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Pharmaceutical 

business

�‡ Achieved double-digit growth in Pharmaceutical business 

�‡ Revenue increased in all 5 regions

One-time
income

Decreased due to one-time income incurred in the previous fiscal year

<Factors in FY2022>

�‡Divestiture of rights of Myonal and Merislon in Asia (Q3)

�‡Divestiture of rights of Fycompa in U.S. (Q4) +20.9

�‡Sales milestone payment related to Lenvima (Q4) +16.7

�‡Termination of co-promotion agreement for Multiple Sclerosis treatments in 

Japan (Q4) +4.2

<Decrease due to factors in FY2021>

�IUpfront payment related to MORAb-202*2 (Q1)              -49.6

�IDivestiture of rights of AcipHex (U.S.) and Neuquinon (China) (Q2)

�‡Sales milestone payment related to Lenvima (Q3,Q4) -69.2
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Pharmaceutical
business

FY2021
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KEYTRUDA® is a registered trademark of Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., Rahway, N.J., U.S.A. Projects for Lenvima are under joint development with Merck & Co., Inc., Rahway, N.J., U.S.A. 

*1: Includes Lenvima monotherapy and combination therapy with KEYTRUDA® *2: Receipt of upfront payment associated with the strategic collaboration with Bristol Myers Squibb. Generic name for MORAb-202 is farletuzumab ecteribulin.

Breakdown of Revenue Migration
Pharmaceutical business expanded, despite decrease in revenue 

due to the impact of one-time income incurred in the previous fiscal year
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-11.8

111% YoY

(Billions of Yen)

Growth driven by 

Lenvima*1 and Dayvigo

+77.4

�z 5.3

+57.3

+12.9

�z 1.9

Global 

4 brands total

Lenvima

Halaven

Fycompa

Dayvigo



Pharmaceutical

business

�‡Achieved double-digit growth in segment profit for pharmaceutical business

�‡Profit increased in all 5 regions

Other business �‡Decreased due to one-time income incurred in the previous fiscal year

R&D 

expenses*1

�‡Prioritized investment in R&D toward value maximization of LEQEMBI

�‡Decrease in expenses related to Lenvima and ADUHELM®

�‡Impairment losses due to reevaluation of EA Pharma pipeline and others (FY2021)*2  +7.3 

�‡R&D ratio to revenue including partnerships reimbursement remains at a high level of 

32.7%

Other SG&A 

expenses, 

etc.*3

�‡Increase of shared profit*4 of Lenvima due to revenue growth -30.6

�‡Decrease in ADUHELM® related expenses 

(Results in FY2021 included 23.3B yen for inventory valuation losses, 5.6B yen for non-

operating equipment costs, and 8.0B yen for sales rights impairment losses)

Other profit & 

loss

�‡Transfer of shares of Eisai Distribution Co., Ltd.                                                           +3.8

�‡Divestiture of rights of Zonegran (Q1 FY2021)

Breakdown of Operating Profit Migration
Pharmaceutical business expanded, 

despite decrease in operating profit due to one-time income incurred in the previous fiscal year
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Full approvals are anticipated globally in FY2023:

Japan
(Priority Review)

EU

China
(Priority Review)

The US
(Priority Review)

Approval 

anticipated in Q4

June 9
Advisory Committee

Auto-injector pen

Approval 

anticipated in Q4

Approval 

anticipated in Q2

July 6

PDUFA*4

action
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Aim to Establish Simple Patient Journey

Recognize early signs 

and make the decision 

to seek treatment

Detection of 

Cognitive Impairment 

and referral to a 

specialist

Clinical diagnosis and A����test LEQEMBI*1 treatment

�
�������$�Q�W�L�E�R�G�\���I�R�U���$�O�]�K�H�L�P�H�U�¶�V���G�L�V�H�D�V�H���S�U�R�G�X�F�H�G���D�V���W�K�H���U�H�V�X�O�W���R�I���D���V�W�U�D�W�H�J�L�F���U�H�V�H�D�U�F�K���D�O�O�L�D�Q�F�H���E�H�W�Z�H�H�Q���(�L�V�D�L���D�Q�G���%�L�R�$�U�F�W�L�F�����&�R�Olaboration with Biogen. Generic name is lecanemab.

