflation Reduction Act of 2022 impacts drug classes differently.

Medicare Net Sales Impact Driven by Inflation Reduction Act Provisions:
Imbruvica vs. Shingrix (2022-2030)*

Because of its different provisions that will not apply uniformly to all classes of drugs, the IRA will impact drug classes differently in
the coming years.
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» To illustrate how the IRA may impact drug classes differently in the coming years, we selected: 2022 2023 2024 2025 2026 2027 2028 2029 2030
« Shingrix (Zoster Vaccine Recombinant, Adjuvanted) for the prevention of shingles (herpes zoster)
¢ Im erVica (I ertinib), d k| Nnase | N h | bItO I | N d |Cated fO I severa | b | OOd cancers. *Directional estimate only based on publicly available data; Excludes impact of any market changes not driven by the IRA (e.g., disease epidemiology, product preference share, indication expansion, etc.); Assumes 2% price increases that do not trigger inflation penalties; **Assumes Shingrix adherence rates rise from 34.5% to 69.0% based on 65+

pneumococcal vaccination rates as an analog; Source: Inflation Reduction Act of 2022 (H.R.5376 — 117th Congress); Lu et al, Surveillance of Vaccination Coverage Among Adult Populations (2018); Putnam Medicare Price Negotiation Database 2022; Putnam Analysis 2022

We evaluated the impact of Medicare Part D benefit redesign, selection by HHS for Medicare price negotiation, increased Medicare
rebates, and eligibility for or exemption from subsequent price re-negotiation triggered by “long monopoly” status (16+ years since

approval) to estimate the impact on annualized Medicare Net Sales for each product through 2030 vs. a 2022 baseline. 1. First, starting from 2023 the elimination of co-pays for Part D vaccines is likely to lead to reduced abandonment rates and increased adherence rates® for Shingrix, resulting in a
» Leveraging Putnam'’s proprietary Medicare Price Negotiation Database, we expect: consistent increase in net sales over the 2022 baseline.
* Imbruvica to be subject to price negotiation in the first Applicability Year (2026). 2. Starting in 2025, the Medicare Part D benefit resign will affect Imbruvica net sales in 2 ways: (1) a decline in the effective net price per Medicare patient driven by increased rebate
* Shingrix will be subject to price negotiation in its first year of eligibility based on approval data (2029). obligations for patients who exceed the Catastrophic Coverage limit (assumed to be all Imbruvica patients), which is partially offset by (2) increased adherence (+5%) due to patient
This database is supported by a comprehensive review of the most recent Medicare Part B and Part D Spending by Drug” that is out-of-pocket cost reductions.

available from CMS (2021), drug-specific sales projections from external analysts, product approval and expected loss of exclusivity
(LOE) dates, and an analysis of eligibility for exclusion from Medicare price negotiation based on other conditions as outlined in the
Inflation Reduction Act of 2022 (e.g., small biotech drugs, drugs approved for a single orphan disease, etc.).
The analysis provides directional estimates only based on publicly available data.

» |In estimating the net sales impact caused by Medicare price negotiation, our analysis assumes that:

3. In 2026, the erosion of net sales will continue for Imbruvica, driven by price negotiation, yielding a maximum negotiated price of 65% of Non-FAMP. This is partially offset by the
elimination of Catastrophic Coverage rebates, which are not paid on drugs and biologics subject to a Maximum Fair Price.

4. For Shingrix, in 2029 net sales will erod as a result of price negotiation, yielding a maximum negotiated price of 75% of Non-FAMP, which is also partially offset by the elimination
of Catastrophic Coverage rebates; As a vaccine, Shingrix is exempt from subsequent re-negotiation.

« The negotiated Maximum Fair Price for Shingrix and Imbruvica yield a price equal to the statutory maximum based on the 5. Finally in 2030, a further decline in net sales is expected for Imbruvica, driven by price re-negotiation triggered by “long monopoly” status (16+ years since approval) and yielding a
drug’s time since approval. mMaximum negotiated price of 40% of Non-FAMP.

