


(Billions of yen, %)

April-December FY2021 April-December FY2022 Amount of 
forex impactResults % Results % YoY

Revenue 565.3 100.0 546.2 100.0 97 53.6

Pharmaceutical Business 463.8 82.0 531.9 97.4 115 51.8
Other business 101.6 18.0 14.3 2.6 14

Cost of sales 124.1 22.0 139.3 25.5 112
Gross profit 441.2 78.0 406.9 74.5 92 46.9

R&D expenses 123.3 21.8 121.4 22.2 98 20.6
R&D expenses including partners reimbursement 175.9 31.1 175.1 32.1









(Billions of yen, %)

FY2021 FY2022

Results % Forecast % YoY

Revenue 756.2 100.0 760.0 100.0 100

Pharmaceutical business revenue 617.3 81.6 707.0 93.0 115

Other business revenue 139.0 18.4 53.0 7.0 38

Cost of sales 174.8 23.1 184.0 24.2 105

Gross profit 581.4 76.9 576.0 75.8 99
R&D expenses 171.7 22.7 166.5 21.9 97
SG&A expenses 366.4 48.5 361.5 47.6 99
Other income & expenses 10.5 1.4 7.0 0.9 67

Operating profit 53.7 7.1 55.0 7.2 102

Profit for the year 45.7 6.0 58.0* 7.6 127
Profit for the year
(Attributable to owners of the parent)

48.0 6.3 57.0* 7.5



6
*1: Antibody for Alzheimer’s disease produced as the result of a strategic research alliance between Eisai and BioArctic. Collaboration with Biogen. Generic name is lecanemab. 
*2: the U.S. Food and Drug Administration  *3: Key opinion leaders  *4: Healthcare professionals  *5 Integrated delivery networks

Prescribing Information

U.S. LEQEMBI



Reaction of Key Stakeholders in the U.S. 
January 6, 2023 

Statement from FDA *1 at the time of Accelerated Approval 
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*1: the U.S. Food and Drug Administration *2: Antibody for Alzheimer’s disease produced as the result of a strategic research alliance between Eisai and BioArctic. Collaboration with Biogen. Generic name is lecanemab. 
*3: https://www.fda.gov/news-events/press-announcements/fda-grants-accelerated-approval-alzheimers-disease-treatment

Billy Dunn, M.D., Director of the Office of Neuroscience in the FDA’s Center for Drug Evaluation and 
Research, mentioned the significance of LEQEMBI*2 to people living with AD at the time of Accelerated 
Approval in a statement*3
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*1: Centers for Medicare & Medicaid Services  *2: Antibody for Alzheimer’s disease produced as the result of a strategic research alliance between Eisai and BioArctic. Collaboration with Biogen. Generic name is lecanemab.
*3: https://www.cms.gov/newsroom/press-releases/cms-statement-fda-accelerated-approval-lecanemab 

“At CMS, we will continue to expeditiously review the data on 
these products as they become available and are committed to 
timely access to treatments, including drugs, that improve 
clinically meaningful outcomes.
If lecanemab subsequently receives traditional FDA approval, 
CMS would provide broader coverage using the framework 
we announced last year, under coverage with evidence development, 
on the same day.”

Chiquita Brooks-LaSure
Administrator of CMS

Within hours of accelerated approval of LEQEMBI*2, Chiquita Brooks-LaSure, Administrator of CMS, 
issued a statement*3 that mentions a wider coverage will potentially be considered at the time of full 
approval

Reaction of Key Stakeholders in the U.S. 
January 6, 2023 

Statement from CMS *1 on the day of Accelerated Approval
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Jan 6, 2023

U.S. FDA*1

Approved LEQEMBI*2

under AA pathway for 
the treatment of early 

AD

Submitted 
supplemental BLA*3 to 
FDA for full approval

Jan 9, 2023

Europe EMA*4

Submitted marketing
authorization 
application as 

a treatment for
early AD

Jan 16, 2023

Japan PMDA*5

Filed marketing 
authorization 
application as 
a treatment for 

early AD

Jan 26, 2023

Japan MHLW*6

Priority Review was 
granted

The dates of submission/regulatory communication are based on local time
*1: the U.S. Food and Drug Administration *2: Antibody for Alzheimer’s disease produced as the result of a strategic research alliance between Eisai and BioArctic. Collaboration with Biogen. Generic name is lecanemab.  
*3: Biologics License Application *4: European Medicines Agency  *5: Pharmaceuticals and Medical Devices Agency  *6: Ministry of Health, Labour and Welfare  *7: National Medical Products Administration
*8: Innovative biologics that have not been approved in China or any other countries

Completed Global Regulatory Submissions
Soon After Receiving Accelerated Approval (AA) in the U.S.