*2: �,�Q���W�K�H���8�Q�L�W�H�G���6�W�D�W�H�V�����³�&�R�J�V�W�D�W�H���%�U�L�H�I���%�D�W�W�H�U�\�´���K�D�V���E�H�H�Q���G�H�Y�H�O�R�S�H�G���E�\���&�R�J�V�W�D�W�H���Z�L�W�K���W�K�H���I�X�Q�F�W�L�R�Q���R�I���S�U�R�Y�L�G�L�Q�J���H�[�S�H�U�W���D�V�V�H�V�V�P�H�Qt feedback for healthcare professional use and has been approved as a medical device with the name 

�³�&�R�J�Q�L�J�U�D�P�´�����,�W���L�V���E�H�L�Q�J���X�V�H�G���E�\���G�R�F�W�R�U�V���D�Q�G���R�W�K�H�U���K�H�D�O�W�K�F�D�U�H���S�U�R�I�H�V�V�L�R�Q�D�O�V���L�Q���H�[�D�P�L�Q�D�W�L�R�Q���D�Q�G���G�L�D�J�Q�R�V�L�V���R�I���0�&�,�����0�L�O�G���&�R�J�Q�L�W�Lve Impairment) and dementia. Cognigram cognitive test results are not a stand-alone diagnostic.  A version in 

which assessment can be done in a shorter time as a simpler tool to raise awareness of Brain Health is under development. *3: Use simple cognitive function screening such as MOCA (Montreal Cognitive Assessment)

*4: Cerebrospinal fluid *5: Blood-based biomarker *6: Investigational. Submission anticipated in FY2023 *7: Subcutaneous administration *8: Amyloid-related imaging abnormality 

ARIA*8 management
�(�G�X�F�D�W�L�R�Q���S�U�R�J�U�D�P���³�8�Q�G�H�U�V�W�D�Q�G�L�Q�J���$�5�,�$�´

MRI Confirmation

Simple 

Cognigram*2 MOCA*3

Cognitive function

PET/CSF*4

BBBM*5

No titration

First dose is 



IDN*3

Integrated Delivery 

Network

Infusion

centers

Cognitive

function tests

Management 

of ARIA 

�$�����W�H�V�W�V
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Readiness toward Full Approval in the US

�‡ Completed clinical presentations with most of the top 40 IDNs 

�‡ Achieved positive P&T*4 decisions at 8 key IDNs

�(�G�X�F�D�W�L�R�Q���S�U�R�J�U�D�P���³�8�Q�G�H�U�V�W�D�Q�G�L�Q�J���$�5�,�$*6



8*1: Integrated delivery network. Organization that owns and operates a network of several healthcare facilities such as hospitals, care centers, clinics. *2�����$�Q�W�L�E�R�G�\���I�R�U���$�O�]�K�H�L�P�H�U�¶�V���G�L�V�H�D�V�H���S�U�R�G�X�F�H�G���D�V���W�K�H���U�H�V�X�O�W���R�I���D���V�W�U�D�W�H�J�L�F��
research alliance between Eisai and BioArctic
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*1: 
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Administrator Brooks-LaSure stated:

�‡ It remains the goal of the Agency to have coverage operational (the people who will be eligible based on the 

FDA label) on the same day of the traditional approval

�‡ �³�5�H�J�L�V�W�U�\�´���U�H�T�X�L�U�H�P�H�Q�W���Z�L�O�O���Q�R�W���E�H���D�Q���R�E�V�W�D�F�O�H���W�R���F�R�Y�H�U�D�J�H

*1: Centers for Medicare & Medicaid Services

*2: https://www.cnbc.com/2023/04/26/medicare-will-cover-alzheimers-treatment-leqembi-after-fda-approves.html

