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Amgen’s 2022 Biosimilar Trends Report is a point-in-time
overview of key trends in the US biosimilars marketplace, and
it is intended to be a resource to help stakeholders better
understand the current and future state of the biosimilars
marketplace, and key considerations related to the evolving
biosimilars landscape. The information provided in this report
is for background and informational purposes only and is not
intended to promote Amgen’s products or any other products.
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FOREWORD

A word from our Vice President of US Value and Access

Dear Colleagues,
We are pleased to share with you the 9th edition of our Biosimilar Trends Report.

Key findings from this year’s report emphasize that biosimilars continue to play a meaningful role in potentially expanding
access to lower-cost treatment options and supporting health system resiliency.

To date in the US, 38 biosimilars* have received regulatory approval, and 22 products have been launched. ? These launches have
helped create an estimated $21 billion in savings for the healthcare system over the past 6 years.?®

This is only the beginning. We are embarking on an exciting wave of growth expected to transform the US marketplace with
biosimilars. Over the next few years, the growing number of commercially available biosimilars is expected to change the
treatment landscape, providing more options while creating much-needed headroom for innovation in the health system. We
expect to see further expansion of biosimilars into pharmacy benefit reimbursement, launches in more therapeutic areas, and
the approval of additional interchangeable biosimilars.

As biosimilars expand into new therapeutic areas and enter the pharmacy benefit, education will continue to be critical to
instill patient, provider, and pharmacist confidence in the role of biosimilars as viable and integral treatment options.

As a proven biologics leader with a portfolio of 11 biosimilars, Amgen is tireless in our efforts to develop and deliver high-
quality biosimilars that support a more resilient health system while ensuring that patients have access to much-needed
treatment options. This report is a culmination of our biosimilars heritage and deep commitment to championing biosimilar
education—grounded in four decades of biologics leadership.

We encourage you to explore the current and emerging trends in the dynamic biosimilars marketplace.

/

Jen Norton
Vice President
US Value and Access, Amgen

Key: US — United States.
*Current as of August 2022.
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ABOUT AMGEN ¢ AMGEN

i

Amgen offers 5 biosimilars across the world,* which have the potential to expand
access to high-quality biologics for patients while also delivering cost savings to

: L .. : INTRODUCTION AND
healthcare systems. *°> Our high-quality biosimilars can potentially offer more affordable REPORT OVERVIEW
options that contribute to the sustainability of our healthcare system and allow for
greater investment in new medicines for patients. We also have unique insights and a
commitment to advocate for a biologics marketplace that will promote innovation and
quality, while at the same time bringing more competition and meaningful cost savings

2022 Biosimilar Trends

to the healthcare system. Report Key Takeaways

Foreword: A Word From Our
VP of US Value and Access

About Amgen

We have invested more than $2 billion across our portfolio of 11 biosimilar candidates
and marketed products intended to target serious diseases. We have reached a unique CURRENT STATE OF
position: we have a deep and growing portfolio of innovator products as well as an THE MARKETPLACE
already-successful commitment to developing and marketing biosimilars. With multiple
US approvals and launches of biosimilars, we have a far larger stake than most companies
entering the marketplace with biosimilars.

GLOBAL PERSPECTIVES

FUTURE STATE OF
THE MARKETPLACE

TRENDS

STAKEHOLDER
CONSIDERATIONS

CLICK HERE FOR ADDITIONAL REIMBURSEMENT
INFORMATION/RESOURCES

US POLICY UPDATE

BIOSIMILAR FAQS

REFERENCES

Key: US — United States.
*Excludes AMJEVITA™, which will be commercially available in the US on January 31, 2023.



https://www.amgenbiosimilars.com/

2022 BIOSIMILAR TRENDS REPORT

Key takeaways

Since the first biosimilar entered the US marketplace in 2015, 38 biosimilars have been approved, 22 of which have been
launched. 2 Biosimilars have gained significant share in the majority of therapeutic areas where they have been introduced.® The US
marketplace is poised to see further growth in the number of biosimilars approved and welcome many new biosimilars in the
years to come. Additional competition may lead to significant savings for the healthcare system, and these savings can be deployed
to newer, innovative treatments. ’

use of biosimilars include addressing the clinical,
economic, and operational considerations
relevant to adoption as well as payer coverage.

(eJ Essential components of provider and patient

. The prices of biosimilars have
decreased at a negative compound annual growth

rate (CAGR) of -9% to -24%. The prices of most
reference products have decreased at a negative

CAGR of 4% to -21%." “%W The cumulative reduction in drug spend for classes
II. with biosimilar competition is estimated to have

The next few years will likely see been $21 billion over the past 6 years.?

in this space:

* Expansion of biosimilars into Current US regulatory standards for developing and
approving biosimilars, as well as for establishing
e Biosimilars in interchangeability, are

e Additional approvals and launches of It is important to maintain these

appropriate standards to support a sustainable
marketplace with biosimilars.

Competitive mechanisms are in place to support biosimilar uptake. For example, the Centers for Medicare &

Medicaid Services (CMS) has established separate Healthcare Common Procedure Coding System (HCPCS) codes
and payment rates for biosimilars, treating them similarly to other biologics, which supports their uptake and
can help lead to meaningful cost savings and a sustainable marketplace. Additionally, Medicare reimburses for
biosimilars at their ASP plus a 6% add-on of the reference biologic’s ASP. ?

Key: ASP — average sales price; CAGR - compound annual growth rate; CMS — Centers for Medicare & Medicaid Services; HCPCS - Healthcare Common Procedure Coding System; US — United States.
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CURRENT STATE OF THE MARKETPLACE

The US biosimilar marketplace is evolving. As of August 2022, 3 biosimilars
have been approved with interchangeable status. '° It is estimated that a
significant number of biologic medications will face biosimilar competition in
the next 5-10 years. ' These new biosimilars have the potential to generate

even more savings for the healthcare industry, which can then be deployed to

newer, innovative treatments.’

Essential components of provider and patient use of biosimilars go beyond
payer coverage and include addressing the clinical, operational, and economic
considerations to help support adoption. Given the new therapeutic areas and
types of biosimilars that will be available in the next few years, provider and
pharmacist education will be critical.

While financial savings are important for helping support biosimilar uptake,

it is not the only consideration for payers and providers. Other factors

include manufacturing experience with biologics; reliable supply of products;
understanding provider and payer clinical, economic, operational, and decision-
making drivers; and experience navigating retail operations, given the pending
availability of biosimilars at retail pharmacies.

On August 16, 2022, the Inflation Reduction Act was signed into law by
President Biden. The Act includes several healthcare elements that impact the
biopharmaceutical industry, including biosimilar manufacturers. The US Policy
Update section of this report outlines key provisions that will have potential

impact on the marketplace with biosimilars. Analysis of the potential impact of the

Inflation Reduction Act on the marketplace with biosimilars is ongoing.

Key: US — United States.

— Beth McMahon
Senior Vice President, Emerging Therapies &
Channel Strategy, AmerisourceBergen
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THE US MARKETPLACE FOR BIOSIMILARS
IS WELL-ESTABLISHED AND GROWING

Figure 1 shows the number of biosimilars approved and launched each
year from 2015 to 2022. There was a dramatic increase in biosimilar
launches from 2018 to 2020 compared to prior years. ?

The slowdown of biosimilar approvals in 2020 and 2021 was likely due
to several factors, some of which were pandemic related. Over the
next few years, the marketplace with biosimilars should recover from
this decline in activity, with new approvals and launches expected to
increase to pre-2020 rates.

3 8 approved biosimilars

Figure 1. Number of Approved and Launched Biosimilars in the US, per Year 2
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2015 2016 2017 2018 2019

BN Number of approved biosimilars

2020 2021

Number of launched biosimilars

2022*

Although there was an overall decline in the number of approvals during the 2020 to 2021 timeframe, the number of development

programs that are participating in the FDA’s Biosimilar Development Program has continued to rise '

in March 2019 in March 2020

Key: BLA — Biologics License Application; FDA — Food and Drug Administration; US — United States.
*2022 totals include latest available information (January to September 2022).
TProgram totals reflect latest available data.

in March 2021

in March 20221

Note: SEMGLEE® (insulin glargine-yfgn) was approved by the FDA in June 2020 with a stand-alone BLA. The FDA subsequently approved SEMGLEE as an interchangeable biosimilar in July 2021. 1314
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THE US BIOSIMILAR LANDSCAPE IS ADVANCING (@Mg
FASTER THAN THE EU BIOSIMILAR LANDSCAPE =
DURING A COMPARABLE PERIOD OF TIME o INTRODUCTION AND

REPORT OVERVIEW

Figure 2 shows the cumulative number of biosimilars In the 8 years after the EU approved @ CURRENT STATE OF

approved in the EU vs. the US, beginning with the year the first biosimilar (2006), there were THE MARKETPLACE

the first biosimilar was approved. >'® The slowdown in EU : L
Trends in US Biosimilar

Approvals and Launches

o o o 16
approvals between years 4 and 7 was likely due to several 15 approved biosimilars.

factors that may include length of development programs. Timeline of Approved
Biosimilars and Launch

Dates

Trends in Pricing, Uptake,
and Total Drug Spend

Boxed Warnings for
Amgen Products

GLOBAL PERSPECTIVES

Figure 2. Comparison of Cumulative Approved Biosimilars in the EU and the US ™>'¢
FUTURE STATE OF

3g* THE MARKETPLACE
- 33
o 26 TRENDS
S .
gx 16
- § 8 9 10 11 11 STAKEHOLDER
_g 0 6 4 CONSIDERATIONS
R B B B B
E o R
1 2 3 4 5 6 / 8 REIMBURSEMENT

Number of Years After Approval of First Biosimilar

BN EU s Us
US POLICY UPDATE

BIOSIMILAR FAQS

REFERENCES

®0 -~ 006

Key: EU — European Union; US — United States.
*Year 8 includes US approvals through September 2022.