Expect regulatory approvals in early timing of FY2023

Dec 21, 2022
China NMPA*7 Initiated submission of data for BLA
The registration category of lecanemab was designated as a Category 1 drug*8
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LEQEMBI*2 launched in the U.S. 
Industry-first detailed and transparent explanation made based on societal value concept.
Launch price (WAC*3) set at $26,500*4 per person per year while projected societal value was $37,600*4.
•



Engagements with payers is steadily ongoing towards insurance coverage
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Accelerating Engagements with Payers in the U.S.
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Prior to Accelerated Approval of LEQEMBI*2,
Alzheimer’s Association (U.S.) filed a letter*3 for CMS 
to provide unrestricted and full coverage for
FDA*4-approved AD treatments

At that time, a joint letter “Treating Alzheimer’s: 
A New Era Begins with Lecanemab*5” signed by 
220 AD researchers and physicians was enclosed

Reaction of Key Stakeholders in the U.S.
December 19, 2022 

Letter to CMS * 1 from Alzheimer�s Association (U.S.)

*1: Centers for Medicare & Medicaid Services   *2: Antibody for Alzheimer’s disease produced as the result of a strategic research alliance between Eisai and BioArctic. Collaboration with Biogen. Generic name is lecanemab.
*3: https://alz.org/media/Documents/final-NCD-reconsideration-request.pdf   *4: the U.S. Food and Drug Administration *5: https://www.alz.org/media/Documents/joint-letter-alzheimers-scientists-lecanemab.pdf

Re: Final and Formal Request 
for Reconsideration of 
National Coverage 
Determination (NCD) for 
Monoclonal Antibodies 
Directed Against Amyloid for 
the Treatment of Alzheimer’s 
Disease (CAG-00460N)

...The many undersigned AD clinicians and other experts know this terrible disease all too well from witnessing it up 
close. We herald the foundational advance represented by the advent of lecanemab therapy. Now, we must build on 
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*1: https://www.aan.com/siteassets/home-page/policy-and-guidelines/advocacy/comment-letters/lecanemab-ncd-reconsideration-request.pdf *2: Centers for Medicare & Medicaid Services  *3: National Coverage Determination 

AAN, the world’s largest professional association of neurologists sent 
a letter to CMS to request reconsideration for NCD*3

Reaction of Key Stakeholders in the U.S.
February 2, 2023 

Letter * 1 to CMS * 2 from American Academic of Neurology (AAN)

...To summarize, the AAN believes that the phase III data from the CLARITY AD trial 



Reaction of Key Stakeholders in the U.S.
January 10, 2023 

FDA *1 Commissioner�s comments at an interview
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Robert Califf, M.D., Commissioner of FDA spoke about CMS*2 policy on NCD*3 at CNBC interview*4

He commented that he expects CMS limiting coverage of Alzheimer’s drug is not a fixed policy

“The company just submitted their data for full approval, not the accelerated 
approval. That’s going to be coming up. So I don’t expect the CMS policy to be 
a totally fixed policy, we have a lot of communication and I think they’ll reach a 
good spot.
It is important for me to always point FDA has a mission. We don’t tell CMS 
what to do. CMS doesn’t tell us what to do. I liken it to a relay race, where we 
need to make the baton handoff a lot smoother. That’s not a new problem. But 
this has really brought it to public attention and I don’t think that’s a bad thing.”

*1: the U.S. Food and Drug Administration  *2: Centers for Medicare & Medicaid Services  *3: National Coverage Determination
*4: https://www.cnbc.com/video/2023/01/10/cms-limiting-coverage-of-alzheimers-drug-not-a-fixed-policy-says-fdas-robert-califf.html

Robert M. Califf M.D., MACC
Commissioner of FDA
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Initial Operation After Accelerated Approval in the U.S.

Initiated Patient Assistance Program (PAP) on January 6, 2023 
• LEQEMBI*1 is provided at no cost to eligible uninsured and underinsured patients, including Medicare beneficiaries, 

who meet financial need and other programs criteria. PAP eligibility criteria are easy to understand and consistent 
with industry standards.

• LEQEMBI Patient Navigator to provide support
Continuously 

provide education 
and support

Assistance for 
insurance 
coverage





A new chapter has begun

We will make every effort towards 
the realization of “Innovation and Access”,



Reference Data
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Indicates revenue from external customers. The figures for FY2021 have been revised for retroactive application due to changes i
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Revenue of Major Products
(Billions of yen, %)

[ ] based on local currency





Performance of 
Americas * Pharmaceutical Business

(Billions of yen, %)

[ ] based on local currency
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* 







Performance of Asia and Latin America *

Pharmaceutical Business

(Billions of yen, %)

[ ] based on local currency
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* Primarily South Korea, Taiwan, India, ASEAN, Central and South America