*3: The U.S. House Committee on Energy and Commerce Subcommittee on Health 





Vision for the Year Ahead
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1. Establish a global presence
(Japan, US, EU and China)

Establish position as the first-choice treatment for early AD (efficacy and safety)

2. Simple Patient Journey



1

3.b After EYO=0, tau pathology in sMC 

was observed by tau PET*9

Blue: Mutation non-carriers (NC)

Yellow: Asymptomatic mutation carriers (aMC)

Red: Symptomatic mutation carriers (sMC)

Deep Human Biology Learning on E2814 
obtained in collaboration with Washington University in St. Louis*4

Drug Development Hypothesis: MTBR-tau is a pathological tau species 

associated with tau pathology propagation, and antibody therapy which 

captures and removes extracellular MTBR-tau will halt the progression 

of tau pathology, resulting in a reduction in cognitive function decline

1. Mass spectrometric analysis of insoluble tau tangle extracted from AD 

brains revealed MTBR





Lenvima
Seek to maximize Lenvima value with new evidence
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aEC FPST*10 Combination with KEYTRUDA®

Chemotherapy

Lenvima and

KEYTRUDA®

Obtained final analysis data which could enhance the potential 
to become a first-choice treatment in aRCC

Treatment regimen
Complete 

response rate

Lenvima and KEYTRUDA®

Study 307 data*5 used for submission
16.1%

nivolumab and ipilimumab*6 9.4%

KEYTRUDA® and axitinib*7 6.0%

avelumab and axitinib*8 3.4%

nivolumab and cabozantinib*9 8.0%

More favorable results were shown in final analysis

Lenvima and KEYTRUDA®

vs. doxorubicin or paclitaxel

OS*12 30% decrease in risk of death

PFS 40% decrease in risks of progression 
or death

ORR Approx. two times (32.4% vs. 15.1%)

Efficacy data was shown in Child-Pugh B*13 which has high 
unmet needs

Quick 

response
Maintained efficacy



Lenvima and KEYTRUDA® Combination LEAP*1 Studies
Aim to obtain results and file submissions for 3 indications in FY2023

16

LEAP-001
aEC 1L

LPI: March 2021

Final analysis anticipated in
November 2023

LEAP-006

NSCLC 1L

LPI*2: March 2021
Final analysis anticipated in

August 2023

LEAP-008

NSCLC 2L
LPI: March 2022

Final analysis anticipated in
August 2023

�‡Superior survival was shown in clinical study of anti-VEGF antibody bevacizumab add-on to dual 
chemotherapy combination in non-squamous NSCLC 1L*3

�‡Favorable ORR*4 (69%; PR*5 observed in 9 out of all 13 patients)and manageable safety profile were 
shown in dose evaluation part of LEAP-006*6. This results exceeded 48%*7 reported from control arm 
of combination of KEYTRUDA® + dual chemotherapy study.

�‡Significant OS extension was shown in clinical study of adding anti-VEGFR2 antibody ramucirumab 
add-on to single agent chemotherapy in NSCLC 2L*8

�‡ In the NSCLC cohort of basket Phase Ib/II study, manageable safety profile and significant ORR 
(33%: CR*9 observed in 1 patient and PR observed in 6 out of all 21 patients. 2 patients were among 
the 8 patients who had a treatment history with Opdivo)*10 were observed. This result exceeded 3.3 -
14%*8,11, which was reported for the control drug, docetaxel.  