TIMELINE OF APPROVED BIOSIMILARS
AND LAUNCH DATES

As of August 2022, the FDA has approved 38 biosimilars and 22 biosimilars have been launched in the US as shown in Figure 3.

Currently, there are 11 reference products that have approved biosimilars.

Figure 3. Approved and Launched Biosimilars (including GRANIX*) in the US?

2015 2016 2017 2018 2019

2020 2021 2022

Q1 Q2 Q3 Q4 Q1 Q2 Q3 Q04 Q1 Q2 Q3 Q4 Q1 Q2 Q3 Q4 Q1 Q2 Q3 Q4 Q1

Q3 12

Q2 Q3 Q4 Q1 Q2 Q3 Q4 Q1 Q2 a3

. . —‘ GRANIX®* (Teva) ‘ ™

FIHESSTOIEENC@ Q43 NIVESTYM® (Pfizer) (Kashiv Biosciences and Amneal Pharriititjtfgls)
( ) & ZARXIO® (Sandoz) e

. . . . FYLNETRA™
Pegfilgrastim Fulphila® (Biocon / Mylan) (Kashiv Biosciences and
(Neulasta®) UDENYCA® ZIEXTENZO® NYVEPRIAT™ Amneal Pharmaceuticals)

eulasta (Coherus BioSciences) (Sandoz) (Pfizer) o . )
STIMUFEND® (Fresenius Kabi)
Bevacizumab ‘ MVASI® (Amgen) ALYMSYS®
(Avastin®) @ ZIRABEV™ (Pfizer) (mAxbience and Amneal Pharmaceuticals)
ONTRUZANT® (Samsung Bioepis / Merck) ‘
Trastuzumab HERZUMA® (Celltrion / Teva) ¢
(Herceptin®) ——@ KANJINTI® (Amgen)
Ogivri® (Biocon / Mylan) ‘
TRAZIMERA™ (Pfizer)
Infliximab INFLECTRA® (Pfizer) —‘ —‘ IXIFI™ (Pfizer) ‘
RENFLEXIS® AVSOLA® (Amgen)
®

(REMICADE®) (Samsung Bioepis / Merck)
Epoetin Alfa
Rituximab TRUXIMA® (Celltrion / Teva) O —e
(RITUXAN®) RUXIENCE™ (Pfizer) @p——————4p RIABNI® (Amgen)

. . REZVOGLAR™
Insulin Glargine (€N Lilly)
(LANTUS®) SEMGLEE®! (Biocon/Mylan)

Etanercept . N
(Enbre|®)p Erelzi® (Sandoz) Eticovo™ (Samsung Bioepis)
Adali b ABRILADA™ (Pfizer)
allmuma
(HUMIRA®) AMJEVITA™ (Amgen) CYLTEZO™ Hyrimoz® (Sandoz) HADLIMAT™ HULIO® (Mylan) YUSIMRY™

Ranibizumab
(LUCENTIS®)

(Boehringer Ingelheim)

FDA Approval ‘ Launch

(Samsung Bioepis)

FDA Approved but Not
Commercially Available

Please click here for Boxed Warning information for AVSOLA, Enbrel, EPOGEN, KANJINTI, and RIABNI.

Key: BLA — Biologics License Application; FDA — Food and Drug Administration; US — United States.
*GRANIX is not a biosimilar. It was approved under a stand-alone BLA, which was submitted to the FDA before the enactment of the biosimilar approval pathway.
TSEMGLEE was approved by the FDA in June 2020 with a stand-alone BLA. The FDA subsequently approved SEMGLEE as an interchangeable biosimilar in July 2021. 134

(Coherus BioSciences)

BYOOVIZ™
(Samsung Bioepis/Biogen) ‘

CIMERLI™
(Coherus BioSciences)

CLICKTO
ENLARGE
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BIOSIMILARS TYPICALLY LAUNCH AT A DISCOUNT &M

i

TO REFERENCE PRODUCT WAC AND ASP

Biosimilars have the potential to reduce healthcare costs Biosimilar WAC vs. Reference Product WAC: LI\IIE'IF"I'\(')%I_?_l:)C\'/I'IIECI)“I\/IIEAVI:I’D
by providing significant wholesale acquisition cost (WAC) e o e o o
, , Biosimilars primarily covered under the

and average sales price (ASP) savings at launch and through . . g

price competition, resulting in the opportunity for additional medical benefit typically launch at a WAC _‘;I:’ERRI;,'IEL\';KSJ_?‘:EA%E

savings over time. These reference products and their that is generally 10% to 57% lower than

biosimilars are primarily covered under the medical benefit. that of the reference product. Zr:;:l:v':huasng'f_:ml:;s

As shown in Figure 4, manufacturers are launching biosimilars ;i,m‘?"“,e of Approved
iosimilars and Launch

at a WAC that is lower than that of the reference product Dates

(biosimilars’ ASP becomes available 2 full quarters after Trends in Pricing, Uptake,

Iaunch). 17 and Total Drug Spend

Boxed Warnings for
Amgen Products

Figure 4. Price at Launch vs. Reference Product?®
GLOBAL PERSPECTIVES
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Filgrastim Infliximab Pegfilgrastim Epoetin Alfa Trastuzumab Bevacizumab Rituximab
(EPOGENE® /
PROCRIT®) ® REFERENCES
Amgen BN Coherus BioSciences HEEE Merck EEEN Mylan I Pfizer BEE Sandoz Teva
CLICK TO
Please click here for Boxed Warning information for AVSOLA, Enbrel, EPOGEN, KANJINTI, and RIABNI. ENLARGE
g 12
Key: ASP — average sales price; Bio — biosimilar; BLA — Biologics License Application; FDA — Food and Drug Administration; RP — reference product; WAC — wholesale acquisition cost.

*GRANIX is not a biosimilar. It was approved under a stand-alone BLA, which was submitted to the FDA before the enactment of the biosimilar approval pathway.
Source: AnalySource.




ASPs ARE DECLINING FOR BOTH REFERENCE AND &GN

BIOSIMILAR PRODUCTS i
As expected, competition usually results in lower ASP for The prices of biosimilars have decreased INTRODUCTION AND
both reference products and biosimilars, leading to additional o REPORT OVERVIEW

' J at a negative CAGR of -9% to -24%.

savings. As shown in Figure 5, in most cases, the prices of
biosimilars decline once ASP is established and continue a
steady downward trend. The ASPs for reference products are
also declining over time, creating additional opportunities for

CURRENT STATE OF
THE MARKETPLACE

Trends in US Biosimilar
Approvals and Launches

healthcare savings.
ealthcare savings Timeline of Approved

Biosimilars and Launch

. . ... . Dates
Figure 5. Downward Trend in ASP for Biosimilars and Reference Products Over Time?1t
. Trends in Pricing, Uptake,
’ === NEUPOGEN® and Total Drug Spend
20% === GRANIX®
15% — — ZARXIO® Boxed Warnings for
0% N NIVESTYM® Amgen Products
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o INFLECTRA®
=2 -65%
S RENFLEXIS®
< -70%
O AVSOLA®
75% EPOGEN® REIMBURSEMENT
-80% === RETACRIT®
-85% @ RITUXAN®
-90% === TRUXIMA®
o 1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18 19 20 21 22 23 24 25 26 27 28 29 30 31 32 33 34 35 o RUXIENCE™ US POLICY UPDATE
Quarters Since First Biosimilar in Class to Launch e RIABNI®

BIOSIMILAR FAQS

The pegfilgrastim therapeutic area saw the greatest average decline of -24% since 2021, while

the infliximab therapeutic area saw the lowest average decline of -4% since 2021
REFERENCES

Please click here for Boxed Warning information for AVSOLA, Enbrel, EPOGEN, KANJINTI, and RIABNI. CLICKTO
Key: ASP — average sales price; BLA - Biologics License Application; CAGR — compound annual growth rate; FDA - Food and Drug Administration. ENLARGE
*NEUPOGEN®'s biosimilar price-response strategy focused on account-level provider contracting. This targeted approach modestly increased the ASP-eligible discount rate resulting in a more stable ASP trend. 13

TAdditional research is being conducted to understand the recent spikes in ONTRUZANT and RENFLEXIS.
*GRANIX is not a biosimilar. It was approved under a stand-alone BLA, which was submitted to the FDA before the enactment of the biosimilar approval pathway.
Source: AnalySource.




BIOSIMILAR UPTAKE CONTINUES TO CLIMB &M

D 4
The rate of biosimilar uptake is generally increasing over For therapeutic areas with biosimilars
time, as depicted in Figure 6. Biosimilars have gained launched in the last 3 years, the average INTRODUCTION AND
significant share in the majority of therapeutic areas where h 750/ REPORT OVERVIEW
they have been introduced. Additionally, first-to-launch share was O
biosimilars tend to capture a greater portion of the segment CURRENT STATE OF
compared to later entrants. THE MARKETPLACE

Trends in US Biosimilar
Approvals and Launches

Timeline of Approved
Biosimilars and Launch
Dates

Figure 6. Biosimilars Uptake Curve® Trends in Pricing, Uptake,
and Total Drug Spend
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Key: ESA — erythropoiesis-stimulating agent.
Source: OBU Customer Data Pack Weekly (IQVIA DDD + Chargeback).