* Non-Federal Average Manufacturer Price (Non-FAMP) is equal to 97% of the drug’s Wholesale Acquisition Cost (WAC). Our projection estimate that the IRA will lead to a decline in Imbruvica net sales in 2030 to 47% of the 2022 baseline and an increase in Shingrix net sales in 2030 to 198% of the

« Assuch, our estimates may ultimately reflect higher net prices than are ultimately observed following negotiation. 2022 baseline.

» |n estimating the net sales impact caused by the redesign of the Part D benefit and resulting manufacturer rebates for enrollees
who reach the Catastrophic Coverage limit, our analysis assumes that:
« All patients who are prescribed Imbruvica reach the Catastrophic Coverage limit based on a current annualized WAC of $207,051.°

« With a much lower WAC of $183 per dose for Shingrix , the proportion of Medicare enrollees who have reached the Catastrophic Neferences:
Coverage limit when they receive Shingrix is 16%, consistent with the most recent estimates for Part D enrollees generally.* 1. Inflation Reduction Act of 2022 (H.R.5376 — 117th Congress). Retrieved from

+ Imbruvica and Shingrix both take 2% annual price increases , which do not trigger inflation penalty rebates. We use the ceteris httZ?'://WWW-CZ”qreSS'qs,V/big/Wth‘CO”qreSS/?Ouse‘g”'/SWQd .
paribus assumption and exclude the impact of any market changes not driven by the IRA (e.g., disease epidemiology, product The analysis illustrates how the IRA will have disparate impact on drugs depending on various factors including “ Sorvices Retrioved rom wt%ps%///a;Lég.,ccgﬁgéec)r\?/sarmMrrewaIrc\:/ifa?igticl\s/,l—ec)nl?ﬁée—and—
preference share, iINndication exXpansion, etc.). drug class, current adherence rates, and net price per patient, Ieading to either increased or decreased Medicare payments/medicare—me.dicaid—spending—by—druq/medicare.—part—d—spendinq—.by—drug.

+ In response to the elimination of patient co-pays for Medicare Part D vaccines, we assumed that Shingrix adherence rates rise from net sales. This impact is not limited to currently marketed drugs but will extend to new molecular entities, which i fé';;i:ﬁtaéii‘;";ﬁiEgtrisﬁfgvrthDWe'Vrffc'jleeri#Vavyerkfeoar?/r‘fsr‘ﬁ’;'Eitt'ggsg/?]eedgjggE{ﬂcﬁéjz
their ﬁ[stor[cal baseline of 34.5% to 69.0%, using the o5+ pneumococcal vacplnatlon rates as an .arjgalo% since these Part B vaccines is likely to impact novel drug development with investment possibly shifting away from development of the in 2019. (2019, April 2), Retrieved from httpsy/seniorsleague.org/press-release-doughnut-hole/.
have historically observeo! hlgher adherence rates in the absencg of any .patlent CO-pay requn5|bll|t>/.' most at-risk drug classes (e.g., multi-indication small molecule oncology drugs) in favour of classes with 5 Ii(t;]géve&%gusrgre\;!ﬁlrwgﬁr%f%/.azcglzr??\Ellac]);]Z%\(/)e(g?z%;_ezérggifw]ggoﬁ\gsugglts/%)r%uvlvarilscgggéggl.ted States,

* Inresponse to th,e re.ductlon In patient OUt_Of_pOCkejE COStS aSSO,CIat.ed Wlth, the Part D benefit redeS|gn, wWas a.ssum.e th,at adherence additional protections (e.g., vaccines, biologics, and drugs PU rsuing Indications In only] orphan disease). 6 Mingyan C et al. Association of co-pay eli’mination with medication adherence and total cost.
rates for Imbruvica improve by a more modest 5% in 2025, which is sustained through the end of the analysis period in 2030. Am J Manag Care 2021 Jun;27(6):249-254.
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