�‡ In EC FPST*12 











Reference Data
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Factor Analysis of -15.0 Billion Yen Difference between Forecast 
and Results for Operating Profit of FY2022

Increase in R&D investment had a major impact

22

55.0

40.0

-9.4

-6.5

+1.0

FY2022
Operating profit

forecast

Gross profit

R&D expenses

Others

FY2022
Operating profit

results
-15.0
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Profit by Reporting Segment
(Billions of yen, %)

All relevant expenses related to ADUHELM®(selling, general and administrative expenses) that the Company should share and gains and losses on sale of non-current assets �K�D�Y�H���E�H�H�Q���L�Q�F�O�X�G�H�G���L�Q���W�K�H���³�*�U�R�X�S���K�H�D�G�T�X�D�U�W�H�U�V�¶���P�D�Q�D�J�H�P�H�Q�W��
�F�R�V�W�V���D�Q�G���R�W�K�H�U���H�[�S�H�Q�V�H�V�´���V�L�Q�F�H���)�<�������������$�V���D���U�H�V�X�O�W�����W�K�H�V�H���F�K�D�Q�J�H�V���I�R�U���W�K�H���)�<�������������K�D�Y�H���E�H�H�Q���U�H�I�O�H�F�W�H�G���L�Q���6�H�J�P�H�Q�W���,�Q�I�R�U�P�D�W�L�R�Q.  The amount of shared profit of Lenvima paid by Eisai to Merck & Co., Inc., Rahway, NJ, USA was 90.7B 

yen in FY2021 and 121.3B yen in FY2022. Of 110 million USD (for April 2022 - �'�H�F�H�P�E�H�U�����������������Z�K�L�F�K���L�V���W�K�H���U�H�P�D�L�Q�L�Q�J���D�P�R�X�Q�W���R�I���(�L�V�D�L�µ�V���V�K�D�U�H���R�I���$�O�]�K�H�L�P�H�U�¶�V���G�L�V�H�D�V�H���W�U�H�D�Wment ADUHELM® related expenses capped at 335 million USD, 

110 million USD is recorded in selling, general and administrative expenses, and research and development expenses in Q3 FY2022. From January 2023, the Company will not bear any expenses related to ADUHELM®.

*1: North America  *2: Europe, Middle East, Africa, Russia and Oceania  *3:
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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* North America

FY2022
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Performance of 

China Pharmaceutical Business
(Billions of yen, %)

[ ] based on local currency

FY2022

Results % Results % Forecast Forecast YoY

 Revenue 103.8 100.0 110.8 100.0 107 [95] 117.0 104.5 94

Lenvima 35.8 34.5 32.2 29.1 90 [80] 33.0 27.0 84

Methycobal 12.7 12.2 14.5 13.1 115 [102] - - -

Pariet 9.1 8.7 8.4 7.6 92 [82] - - -

Stronger Neo-Minophagen C and

Glycyron Tablets
9.5 9.1 7.9 7.1 83 [74] - - -

Aricept 5.3 5.1 6.1 5.5 116 [103] - - -

Fycompa 1.2 1.1 2.4 2.1 201 [178] 2.5 3.0 126

Halaven 1.6 1.5 2.0 1.8 126 [111] 2.5 2.5 125

 Segment profit 52.4 50.5 55.6 50.2 106 [92]

FY2021 FY2022

YoY

FY2023
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Performance of 

EMEA* Pharmaceutical Business



Performance of Asia and Latin America*

Pharmaceutical Business

(Billions of yen, %)

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

FY2022

Results % Results % Forecast Forecast YoY

 Revenue 48.6 100.0 49.8 100.0 102 [92]          49.0          49.5 99

Aricept 11.8 24.3 13.0 26.1 110 [101]  -  - -

Lenvima 7.9 16.3 11.1 22.3 140 [123]          10.5          10.5 94

Pariet 4.0 8.3 4.5 9.0 112 [101]  -  - -

Methycobal 3.5 7.1 3.9 7.9 117.94 Tm

0.0902 0.2 0.416.375 101.71 879.0(i)6 [(7.9)] TJ

E 1 4142.16.15 Tf565 1 -
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Performance of 

OTC and Others in Japan

(Billions of yen, %)