BIOSIMILAR COMPETITION CONTRIBUTES TO &M

i

DECREASED DRUG SPENDING

INTRODUCTION AND

Figure 7 shows the estimated decrease in total The cumulative savings in drug spend for classes REPORT OVERVIEW
drug spend after biosimilar competition was o ¢ o o oae o o
. 9dp gy o X o with biosimilar competition is estimated to have
introduced. The change in drug spend shown _— CURRENT STATE OF
is the delta between the projected reference been $21 billion over the past 6 years. THE MARKETPLACE
product spend (based on historical trend) vs. Trends in US Biosimilar
the actual spend following biosimilar launch. Approvals and Launches
Beginning in Q1 2019, drug spending for most s
. Biosimilars and Launch
classes continues to decrease. Dates
Trends in Pricing, Uptake,
and Total Drug Spend
Figure 7. Estimated Change in Total Drug Spend After Biosimilar Competition? Boxed Warnings for
Amgen Products
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US POLICY UPDATE

BIOSIMILAR FAQS

REFERENCES

Key: ASP — average sales price.

Note: Filgrastim is excluded from figure because the first biosimilar in its class was launched in 2013 and data are not available prior to Q2 2016 for normalized units. 15

The quarterly drug spend for each product is estimated as: Drug spend=ASPxNormalized unit volume. The estimated spend for the reference product (after biosimilar launch) is trended out based on historical spend for the reference product before

biosimilar launch.

Sources: AnalySource, Integrated Weekly Sales Data (IQVIA DDD + Chargeback).




BOXED WARNINGS FOR AMGEN PRODUCTS &GN

¥
EPOGEN® ~

WARNING: ESAs INCREASE THE RISK OF DEATH, MYOCARDIAL INFARCTION, STROKE, VENOUS
THROMBOEMBOLISM, THROMBOSIS OF VASCULAR ACCESS AND TUMOR PROGRESSION OR RECURRENCE

See Full Prescribing Information for complete boxed warning.

INTRODUCTION AND
REPORT OVERVIEW

Chronic Kidney Disease: CURRENT STATE OF
e |n controlled trials, patients experienced greater risks for death, serious adverse cardiovascular reactions, and stroke when administered THE MARKETPLACE

erythropoiesis-stimulating agents (ESAs) to target a hemoglobin level of greater than 11 g/dL (5.1).
e No trial has identified a hemoglobin target level, ESA dose, or dosing strategy that does not increase these risks (2.2).
e Use the lowest EPOGEN® dose sufficient to reduce the need for red blood cell (RBC) transfusions (5.1).

Trends in US Biosimilar
Approvals and Launches

Timeline of Approved

Cancer: Biosimilars and Launch
: : . . . . . : . Dat
e ESAs shortened overall survival and/or increased the risk of tumor progression or recurrence in clinical studies of patients with breast, non-small ates
cell lung, head and neck, lymphoid, and cervical cancers (5.2). Trends in Pricing, Uptake,
e Use the lowest dose to avoid RBC transfusions (2.4). and Total Drug Spend
e Use ESAs only for anemia from myelosuppressive chemotherapy (1.3). Boxed Warnings for

e ESAs are not indicated for patients receiving myelosuppressive chemotherapy when the anticipated outcome is cure (1.5). Amgen Products

e Discontinue following the completion of a chemotherapy course (2.4).
GLOBAL PERSPECTIVES
Perisurgery:

e Due to increased risk of deep venous thrombosis (DVT), DVT prophylaxis is recommended (5.1). FUTURE STATEIOF
THE MARKETPLACE

TRENDS

Enbrel®

STAKEHOLDER
CONSIDERATIONS

WARNINGS: SERIOUS INFECTIONS AND MALIGNANCIES
See Full Prescribing Information for complete boxed warning.

REIMBURSEMENT
SERIOUS INFECTIONS

* Increased risk of serious infections leading to hospitalization or death, including tuberculosis (TB), bacterial sepsis, invasive fungal infections (such

as histoplasmosis), and infections due to other opportunistic pathogens. (5.1) US POLICY UPDATE
e Enbrel should be discontinued if a patient develops a serious infection or sepsis during treatment. (5.1)
e Perform test for latent TB; if positive, start treatment for TB prior to starting Enbrel. (5.1)

* Monitor all patients for active TB during treatment, even if initial latent TB test is negative. (5.1) BIOSIMILAR FAQS

MALIGNANCIES
e Lymphoma and other malignancies, some fatal, have been reported in children and adolescent patients treated with TNF-blockers, including

Enbrel. (5.3) REFERENCES

®0 - 00



https://www.pi.amgen.com/united_states/epogen/epogen_pi_hcp_english.pdf
https://www.pi.amgen.com/united_states/enbrel/derm/enbrel_pi.pdf

BOXED WARNINGS FOR AMGEN PRODUCTS &GN

¥
KANJINTI® -~

WARNING: CARDIOMYOPATHY, INFUSION REACTIONS, EMBRYO-FETAL TOXICITY, and PULMONARY TOXICITY INTRODUCTION AND

See Full Prescribing Information for complete boxed warning. REPORT OVERVIEW
Cardiomyopathy: Trastuzumab products can result in subclinical and clinical cardiac failure manifesting as CHF, and decreased LVEF, with greatest
risk when administered concurrently with anthracyclines. Evaluate cardiac function prior to and during treatment. Discontinue KANJINTI for CURRENT STATE OF
cardiomyopathy. (2.3, 5.1) THE MARKETPLACE
Infusion Reactions, Pulmonary Toxicity: Discontinue KANJINTI for anaphylaxis, angioedema, interstitial pneumonitis, or acute respiratory distress Trends in US Biosimilar
syndrome. (5.2, 5.4) Approvals and Launches

Embryo-Fetal Toxicity: Exposure to trastuzumab products during pregnancy can result in oligohydramnios, in some cases complicated by Timeline of Approved

pulmonary hypoplasia and neonatal death. Advise patients of these risks and the need for effective contraception. (5.3, 8.1, 8.3) gi;i;““ars gneilaee

Trends in Pricing, Uptake,
and Total Drug Spend

AVS O LA® Boxed Warnings for

Amgen Products

WARNING: SERIOUS INFECTIONS and MALIGNANCY
See Full Prescribing Information for complete boxed warning.

GLOBAL PERSPECTIVES

* |ncreased risk of serious infections leading to hospitalization or death, including tuberculosis (TB), bacterial sepsis, invasive fungal infections (such FUTURE STATE OF
as histoplasmosis) and infections due to other opportunistic pathogens. THE MARKETPLACE

e Discontinue AVSOLA if a patient develops a serious infection.

e Perform test for latent TB; if positive, start treatment for TB prior to starting AVSOLA. Monitor all patients for active TB during treatment, even if TRENDS
initial latent TB test is negative. (5.1)

e Lymphoma and other malignancies, some fatal, have been reported in children and adolescent patients treated with tumor necrosis factor (TNF)
blockers, including infliximab products. STAKEHOLDER

e Postmarketing cases of fatal hepatosplenic T-cell ymphoma (HSTCL) have been reported in patients treated with TNF-blockers including infliximab CONSIDERATIONS
products. Almost all had received azathioprine or 6-mercaptopurine concomitantly with a TNF-blocker at or prior to diagnosis. The majority of
cases were reported in patients with Crohn’s disease or ulcerative colitis, most of whom were adolescent or young adult males. (5.2)

REIMBURSEMENT

RIABNI® US POLICY UPDATE

WARNING: FATAL INFUSION-RELATED REACTIONS, SEVERE MUCOCUTANEOUS REACTIONS,
HEPATITIS B VIRUS REACTIVATION and PROGRESSIVE MULTIFOCAL LEUKOENCEPHALOPATHY BIOSIMILAR FAQS

See Full Prescribing Information for complete boxed warning.

e Fatal infusion-related reactions within 24 hours of rituximab infusion; approximately 80% of fatal reactions occurred with first infusion. Monitor REFERENCES
patients and discontinue RIABNI infusion for severe reactions (5.1).

e Severe mucocutaneous reactions, some with fatal outcomes (5.2).

e Hepatitis B virus (HBV) reactivation, in some cases resulting in fulminant hepatitis, hepatic failure, and death (5.3).

* Progressive multifocal leukoencephalopathy (PML) resulting in death (5.4).

®0 - 00



https://www.pi.amgen.com/united_states/kanjinti/kanjinti_pi.pdf
https://www.pi.amgen.com/united_states/avsola/avsola_pi_english.pdf
https://www.pi.amgen.com/united_states/riabni/riabni_pi_english.pdf
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GLOBAL PERSPECTIVES

Access to and utilization of biosimilars continue to
increase across both established and emerging regions @

To create and preserve physician confidence, patient safety, and the integrity
of the healthcare system, biosimilars must meet and maintain robust
scientific standards before and after approval. In highly regulated regions,
the regulatory pathways for biosimilar products are rigorous and approval is
based on the total evidence package obtained from comparative analytical
characterization and comparative preclinical and clinical studies. 8-

The EU and US markets
dominate the use of
biosimilar medicines with 90%
cumulative use (by sales);
other countries have yet to
harness the potential benefits
of biosimilars. %2

European Medicines Agency (EMA) approval pathway

The EU was a pioneer in the regulation of biosimilar medicines by being the first
to establish a regulatory framework that helped shape biosimilar development
globally. Since that time, the EMA has continued to monitor and refine its
approach to regulating biosimilar medicines in the EU. %

The EU established legislation for biosimilars in 2004, and EU regulators
developed a regulatory approval pathway for biosimilars starting in 2005.2%* The
EMA has reviewed 88 biosimilar applications, of which 15 have been withdrawn
post-approval and 2 were refused approval. There are currently 71 biosimilars
authorized for use. '

EMA biosimilar pathway as a model of other countries

Inherently, as the first regulatory authority to formally establish a regulatory pathway for biosimilar medicines, the EMA’s biosimilar
guidelines often serve as a reference for other regulatory agencies to develop guidelines on biosimilar review and approval.