FY2022

Results �u Results �u Forecast

 Revenue 36.6 100.0 37.8 100.0 103 >Y92>[            49.0

Aricept 8.9 24.4 10.0 26.3 112 >Y102>[  -

Lenvima 6.1 16.7 8.1 21.4 133 >Y116>[            10.5

Pariet 2.9 8.0 3.5 9.2 118 >Y105>[  -

Methycobal 2.6 7.2 3.0 8.0 115 >Y101>[  -

Halaven 1.7 4.7 2.3 6.1 135 >Y117>[              3.0

Fycompa 1.1 2.9 1.3 3.5 122 >Y110>[              2.0

 Segment profit 15.8 43.1 17.6 46.6 112 >Y98>[

April-December FY2021 April-December FY2022





Drug
(Sponsor)



29

ATN+*1 comprehensive AD 
pipeline

Target Indication Non-Clinical Phase I Phase II Phase III
Sub-

mission
Approval, 
Launch

A Lecanemab*2

(Anti-Aβ*3 protofibril antibody)

Early AD AA*4 (US) LEQEMBI

Early AD Full Approval (US)

Early AD (EU)

Early AD (Japan)

Early AD (China)

Preclinical AD

Subcutaneous formulation
(New dosage form)

Maintenance dosing regimen

T E2814*9

(Anti-MTBR*10 tau antibody)

Tau NexGen*11 DIAD*12

Combination Regimen with 
lecanemab
103 study in DIAD
Investigation of TE*13 with new 
biomarkers

N

E2511
(TrkA*14binding synapse 
regenerant)

AD

E2025
(Anti-EphA4*16 antibody)

AD

U.S., Jan. 2023 Submitted sBLA*5 for Full Approval

Phase II/III ongoing

Substudies in 301-OLE

Phase I (MAD*15) ongoing

U.S., Jan. 2023 Approved based on AA and launched

Phase III ongoing with ACTC*8

Europe, Jan. 2023 Filed MAA*6

Japan, Jan. 2023 Filed J-NDA*7 (Priority Review)

China, Dec. 2022



Oncology pipeline Non-clinical trials Phase I Phase II Phase III Submission Approved

Lenvima

Combination 
with 

KEYTRUDA®

Endometrial carcinoma following prior systemic therapy (Study 309) Approved (Japan, U.S. and EU)
1L Endometrial carcinoma (LEAP-001)*1 Achieved LPI*2

1L Hepatocellular carcinoma (LEAP-002) Achieved LPI
1L Melanoma (LEAP-003)*1 Achieved LPI
1L Non-small cell lung cancer*3 (LEAP-006)*1 Achieved LPI
2L Non-small cell lung cancer (LEAP-008) Achieved LPI
1L Head and neck cancer (LEAP-010)*1 Achieved LPI
1L Hepatocellular carcinoma
(combination with TACE*4, LEAP-012)

1L Esophageal carcinoma (LEAP-014)

1L Gastric cancer (LEAP-015)

3L Colorectal cancer (LEAP-017)*1 Achieved LPI
2L Melanoma (LEAP-004) Achieved LPI
Basket trial*5 (LEAP-005) Expanding sample size
2L Head and neck cancer (LEAP-009)

Combination with KEYTRUDA 
or everolimus 1L Renal cell carcinoma (Study 307) Combination with KEYTRUDA: Approved (Japan, U.S. and EU)

Combination with nivolumab*6 Hepatocellular carcinoma (Study 117)

E7090 FGFR1,2,3 inhibitor
Biliary tract cancer

Breast cancer

H3B-6545 ERαinhibitor Breast cancer Phase I/II study

E7389-LF Liposomal formulation
Solid tumors Phase Ib/II study
Solid tumors (combination with nivolumab)*6 Phase Ib/II study

E7386*7 CBP/β-catenin inhibitor

Solid tumors
Hepatocellular carcinoma,
Solid tumors (combination with Lenvima)
Solid tumors (combination with KEYTRUDA) Phase Ib/II study

E7130*8 Next-generation drug improving tumor
microenvironment Solid tumors

MORAb-202*9 Antibody-drug conjugate (ADC) Folate receptor α(FRA) positive solid tumors Phase I/II study
E7766 STING agonist Solid tumors

Splicing modulator Solid tumors

Protein degrader Solid tumors
All projects are investigational unless stated “Approved”. KEYTRUDA®



Achievement of Milestones with
Merck & Co., Inc., Rahway, NJ, USA
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One-time option payment associated 
with certain option rights: 125 million 

USD (12.9 billion yen)

Regulatory milestone payment for the
approval of thyroid cancer indication in
China: 10 million USD (1.0 billion yen)

Reversal of R&D expenses

Sales milestone payment
recognized upon achievement of

1.2 billion USD revenue
from January to December 2020:
200 million USD (20.7 billion yen)

FY2020 results
335 million USD (34.6 billion yen)

FY2021 results
700 million USD (80.3 billion yen)

Regulatory milestone payment for the 
approval of renal cell carcinoma 

indication in US: 