�
�����9�L�W�D�P�L�Q���%���S�U�H�S�D�U�D�W�L�R�Q�V�����³�&�K�R�F�R�O�D���%�%���3�O�X�V�´���D�Q�G���R�W�K�H�U�V

FY2022

Forecast Forecast YoY

 Revenue 23.8 100.0 23.5 100.0 99 24.5 23.5       100

Chocola BB Group
* 14.3 59.9 14.1 60.0 99 14.5 16.0       113

 Segment profit 4.7 19.7 5.1 21.7 109

Results % Results % YoY

FY2023FY2021 FY2022
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Drug

(Sponsor)

Study name (phase),

NCT number

Target population

(Enrollment number)
Dose Inclusion criteria (excerpt) Primary endpoints (for core study)

lecanemab*1

(Eisai, Biogen)

Clarity AD 
(Phase III)



Pipeline that Supports AD Patient Journey



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

Lenvima

Combination 

with 

KEYTRUDA
®*1

Endometrial carcinoma following prior systemic therapy (Study 309) Approved (Japan, U.S. and EU)

1L Endometrial carcinoma (LEAP-001)



Achievement of Milestones with

Merck & Co., Inc., Rahway, NJ, USA

35

Regulatory milestone payment for the 
approval of renal cell carcinoma indication 

in US: 
75 million USD (8.3 billion yen)

Reversal of R&D expenses

Sales milestone payment recognized 

upon achievement of 1.4 billion USD

revenue from January to December 2021:

300 million USD (34.5 billion yen)

Regulatory milestone payment for the 
approval of renal cell carcinoma indication 

in Japan: 
25 million USD (2.9 billion yen)

Reversal of R&D expenses

Sales milestone payment

recognized upon achievement of

1.5 billion USD revenue FY2021:

300 million USD (34.7 billion yen)

Regulatory milestone payment for the

approval of renal cell carcinoma in EU:

25 million USD (3.2 billion yen)

Reversal of R&D expenses

Sales milestone payment

recognized upon achievement of

1.8 billion USD revenue FY2022:

125 million USD (16.7 billion yen)

FY2021 results

700 million USD (80.3 billion yen)
FY2022 results

150 million USD (19.9 billion yen) 
Figures are approximate.

Chart not to scale



Safe Harbor Statement

�„ Forecast or target figures in this material are not official earnings guidance but represent midterm strategies, goals, and visions. Official

earnings guidance should be referred to in the disclosure of the annual financial report (Consolidated Financial Statement) in accordance

with the rules set by Tokyo Stock Exchange.

�„ Materials and information provided during this presentation may contain so-called �³�I�R�U�Z�D�U�G-looking statements.�´ These statements are

based on current expectations, forecasts and assumptions that are subject to risks and uncertainties that could cause actual outcomes and

results to differ materially from these statements.

�„ Risks and uncertainties include general industry and market conditions, and general domestic and international economic conditions such

as interest rate and currency exchange fluctuations. Risks and uncertainties particularly apply with respect to product-related forward-

looking statements. Product risks and uncertainties include, but are not limited to, technological advances and patents attained by

competitors; challenges inherent in new product development, including completion of clinical trials; claims and concerns about product

safety and efficacy; regulatory agency examination periods and obtaining regulatory approvals; domestic and foreign healthcare reforms;

trends toward managed care and healthcare cost containment; and governmental laws and regulations affecting domestic and foreign

operations.

�„ Furthermore, for products that are approved, there are manufacturing and marketing risks and uncertainties, which include, but are not

limited to, inability to build production capacity to meet demand, unavailability of raw materials, and failure to gain market acceptance.

�„ The Company cannot guarantee the actual outcomes and results for any forward-looking statements.

�„ The Company disclaims any intention or obligation to update or revise any forward-looking statements whether as a result of new

information, future events or otherwise.

�„ The English-language presentation was translated from the original Japanese-language version. In the event of any inconsistency between

the statements in the two versions, the statements in the Japanese-language version shall prevail.

�„ The Company discloses its consolidated financial statements according to