Countries that have implemented guidelines for biosimilar product approval similar to EMA guidelines include %:

3 [0l ll D= i

==

Norway Croatia Switzerland Turkey Australia New Zealand South Africa United Kingdom

Key: EMA — European Medicines Agency; EU — European Union; US - United States.
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GLOBAL PERSPECTIVES &GN

i

Regulatory standards for biosimilars vary worldwide

Globally, established regulatory pathways and associated standards continue INTRODUCTION AND
. . - . L. REPORT OVERVIEW
to vary. While some countries have specific pathways for approving biosimilars
and rigorous regulatory standards, others have yet to develop laws or

i . ... cr . i i CURRENT STATE OF
regulations specific to biosimilars or are still in the process of implementing a THE MARKETPLACE

pathway based on their laws and regulations.

Many countries rely on the recommendations/approvals from regulated markets

(eg, EU, US, Canada, and Japan) through the Certificate of Pharmaceutical FUTURE STATE OF
Product (CPP) certification scheme implemented by the WHO. ¢ Through THE MARKETPLACE
CPP, regulatory authorities can rely on the previous thorough evaluation of

the quality, safety, and efficacy of a product, and avoid certain duplicative TRENDS
assessment activities.

STAKEHOLDER

Adherence to globally accepted regulatory standards, such as the 2022 Guidelines CONSIDERATIONS

on the Evaluation of Biosimilars, is fundamental to assuring patients and the
medical community that approved biosimilar products are safe and efficacious and
ensuring that adverse events can be accurately tracked and identified. %’

— Leah Christl, PhD, Executive Director,
Global Regulatory and R&D Policy, Amgen

REIMBURSEMENT

US POLICY UPDATE
Global Policy Perspectives

o , BIOSIMILAR FAQS
World Health Organization (WHO) actions

The WHO has developed updated guidelines on the evaluation of biosimilars with the
aim of aligning global requirements. %’ It is suggested by the WHO that global regulatory REEERENCES
agencies use these formal guidelines as a basis for establishing national regulatory
frameworks for the licensure of biosimilars.

Key: CPP — Certificate of Pharmaceutical Product; EMA — European Medicines Agency; EU — European Union; US — United States; WHO — World Health Organization.




CONSIDERATIONS FOR THE GLOBAL MARKETPLACE

WITH BIOSIMILARS

There are many lessons to be learned from international biosimilar marketplaces to help foster the success of biosimilars globally:

El

Emphasis on
biosimilar education

Several European countries and the US
have launched successful educational
programs to improve awareness of and
comfort with the safety and efficacy of
biosimilars.

The EMA has published the following
materials on biosimilars to improve
understanding of biosimilar medicines in

the EU #°;

e A video on biosimilars for the general
public in the following EU languages:
Dutch, French, German, ltalian, Polish,
Portuguese and Spanish

e The translations of the information
guide on biosimilars for healthcare
professionals into Dutch, French,
German, Italian, Polish, Portuguese
and Spanish

The EMA placed these educational
materials on biosimilars, as well as the link
to the Q&A for patients, on its webpage
on biosimilar medicines. The organization
encourages healthcare professionals to
use and disseminate these materials and
promote their use to help ensure that
consistent public health messages on
biosimilars reach EU citizens. %’

Key: EMA — European Medicines Agency; EU — European Union; US — United States.

With a longer-standing biosimilar
marketplace, Europe has a wealth of
real-world evidence on the safety and
efficacy of biosimilars. 3%

Publishing postmarketing surveillance
and other observational studies of real-
world evidence provides an important
opportunity for manufacturers to provide
physicians with additional effectiveness
and safety evidence, particularly

related to long-term safety, efficacy in
extrapolated indications, and effects of
switching. *

Additionally, real-world evidence studies
may be able to provide clinicians with
safety and effectiveness data and payers
with cost-savings data. 3

A law firm analysis of the Chinese
marketplace with biosimilars noted that
most Chinese pharmaceutical companies
had been focused on the research,
development, and regulatory aspects
of the biosimilar process. However, the
analysis recommended that companies
apply more resources to developing
strong manufacturing and distribution
infrastructure that is essential for the
successful launch of biosimilars.

Manufacturers with long-standing, deep
experience in biologics will be better
positioned to help maximize the value of
biosimilars. "’
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THE FUTURE OF BIOSIMILARS IN THE US

Biosimilars are expanding into new areas

We expect growth in the number of biosimilars, both in terms of breadth and depth. As of Q2 2022, the FDA lists 96

proposed biosimilar products enrolled in the FDA’s Biosimilar Development Program, an increase of nearly 70% since
October 2015. "2

Over the next few years, the growing number of biosimilars will likely lead to a rapid evolution in the US marketplace
with biosimilars, including:

g\
\7 A\A
A?g

)

Expansion of biosimilars Biosimilars in more therapeutic Approval of additional
into pharmacy benefit areas (autoimmune, interchangeable biosimilars
reimbursement gastroenterology, oncology, in the US

endocrinology)

This evolution in the marketplace is likely to include the following:

Additional focus on provider Use of real-world evidence

and pharmacist education and to inform the future of the

comfort with prescribing and marketplace and enhance
using biosimilars pharmacovigilance

Key: FDA - Food and Drug Administration; US — United States.
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NEW AUTOIMMUNE BIOSIMILARS WILL CONTINUE TO L@MQ
EXPAND THE FASTEST GROWING THERAPEUTIC AREA =

As shown in Figure 8, spending on new and existing autoimmune Autoimmune therapies had the @ INTRODUCTION AND
. : . REPORT OVERVIEW
products exceeded any other therapeutic area, reaching $42 billion

over the past 5 years. 3 largest growth of any category

from 2017 to 2021. 34 @ CURRENT STATE OF
THE MARKETPLACE

Figure 8. US Medicine Net Spending Growth 2017-2021 for New Brands and Protected Brands Volume, in Billions3* GLOBAL PERSPECTIVES
$42
$38
The Future of Biosimilars
$29 in the US
$21
$14 Lessons for the Future
$10 From Real-World Evidence
Important Considerations
%4 for the Future
- - S
Autoimmune Oncology COVID-19 Diabetes Cardiovascular HIV HCV Respiratory Mental CNS All others TRENDS
health
STAKEHOLDER
1 1 1mi NSIDERATION
Potential biosimilar launches CONS ONS
Within the autoimmune space, the planned launches of Table 1. Top-Selling Autoimmune Drugs in 2021353

biosimilars to HUMIRA in 2023 could be a pivotal moment. ML=l 3

HUMIRA has the highest number of anticipated biosimilar

Product Manufacturer 2021 global sales (billions)

: HUMIRA (adalimumab) AbbVie $20.7
launches in the US over the next few years when compared e
to reference products in other categories. STELARA (ustekinumab) Janssen $9.1
More biosimilars to treat autoimmune conditions will be S0 I Amgen $4.4
, . , , — ® BIOSIMILAR FAQS
coming to market this decade, offering an opportunity to REMICADE (infliximab) Janssen $3.2
inject competition and reduce healthcare costs. Please click here for Boxed Warning information for Enbrel.

® REFERENCES

®0 » 00

Key: CNS - central nervous system; HCV — hepatitis C virus; HIV — human immunodeficiency virus; MS — multiple sclerosis; US — United States.




ANTICIPATED ENTRY OF HUMIRA BIOSIMILARS IS (@M§
EXPECTED TO INCREASE COMPETITION FOR THE =
TOP'SELLING AUTOIMMUNE DRUG IN THE US ® 'NTRODUCTION AND

REPORT OVERVIEW

HUMIRA® (adalimumab) makes up nearly a third of autoimmune sales
@ CURRENT STATE OF
As shown in Table 2, there are currently 7 FDA-approved biosimilars for the reference product HUMIRA, with the possibility THE MARKETPLACE

of 7 or more launches in 2023. Based on the history of pricing for biosimilar and reference products seen in other areas, the
entry of additional biosimilars is expected to lead to greater price declines across all products within the class. SISl A H ASIAAS

Table 2. FDA Approval and EU Launch Status of Biosimilars to HUMIRA?1¢

Company Drug The Future of Biosimilars
in the US

Amgen AMJEVITA’

Samsung Bioepis/Merck HADLIMAT

Boehringer Ingelheim CYLTEZO Lessons for the Future
From Real-World Evidence

Coherus BioSciences YUSIMRY
Important Considerations

Viatris-Fuji HULIO for the Future

Sandoz HYRIMOZ

Pfizer ABRILADA TRENDS

Fresenius Kabi IDACIO

1 STAKEHOLDER
Alvotech AVTO2 CONSIDERATIONS
Celltrion Yuflyma

REIMBURSEMENT

A Closer Look: Impact of biosimilars of HUMIRA in the EU offers insight into

potential biosimilar adoption in the US
US POLICY UPDATE
The manufacturer of HUMIRA generated 83.7% of its product’s sales in 2021 from the US market. 3% As a result,

global HUMIRA sales in 2023 and beyond will depend heavily on competition from its biosimilars in the US. ® BIOSIMILAR FAQS

HUMIRA biosimilars have acquired strong market share in Europe. Within a year and a half, the availability of
adalimumab biosimilars in Europe resulted in HUMIRA's manufacturer reporting a 31.1% decrease in net
revenue in 2019. %

® REFERENCES

Data current as of Q1 2022.

Key: EU — European Union; FDA - Food and Drug Administration; US — United States. 25

*This is for informational purposes only. This is not an offer for sale. AMJEVITA™ is currently not available commercially and will not be commercially available in the United States until on or after January 31, 2023. AMGEVITA® has launched in Europe.

THADLIMA is marketed as IMRALDI in the EU and manufactured/marketed by Samsung Bioepis/Biogen.

*STADA Arzneimittel AG has exclusive commercialization rights to AVTO2 in all key European markets under the names HUKYNDRA and LIBMYRIS.




LESSONS FOR THE FUTURE FROM 4 YEARS' EXPERIENCE &M

i

Uptake of biosimilars to HUMIRA (adalimumab) in the EU has been steady since 2019

As shown in Figure 9, HUMIRA’s share has declined in the EU since the introduction . . QO L':L%%?_%Jé%l\llléxD
of biosimilar competition. At the time of publication, HUMIRA had a 34% share, while AdOPtIOH of adalimumab

. . o . o C .. Cor . :
AI\Q?@QX&; tk;z;lrszoblosmllar in the market — had a 20% share, followed by Hyrimoz (19%) biosimilars is h|g.her IN ® CURRENT STATE OF
an (15%). some EU countries due THE MARKETPLACE

to varying healthcare
systems and government

Figure 9. Adalimumab Volume Analysis in the EU*° GLOBAL PERSPECTIVES

100% o o
policies. For example, the
90% AMGEVITA share differs The Future of Biosimilars
. in the US
a0 by country, with:
The Future of
) o . Autoimmune Therapies
5 o < * 41% share in the UK
N2 c
f'L_% 60% ié o) h o
C _ ®
3 L 20 /O snare in Germany Important Considerations
(2 50% £ for the Future
) 0 °
o 9 * 19% share in France *°
c  40%
TRENDS
_g 34%
> 30%
STAKEHOLDER
% 199
0% ————19% CONSIDERATIONS
10% 6%
6%
> o
0% >8°§§ REIMBURSEMENT
Q1’18 Q1’19 Q1’20 Q1'21 Q1’22
=== HUMIRA (AbbVie) == HULIO (Mylan)
AMGEVITA (Amgen)* == |[DACIO (Fresenius Kabi) US POLICY UPDATE
IMRALDI (Samsung Bioepis/Biogen) == Yuflyma (Celltrion)
=== Hyrimoz (Sandoz) === ABRILADA / Amsparity / Xilbrilada (Pfizer)
© BIOSIMILAR FAQS
® REFERENCES
Key: EU — European Union; SU — standard unit; UK — United Kingdom. @ e 26 6 é
*AMJEVITA™ is currently not available commercially and will not be commercially available in the United States until on or after January 31, 2023. AMGEVITA™ has launched in Europe.

1 SU = 40 mg pre-filled syringe/pen.
Source: IQVIA MIDAS; Amgen Biosimilars Sales Analysis — Report on Adalimumab.




REAL-WORLD EVIDENCE (RWE) FURTHER SUPPORTS g
USE OF AUTOIMMUNE BIOSIMILARS =~

Data on biosimilars in the real-world setting are increasing as clinical experience with biosimilars to treat autoimmune conditions INTRODUCTION AND
such as inflammatory bowel disease, psoriasis, and rheumatoid arthritis grows. Studies using RWE from the EU help support the REPORT OVERVIEW

effectiveness, safety, and tolerability of biosimilars in patients.
CURRENT STATE OF

THE MARKETPLACE

Analysis of several recent RWE studies on autoimmune biosimilars in the EU shows: GLOBAL PERSPECTIVES

T I} |laii
, The Future of Biosimilars
in the US
n g

The Future of

Results are largely consistent Real-life data confirm both efficacy Autoimmune Therapies
with the evidence from randomized and safety of biosimilars based on
controlled trials 4143 large-scale studies *

Important Considerations
for the Future
TRENDS

N\ | !/

~ -~

_/J < STAKEHOLDER

/1 | N\ CONSIDERATIONS

Outcomes were generally consistent,
regardless of whether patients REIMBURSEMENT
were biologic-naive or switched

from another biologic*
US POLICY UPDATE

BIOSIMILAR FAQS

REFERENCES

®0 - 00

Key: EU — European Union; RWE — real-world evidence.
Note: Many RWE studies are not adequately powered to detect differences between treatment arms, and the majority do not have a comparator.




FUTURE CONSIDERATIONS FOR STAKEHOLDERS

Payers/PBMs

\ /
V.

Employers

Key: PBM — pharmacy benefit manager.

Payers and PBMs often put greater emphasis on cost minimization, when outcomes are
equal or assumed to be equal ©

Their concern is typically on balancing risk and ensuring that premiums are low enough to
attract/retain members while providing adequate access to benefits

Non-cost differentiators such as product portfolio, category experience, supply chain, and
the ability to pull through coverage decisions may resonate here

Escalating specialty drug costs present a challenge for employers trying to provide
healthcare for their employees

Employers are uniquely motivated to ensure continued health and productivity while
considering cost-effectiveness

Competition between reference products and biosimilars may bring cost savings to the
system, benefiting employers that are facing soaring healthcare expenses

®0 - 00
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FUTURE CONSIDERATIONS FOR STAKEHOLDERS

Pharmacists

Patients

Many pharmacists may be introduced to biosimilars for the first time with the launch of
biosimilars that are processed under the pharmacy benefit in the US market

As of August 2022, 3 biosimilars with interchangeable designations are approved in
the US

All 50 states plus Puerto Rico and DC allow pharmacists to substitute an FDA-approved,
interchangeable biosimilar for a prescribed reference product, consistent with state law #

Public information is available to assist pharmacists in evaluating biosimilars for formulary

inclusion

Pharmacists will likely need education to become more knowledgeable and comfortable
discussing biosimilars with patients. Science-based educational outreach can promote
pharmacist confidence in dispensing biosimilars

Patient support programs can help patients initiate and adhere to therapy, and can also
help those struggling to afford their medications

A manufacturer with a strong supply-chain history and reputation can assuage patients’
concerns about disruptions to their medication regimen

Key: FDA - Food and Drug Administration; US — United States.
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https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4252185/table/tab3/
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Note: While a 5th therapeutic area, endocrinology, has approved biosimilars, it is excluded from the Trends section as the scope of this report is complex monoclonal antibodies.




ONCOLOGY THERAPEUTICS ¢ AMGEN

i

The biosimilars available for oncology therapeutics consist of trastuzumab,

bevacizumab, and rituximab products. For each, we discuss:
INTRODUCTION AND

REPORT OVERVIEW

e WAC and ASP of the biosimilar at launch

compared to the reference product CURRENT STATE OF
THE MARKETPLACE

e ASP for the reference product and GLOBAL PERSPECTIVES

biosimilars since launch

FUTURE STATE OF
THE MARKETPLACE

e Biosimilar uptake
TRENDS

Oncology Therapeutics

e Estimated difference in total drug spend Oncology Supportive

e e e oy — Kashyap Patel, MD Care
after b|0$|m||ar Competltlon CEO, Carolina Blood and Cancer Care

Nephrology/Oncology
Supportive Care

Biologics account for half of the pharmacological products in oncology; however, Inflammation
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ONCOLOGY THERAPEUTICS

Trastuzumab

Five biosimilars have launched since 2019 to the reference product Herceptin (trastuzumab):

KANJINTI

(trastuzumab-anns)

For Injection 420mg/vial multiple dose

Ogivri
(trastuzumab-dkst)

Injection 420mg | 150mg

INJECTION

Trazimera™

trastuzumab-qyyp

Herzuma
(trastuzumab-pkrb)

For Injection * 420 mg/vial < 150 mg/vial

Ontruzant

trastuzumab-dttb

for injection, for intravenous use 21 mg/mL

V157
V157
V227
V107
V157

Please click here for Boxed Warning information for KANJINTI.

See Full Prescribing Information for complete risk information.

Key: ASP — average sales price; WAC — wholesale acquisition cost.
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e/

Trastuzumab

As Figure 10 shows, all 5 biosimilars launched at WAC and ASP discounts to the reference product with some launching at INTRODUCTION AND
: . REPORT OVERVIEW
discounts below their predecessors.
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Figure 10. WAC and ASP of Trastuzumab Biosimilars Relative to Reference Product at Launch® THE MARKETPLACE
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Please click here for Boxed Warning information for KANJINTI.

See Full Prescribing Information for complete risk information. CLICKTO
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Key: ASP — average sales price; WAC — wholesale acquisition cost.

*ASP was not available for these products at the time of comparison. WAC is used to compare with reference product ASP.
Source: AnalySource.
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Trastuzumab
Figure 11 shows the percentage change The reference product Herceptin’s price has declined @ INTRODUCTION AND
in the price of biosimilars over time when by 19% in the last 3 years since the first trastuzumab
compared to the reference product’s biosimil | hed

: : iosimilar was launched. CURRENT STATE OF
A.SP.at.the time that the first trastuzumab e
biosimilar launched.

GLOBAL PERSPECTIVES

Figure 11. ASP of Trastuzumab Products at Biosimilars’ Launches® FUTURE STATE OF
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Please click here for Boxed Warning information for KANJINTI.

See Full Prescribing Information for complete risk information.
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Key: ASP — average sales price; WAC — wholesale acquisition cost. @ e

Biosimilar WAC is used for comparing against reference product ASP until biosimilar ASP is available.
Source: AnalySource.
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Trastuzumab

As seen in Figure 12, there has been a strong adoption of trastuzumab Three years after the first launch, INTRODUCTION AND
biosimilars. Within 18 months after launching, KANJINTI captured more REPORT OVERVIEW

| biosimilars now account for 80% share
share than the reference product Herceptin.

of all trastuzumab products. CURRENT STATE OF
THE MARKETPLACE
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Source: OBU Customer Data Pack Weekly (IQVIA DDD + Chargeback).
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Figure 13 shows the total drug spend The cumulative savings in drug spend for trastuzumab e o
for trastuzumab with biosimilar launches, from the Herceptin biosimilar launch in Q3 2019 to Q2

compared to the projected drug spend in the

absence of biosimilar competition. 2022 is estimated to be $5.3 billion to date. CURRENT STATE OF

THE MARKETPLACE
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Figure 13. Comparison of Estimated Trastuzumab Drug Spend With vs. Without Biosimilar Competition?
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Please click here for Boxed Warning information for KANJINTI.

See Full Prescribing Information for complete risk information.
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Key: ASP — average sales price.

The quarterly drug spend for each product is estimated as: Drug spend=ASPxNormalized unit volume. The estimated spend for the reference product (after biosimilar launch) is trended out based on historical spend for the reference product before biosimilar launch.
Sources: AnalySource, Integrated Weekly Sales Data (IQVIA DDD + Chargeback).
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ONCOLOGY THERAPEUTICS

Bevacizumab

Since 2019, 2 biosimilars have launched to the reference product Avastin (bevacizumab):

Launched at a price?®

MVAS I® o less than o
bevacizumab-awwb) N 1 5 /Q A 12 /O

Injection 100mg/vial & 400mg/vial

INJECTION

Zirabev™ p. 3 °/ pbi 1 9 °/
bevacizumab-bvzr WV O wac V (o

less than

Avastin’s
ASP

less than
Avastin’s
ASP

Figure 14. WAC and ASP of Bevacizumab Biosimilars Relative to Reference Product at Launch?®

MVASI launch ZIRABEV launch
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<
$613
Avastin  MVASI Avastin  MVASI  ZIRABEV
WAC Comparison
-12% “11% -19%
VvV NV VvV
o
< $677
$613
Avastin  MVASI* Avastin  MVASI*  ZIRABEV*
ASP Comparison

Key: ASP — average sales price; WAC — wholesale acquisition cost.
*ASP was not available for these products at the time of comparison. WAC is used to compare with reference product ASP.
Source: AnalySource.
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Bevacizumab
Figure 15 shows the percentage change The reference product Avastin’s price has declined by @ INTRODUCTION AND
in the price of biosimilars over time when 15% in the last 3 years since the first bevacizumab
compared to the reference product’s L.
biosimilar was launched. CURRENT STATE OF

ASP at the time that the first biosimilar to

. THE MARKETPLACE
Avastin was launched.

GLOBAL PERSPECTIVES

Figure 15. ASP of Bevacizumab Products at Biosimilars’ Launches?®
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Key: ASP — average sales price; WAC — wholesale acquisition cost. @ e

Biosimilar WAC is used for comparing against reference product ASP until biosimilar ASP is available.
Source: AnalySource.
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As seen in Figure 16, there has been a Three years after the first launch, biosimilars now account [ATIOIIETTIOT Ay

) . o . REPORT OVERVIEW
strong adoption of bevacizumab biosimilars. for 82% share of all bevacizumab pI‘OdUCtS.
Within 16 months after launching, MVASI

captured more share than the reference CURRENT STATE OF
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product Avastin.
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DS 4
Bevacizumab
Figure 17 shows the total drug spend tor The cumulative savings in drug spend for bevacizumab i e
bevacizumab with biosimilar launches, compared from the first Avastin biosimilar launch in Q3 2019 to

to the projected drug spend in the absence of
biosimilar competition.

Q2 2022 is estimated to be $3.3 billion to date. CURRENT STATE OF
THE MARKETPLACE
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Key: ASP — average sales price.

The quarterly drug spend for each product is estimated as: Drug spend=ASPxNormalized unit volume. The estimated spend for the reference product (after biosimilar launch) is trended out based on historical spend for the reference product before biosimilar launch.
Sources: AnalySource, Integrated Weekly Sales Data (IQVIA DDD + Chargeback).




ONCOLOGY THERAPEUTICS

Rituximab

Three biosimilars have launched—in 2019, 2020, and 2021—to the reference product RITUXAN (rituximab):

Truaima . 10%

Injection for intravenous use

INJECTION

Ruxience” «, ) 4%,
rituximab-pvvr WV O

RIABNI 949/

(rituximab-arrx|

Injection 100mgyvial & 500mg/vial

Please click here for Boxed Warning information for RIABNI.

See Full Prescribing Information for complete risk information.

Key: ASP — average sales price; WAC — wholesale acquisition cost.
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Rituximab

As Figure 18 shows, in addition to all biosimilars launching at WAC and ASP discounts to the reference product, INTRODUCTION AND
subsequent biosimilars launching after 2019 did so at a discount to the first rituximab biosimilar, TRUXIMA. MHCIUIOA S 413

CURRENT STATE OF

Figure 18. WAC and ASP of Rituximab Biosimilars Relative to Reference Product at Launch® THE MARKETPLACE
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Please click here for Boxed Warning information for RIABNI.

See Full Prescribing Information for complete risk information.

2 Q@6
Key: ASP — average sales price; WAC — wholesale acquisition cost. @ e

*ASP was not available for these products at the time of comparison. WAC is used to compare with reference product ASP.
Source: AnalySource.
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Figure 19 shows the percentage change In under 3 years after the first launch, the price of @ INTRODUCTION AND
in the p”;et O‘i:'os':"'ars oVer ;'mi""he” rituximab biosimilars is now 51% to 56% lower than the
compared to the reference product’s . . .
ASP at the time that the first rituximab price of their reference product RITUXAN in Q3 2022. @ CURRENT STATE OF
. THE MARKETPLACE
biosimilar launched.
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Biosimilar WAC is used for comparing against reference product ASP until biosimilar ASP is available.
Source: AnalySource.



https://www.pi.amgen.com/united_states/riabni/riabni_pi_english.pdf

ONCOLOGY THERAPEUTICS ¢ AMGEN

e
Rituximab

As seen in Figure 20, there has been a In under 3 years after the first launch, biosimilars now o LUEE e ek Ay 2

strong adoption of rituximab biosimilars o o . REPORT OVERVIEW
, o account for 64% share of all rituximab products.
particularly after the second and third

biosimilars launched beginning in 2020. CURRENT STATE OF

THE MARKETPLACE
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Figure 20. Biosimilar Uptake Curve for Rituximab Products®
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Source: OBU Customer Data Pack Weekly (IQVIA DDD + Chargeback).
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Figure 21 shows the total drug spend for ndin n rituximab h B followin @ INTRODUCTION AND
rituximab with biosimilar launches, compared Spe . 99 tu ab aos dec eas-ed oo g REPORT OVERVIEW
r COMP the launch of RITUXAN biosimilars in Q4 2019,

to the projected drug spend in the absence

of biosimilar competition. The total spend
for rituximab started to decline following the cumulative savings to date.

launch of the first RITUXAN biosimilar TRUXIMA
in Q4 2019, and continued to decline after the

second biosimilar Iaunch N Q1 2020 FUTURE STATE OF
THE MARKETPLACE

contributing to an estimated $794 million in CURRENT STATE OF
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GLOBAL PERSPECTIVES
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Figure 21. Comparison of Estimated Rituximab Drug Spend With vs. Without Biosimilar Competition 3 Oncology Therapeutics
$350 M Oncology Supportive
Care
o $300 M Nephrology/Oncology
(</E) Supportive Care
% §250 M Inflammation
GE) Originator spend
TRUXIMA launch (before biosimilar launch)
= $200 M (Nov 2019) STAKEHOLDER
O CONSIDERATIONS
> == Total molecule spend
% (after biosimilar launch)
e $150M RUXIENCE launch RIABNI launch
8_ (Jan 2020) (Jan 2021) Projected originator spend REIMBURSEMENT
) $100 M (without biosimilar launch)
O)
>
e 5050 1 US POLICY UPDATE
$000 M
N ©© ©W W W O O O 060 O O O O « + +~ «~ N « BIOSIMILAR FAQS
s T T T T s s s NN NN N (N NN N N
< — N ™ < — N ™ < — N ™M < — (Q\ ™ < — N
0 0 0 0o o 0o 0o 0o 0 00 00 0 0 0o o d

REFERENCES

Please click here for Boxed Warning information for RIABNI.

See Full Prescribing Information for complete risk information.

®@0 - 00
Key: ASP — average sales price.

The quarterly drug spend for each product is estimated as: Drug spend=ASPxNormalized unit volume. The estimated spend for the reference product (after biosimilar launch) is trended out based on historical spend for the reference product before biosimilar launch.
Sources: AnalySource, Integrated Weekly Sales Data (IQVIA DDD + Chargeback).
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The biosimilars available for oncology supportive care consist of pegfilgrastim

and filgrastim products. For each, we discuss:
INTRODUCTION AND

REPORT OVERVIEW

e WAC and ASP of the biosimilar at launch

compared to the reference product CURRENT STATE OF
THE MARKETPLACE

e ASP for the reference product and GLOBAL PERSPECTIVES

biosimilars since launch

FUTURE STATE OF
THE MARKETPLACE

e Biosimilar uptake

TRENDS
Oncology Therapeutics
e Estimated difference in total drug spend Oncology Supportive
after biosimilar competition Care

Nephrology/Oncology
Supportive Care

The FDA approved GRANIX in 2012, though not as a biosimilar under the Inflammation

pathway created in the US by the Biologics Price Competition and Innovation

Act (BPCIA). * It was approved under a stand-alone Biologics License STAKEHOLDER
Application, which was submitted to the FDA before the enactment of the CONSIDERATIONS
biosimilar approval pathway. ° ZARXIO was the first biosimilar approved in the
US (in 2015) and also the first biosimilar to become commercially available (also
in 2015).°° As such, this category provides insights into how biosimilars and
their reference products may change over time, as well as how biosimilars may
gain share over a period of 5 years. US POLICY UPDATE

REIMBURSEMENT

BIOSIMILAR FAQS

REFERENCES
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Key: ASP — average sales price; BPCIA — Biologics Price Competition and Innovation Act; FDA - Food and Drug Administration; US — United States; WAC — wholesale acquisition cost.
*Filgrastim is excluded from drug spend analysis because the first biosimilar in its class was launched in 2013 and data are not available prior to Q2 2016 for normalized units.
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Pegfilgrastim

Four biosimilars have launched since 2018 to the reference product Neulasta (pegfilgrastim):

Fulphila:

o/
(pegfilngaDstim-jmdb) injection WV 3 3 /o
UDENYCA 3 3 o/
pegfilgrastim-cbqgv \/ O
ZIEXXTENZO \/3 7‘7
(pegfilgrastim-bmez) O

INJECTION

Nyvepria™ \/3 70/
pegfilgrastim-apgf o

See Neulasta Full Prescribing Information for complete risk information.

Key: ASP — average sales price; WAC — wholesale acquisition cost.
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Pegfilgrastim

As Figure 22 shows, all 4 biosimilars launched between a 33% to 37% discount to the reference product Neulasta’s WAC.
While the first 3 pegfilgrastim biosimilars launched at discounts, the fourth pegfilgrastim biosimilar launched at a premium
to the ASP of the reference product. The second, third, and fourth pegfilgrastim biosimilars also launched at premiums to
the ASP of Fulphila (the first pegfilgrastim biosimilar).

Figure 22. WAC and ASP of Pegfilgrastim Biosimilars Relative to Reference Product at Launch?®

Fulphila launch UDENYCA launch
(Jul 2018) (Jan 2019)

ZIEXTENZO launch NYVEPRIA launch

(Dec 2019) (Dec 2020)

Q4'19 Q4'20

-33% -33% -37% -37%
A4 VvV

NV vV
O
S

Neulasta Fulphila Neulasta Fulphila.  UDENYCA Neulasta Fulphila.  UDENYCA ZIEXTENZO Neulasta Fulphila.  UDENYCA ZIEXTENZO NYVEPRIA
WAC Comparison
o o o
-12% -6% -6% -10% -4% +3% +16%

hd b hd v % A A
ol
V)
<

Neulasta Fulphila* Neulasta Fulphila ~ UDENYCA* Neulasta Fulphila UDENYCA ZIEXTENZO* Neulasta Fulphila UDENYCA ZIEXTENZO NYVEPRIA*

ASP Comparison

See Neulasta Full Prescribing Information for complete risk information.

Key: ASP — average sales price; WAC — wholesale acquisition cost.
*ASP was not available for these products at the time of comparison. WAC is used to compare with reference product ASP.
Source: AnalySource.

#AMGEN

(), BIOSIMILARS
D =

INTRODUCTION AND
REPORT OVERVIEW

CURRENT STATE OF
THE MARKETPLACE

GLOBAL PERSPECTIVES

FUTURE STATE OF
THE MARKETPLACE

Oncology Therapeutics

Nephrology/Oncology
Supportive Care

Inflammation

STAKEHOLDER
CONSIDERATIONS

REIMBURSEMENT

US POLICY UPDATE

BIOSIMILAR FAQS

REFERENCES

®0 - ©0



https://www.pi.amgen.com/united_states/neulasta/neulasta_pi_hcp_english.pdf

ONCOLOGY SUPPORTIVE CARE ¢ aeE

DS 4

Pegfilgrastim
Figure 23 shows the percentage change i i i ® INTRODUCTION AND
ingtjhe g biosimiﬁ)ars over?cime Whge n ASP.s for all p?gfllgrast.lm proc!ucts have contmued. to O

decline over time, particularly in the last 2 years with
compared to the reference product’s ASP . L.
at the time that the first pegfilgrastim 2 additional biosimilar launches. The reference product @ CURRENT STATE OF

o o THE MARKETPLACE

biosimilar launched. Neulasta’s price has declined by 60% over the last 4 years

since the first pegf“grastim biosimilar was launched. GLOBAL PERSPECTIVES

FUTURE STATE OF
THE MARKETPLACE

Figure 23. ASP of Pegfilgrastim Products at Biosimilars’ Launches?®
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See Neulasta Full Prescribing Information for complete risk information.

« Q@6
Key: ASP — average sales price; WAC — wholesale acquisition cost. @ e

Biosimilar WAC is used for comparing against reference product ASP until biosimilar ASP is available.
Source: AnalySource.
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As seen in Figure 24, pegfilgrastim biosimilars show a different With 4 biosimilars now launched and @ INTRODUCTION AND
uptake pattern than other biosimilars, where the first biosimilar available in the US. biosimilars account for REPORT OVERVIEW
I

to launch captured the most share. By comparison, the leading % of all £ . d
pegfilgrastim biosimilar by share was UDENYCA, which was the 42% ot a pegtilgrastim products. .?:ERTJIEL\I;KS;;?‘:EA(@E

second pegfilgrastim biosimilar to launch, until Q2 2022 when
ZIEXTENZO captured more share.

GLOBAL PERSPECTIVES

FUTURE STATE OF

Figure 24. Biosimilar Uptake Curve for Pegfilgrastim Products® THE MARKETPLACE
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See Neulasta Full Prescribing Information for complete risk information.
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Key: US — United States.
Source: OBU Customer Data Pack Weekly (IQVIA DDD + Chargeback).
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Pegfilgrastim
Figure 25 shows the total drug spend tor After an initial increase, drug spend for pegfilgrastim T o NP
pegfilgrastim with biosimilar launches, compared has steadily declined overall since Q4 2018, resulting in
to the projected drug spend in the absence of . ) ) ere
biosimilar competition. an estimated cumulative savings of $3.6 billion to date. CURRENT STATE OF

THE MARKETPLACE

GLOBAL PERSPECTIVES

FUTURE STATE OF
THE MARKETPLACE

Figure 25. Comparison of Estimated Pegfilgrastim Drug Spend With vs. Without Biosimilar Competition?3
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REFERENCES

See Neulasta Full Prescribing Information for complete risk information.

-+ @0
Key: ASP — average sales price. @ e

The quarterly drug spend for each product is estimated as: Drug spend=ASPxNormalized unit volume. The estimated spend for the reference product (after biosimilar launch) is trended out based on historical spend for the reference product before biosimilar launch.
Sources: AnalySource, Integrated Weekly Sales Data (IQVIA DDD + Chargeback).



https://www.pi.amgen.com/united_states/neulasta/neulasta_pi_hcp_english.pdf

ONCOLOGY SUPPORTIVE CARE ¢ aeE

D 4
Filgrastim

Two biosimilars to the reference product NEUPOGEN (filgrastim) have been launched since 2015, as well as GRANIX in 2013: INTRODUCTION AND
REPORT OVERVIEW

Launched at a price?®
CURRENT STATE OF

G RA N I X o less than o less than THE MARKETPLACE
NEUPOGEN?’s NEUPOGEN?’s
(TBO-FILGRASTIM) O \iAc \/ O

Injection GLOBAL PERSPECTIVES
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STAKEHOLDER
CONSIDERATIONS
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US POLICY UPDATE

BIOSIMILAR FAQS

REFERENCES

See NEUPOGEN Full Prescribing Information for complete risk information.

®0 = 00

Key: ASP — average sales price; FDA — Food and Drug Administration; WAC — wholesale acquisition cost.
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Filgrastim

As Figure 26 shows, in addition to both biosimilars and GRANIX* launching at WAC and ASP discounts to the reference INTRODUCTION AND
product, biosimilar NIVESTYM launched at a discounted WAC compared to the first biosimilar, ZARXIO. MARCIF O ZAA A0S

CURRENT STATE OF

THE MARKETPLACE
Figure 26. WAC and ASP of GRANIX and Filgrastim Biosimilars Relative to Reference Product at Launch?®
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(Nov 2013) (Sept 2015) (Oct 2018)
FUTURE STATE OF
04'13 0315 04'18 THE MARKETPLACE
-23% -2\4/°/o -1 \5/°/o -2\5/°/o -1\7/°/o -33"/0 TRENDS
vV
;): Oncology Therapeutics
= »394 . Oncology S i
gy Ssupportive
Care
Nephrology/Oncology
NEUPOGEN  GRANIX NEUPOGEN GRANIX  ZARXIO NEUPOGEN GRANIX  ZARXIO  NIVESTYM Supportive Care
Infl ti
WAC Comparison niammation
-12% -2\2/°/o -§/°/o -4\6/°/o -3\9/% -Zfl/o/o STAKEHOLDER
e CONSIDERATIONS
7 $350
< $250

REIMBURSEMENT

NEUPOGEN GRANIX? NEUPOGEN GRANIX ZARXIOT NEUPOGEN GRANIX ZARXIO  NIVESTYM!
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BIOSIMILAR FAQS

REFERENCES

See NEUPOGEN Full Prescribing Information for complete risk information.

Key: ASP — average sales price; BLA — Biologics License Application; FDA — Food and Drug Administration; WAC — wholesale acquisition cost. @ e 53 6 é
*GRANIX is not a biosimilar. It was approved under a full BLA, which was submitted to the FDA before the enactment of the biosimilar approval pathway.

TASP was not available for these products at the time of comparison. WAC is used to compare with reference product ASP.
Source: AnalySource.
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Filgrastim
Figure 27 shows the percentage change in price The price of filgrastim biosimilars is now 60% to e o
over time when compared to NEUPOGEN's ASP at 81% lower than the price of reference product
the time GRANIX launched. By 2021, both filgrastim 0G i Q3 2022
biosimilars and GRANIX saw significant decreases NEUP EN in ) '(I':IEIJERIIQVIEL\II;I-I(Sgﬁgl.EA(()ZII:E
in their ASPs, while the ASP for reference product
NEUPOGEN has remained relatively stable. GLOBAL PERSPECTIVES
. . _ - FUTURE STATE OF

Figure 27. ASP of Filgrastim Products at Biosimilars’ Launches® THE MARKETPLACE
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See NEUPOGEN Full Prescribing Information for complete risk information.

Key: ASP — average sales price; BLA — Biologics License Application; FDA — Food and Drug Administration; WAC — wholesale acquisition cost.

*NEUPOGEN®'s biosimilar price-response strategy focused on account-level provider contracting. This targeted approach modestly increased the ASP-eligible discount rate, resulting in a more stable ASP trend. 54

TGRANIX is not a biosimilar. It was approved under a full BLA, which was submitted to the FDA before the enactment of the biosimilar approval pathway.

Biosimilar WAC is used for comparing against reference product ASP until biosimilar ASP is available.
Source: AnalySource.
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Filgrastim

As seen in Figure 28, filgrastim biosimilars account As of Q2 2022, biosimilars and GRANIX account INTRODUCTION AND

for a majority of share when compared to reference o 0 0 REPORT OVERVIEW
, for 82% share of all filgrastim products.
product NEUPOGEN. After 2.5 years, the first

filgrastim biosimilar ZARXIO captured more share
than the reference product NEUPOGEN.

CURRENT STATE OF
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Figure 28. Uptake Curve for Filgrastim Products® FUTURE STATE OF
THE MARKETPLACE
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See NEUPOGEN Full Prescribing Information for complete risk information.

s @0
Key: BLA — Biologics License Application; FDA — Food and Drug Administration. @ e

*GRANIX is not a biosimilar. It was approved under a full BLA, which was submitted to the FDA before the enactment of the biosimilar approval pathway.
Source: OBU Customer Data Pack Weekly (IQVIA DDD + Chargeback).



https://www.pi.amgen.com/united_states/neupogen/neupogen_pi_hcp_english.pdf

NEPHROLOGY/ONCOLOGY SUPPORTIVE CARE &GN

e/
For nephrology/oncology supportive care, we look at epoetin alfa products. T
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° I INTRODUCTION AND
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however, they are
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Please click here for Boxed Warning information for EPOGEN.

See Full Prescribing Information for complete risk information.
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Key: ASP — average sales price; WAC — wholesale acquisition cost.
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Epoetin alfa

One biosimilar has launched since 2018 to the reference products EPOGEN and PROCRIT (epoetin alfa): INTRODUCTION AND
REPORT OVERVIEW

Launched at a price?®

CURRENT STATE OF
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Figure 29. WAC and ASP of Epoetin Alfa Biosimilar Relative to Reference Products at Launch?®
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Please click here for Boxed Warning information for EPOGEN.

See Full Prescribing Information for complete risk information.

®0 - 00

Key: ASP — average sales price; WAC — wholesale acquisition cost.
*ASP was not available for these products at the time of comparison. WAC is used to compare with reference product ASP.
Source: AnalySource.
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Figure 30 shows the percentage change in the price of the The reference product EPOGEN/ ® :QI\IIE'IF"I'\(')%I_?}?)C\'/I'IIE%I\/IIEAVI:I’D
biosimilar over time when. compare.d to the. refer.ence products’ PROCRIT's price has declined by

ASP at the time that the first epoetin alfa biosimilar launched. ° . . .

Following the establishment of RETACRIT’s ASP in April 2019, 33% since the first epoetin alfa @ CURRENT STATE OF
it declined dramatically, then increased in Q2 2021, then mostly biosimilar was launched. THE MARKETPLACE
continued to trend lower since then.

GLOBAL PERSPECTIVES

FUTURE STATE OF

Figure 30. ASP of Epoetin Alfa Products at Biosimilar's Launch® THE MARKETPLACE
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Biosimilar WAC is used for comparing against reference product ASP until biosimilar ASP is available.
Source: AnalySource.
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As seen in Figure 31, the epoetin alfa biosimilar RETACRIT has As of Q2 2022, RETACRIT has now ® INTR(’)ODli)CTION AND
. . : . : REPORT OVERVIEW
continued to increase its share over time, while reference products captured 32% share among epoetin

EPOGEN and PROCRIT’s share have remained relatively stable or If d
declined, respectively. By Q1 2020 (5 quarters after its launch), RETACRIT alta products. _?:ER'::IEL\'; KSI;T;EA%E
had captured more share than the reference product PROCRIT.
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Figure 31. Biosimilar Uptake Curve for Epoetin Alfa Products? FUTURE STATE OF
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Source: OBU Customer Data Pack Weekly (IQVIA DDD + Chargeback).
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Figure 32 shows the total drug spend tor The cumulative savings in drug spend for epoetin alfa L U
epoetin alfa with biosimilar launches, comparec from the first EPOGEN/PROCRIT biosimilar launch in Q4

to the projected drug spend in the absence of
biosimilar competition.

2018 to Q2 2022 is estimated to be $2.4 billion to date. CURRENT STATE OF
THE MARKETPLACE

GLOBAL PERSPECTIVES

FUTURE STATE OF
THE MARKETPLACE

Figure 32. Comparison of Estimated Epoetin Alfa Drug Spend With vs. Without Biosimilar Competition?3 TRENDS
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Please click here for Boxed Warning information for EPOGEN.

See Full Prescribing Information for complete risk information.
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Key: ASP — average sales price.

The quarterly drug spend for each product is estimated as: Drug spend=ASPxNormalized unit volume. The estimated spend for the reference product (after biosimilar launch) is trended out based on historical spend for the reference product before biosimilar launch.
Sources: AnalySource, Integrated Weekly Sales Data (IQVIA DDD + Chargeback).
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For inflammation, we look at infliximab products. We discuss:

e WAC and ASP of the biosimilar at launch L':L%%?%Jé%“}léx')
compared to the reference product

CURRENT STATE OF

THE MARKETPLACE
e ASP for the reference product and

biosimilars since launch GLOBAL PERSPECTIVES

o FUTURE STATE OF
e Biosimilar uptake THE MARKETPLACE
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o Estimated difference in total drug spend

o e e . Oncology Therapeutics
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Oncology Supportive
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In the next few years, patients with inflammation diseases will likely have access Nephrology/Oncology
. . . . e . ol Supportive Care

to more treatment options due to increasing biosimilar availability. Based on

historical performance of biosimilar competition in other disease states, this may

lead to cost savings for the healthcare system.
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Key: ASP — average sales price; US — United States; WAC — wholesale acquisition cost.
Note: Inflammatory diseases are a subset of autoimmune diseases.
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Three biosimilars (and one unbranded infliximab product*) have launched—in 2016, 2017, 2020, and 2022—to the INTRODUCTION AND
reference product REMICADE (infliximab): MAHEIT AT

Launched at a price® CURRENT STATE OF
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REFERENCES

Please click here for Boxed Warning information for AVSOLA.

See Full Prescribing Information for complete risk information.

2 @6
Key: ASP — average sales price; WAC — wholesale acquisition cost. @ e

*In 2021, Janssen (manufacturer of REMICADE) released unbranded infliximab in the market. This specific unbranded infliximab is not a biosimilar. It is REMICADE sold under a different name. *'
"The unbranded infliximab product launched at the same ASP as REMICADE.
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As Figure 33 shows, all infliximab biosimilars launched at WAC discounts to the reference product. The majority of biosimilars INTRODUCTION AND
in the US have launched with discounts to the reference product’s ASP; however, INFLECTRA and AVSOLA launched at REPORT OVERVIEW
a premium to the reference product REMICADE’s ASP. The infliximab (unbranded) product launched at the same price as
REMICADE's ASP.* RENFLEXIS also launched at a WAC discount to the first biosimilar, INFLECTRA, and provided WAC and gﬁgﬁk’;;gﬁ:&%:
ASP discounts compared with the reference product.
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Figure 33. WAC and ASP of Infliximab Biosimilars Relative to Reference Product at Launch®
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REFERENCES

Please click here for Boxed Warning information for AVSOLA.

See Full Prescribing Information for complete risk information.

Key: ASP — average sales price; US — United States; WAC — wholesale acquisition cost.
*In 2021, Janssen (manufacturer of REMICADE) released unbranded infliximab in the market. This specific unbranded infliximab is not a biosimilar. It is REMICADE sold under a different name. *' 63
"The unbranded infliximab product launched at the same ASP as REMICADE.

*ASP was not available for these products at the time of comparison. WAC is used to compare with reference product ASP.
Source: AnalySource.
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Figure 34 shows the percentage change in the price of biosimilars The reference product REMICADE's O INTI'\C')ODli)CTION AND
' T . REPORT OVERVIEW
and Janssen’s unbranded infliximab over time when compared to the price has declined by 57% since

reference product’s ASP at the time that the first infliximab biosimilar he fi TR T A S
launched.* Despite launching at a premium to the reference product’s the Tirst inflixima losimiiar was gﬁgﬁkg;gﬁ;&%:

ASP, INFLECTRA’s price quickly declined to be lower than REMICADE launched.
once its ASP was established 3 quarters after launch.
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Figure 34. ASP of Infliximab Products at Biosimilars’ Launches?®" FUTURE STATE OF
THE MARKETPLACE
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Please click here for Boxed Warning information for AVSOLA.

See Full Prescribing Information for complete risk information.

Key: ASP — average sales price; WAC — wholesale acquisition cost.
Biosimilar WAC is used for comparing against reference product ASP until biosimilar ASP is available. 64

Source: AnalySource.
*In 2021, Janssen (manufacturer of REMICADE) released unbranded infliximab in the market. This specific unbranded infliximab is not a biosimilar. It is REMICADE sold under a different name. *'
"The unbranded infliximab product launched at the same ASP as REMICADE.
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As seen in Figure 35, biosimilar share is growing. As more biosimilars
become available, reference product manufacturers are frequently
willing to lower prices. Price competition from the reference product
REMICADE and physician caution around changing medicines for chronic
conditions like autoimmune diseases may have contributed to the slow
start in capturing share for infliximab biosimilars. >2>3

After slow starts, infliximab
biosimilars have gained 42% share by
Q2 2022, while the reference product
REMICADE has a 54% share.*

Figure 35. Biosimilar Uptake Curve for Infliximab Products®
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Source: OBU Customer Data Pack Weekly (IQVIA DDD + Chargeback).
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