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April-June 2020 April-June 2021
Results �u Results �u YoY

Revenue 165.6 100.0 198.9 100.0 120
Other Business Revenue 17.2 10.4 51.7 26.0 300
Cost of sales 38.3 23.1 39.2 19.7 103

Gross profit 127.3 76.9 159.6 80.3 125
R&D expenses 30.5 18.4 41.8 21.0 137
R&D expenses including partners’ reimbursement 47.2 28.5 52.6 26.4 111

SG&A expenses 64.9 39.2 74.7 37.6 115
SG&A expenses excluding the shared profit of Lenvima 
paid to Merck 48.4 29.2 54.9 27.6 113

Other income & expenses 0.3 0.2 12.3 6.2 -
Operating profit 32.1 19.4 55.4 27.9 172
Profit for the period 24.8 14.9 42.3 21.3 171
Profit for the period (Attributable to owners of the parent) 24.4 14.8 42.2 21.2 173
ROE (%) 14.4 23.7

Q1 FY2021 Consolidated Statement of Income (IFRS)
Increase in revenue and profits through success of partnership model 

and expansion of Global Brands
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* Figures shown in breakdown are approximate.  *1: Revenue in Japan *2: Receipt of upfront payment per the strategic collaboration with Bristol Myers Squibb *3: Rights to receive royalties outside Japan 

Business Options Upfront payment related to MORAb-202*2 +49.6
Transfer of rights for tazemetostat (Q1 FY2020) *3 -11.5

Subtotal +38.1

Others Total +34.5
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(Billions of yen)

Breakdown of Operating Profit Migration
Implemented strategic option in addition to expansion of partnership model

Proactive investment continued toward opportunities to enhance corporate value

*Figures shown in breakdown are approximate.
*1: Receipt of upfront payment per the strategic collaboration with Bristol Myers Squibb
*2: Rights to receive royalties outside Japan
*3: Shared profit associated with strategic partnership with Merck & Co., Inc., Kenilworth, N.J., U.S.A. 

+23.3

R&D expenses Reimbursement from partners

47.2

52.6

(Billions of yen)

<Factors for decrease i.e. increase in expenses>
�IIncrease in R&D cost of Lenvima +7.5
�IIncrease in R&D cost for development in     
Alzheimer’s disease pipeline

<Factors for decrease i.e. increase in expenses>
�IIncrease in shared profit of Lenvima paid to Merck*3 +3.3
�IIncrease in ADUHELMTM related cost +3.4

<Factor for increase>
�I Divestiture of rights for Zonegran

<Factors for increase>
�IUpfront payment related to MORAb-202*1 +49.6
�IIncrease in revenue from Global Brands +13.8

<Factors for decrease>
�ITransfer of rights for tazemetostat (Q1 FY2020) *2 -11.5
�IDecrease in Lyrica -4.5
�IDrug price revision in Japan

(Billions of yen)



Alzheimer’s Disease Treatment ADUHELM™*1

Granted accelerated approval by FDA on June 7, 2021
ADUHELMTM is the first new therapy for Alzheimer’s disease in almost 20 years

Above statement is referred to ADUHELMTM in the U.S.
*1: Co-development and co-commercialization with Biogen *2: Primary care physicians  
*3: Pharmacy and Therapeutics. A committee at a hospital or a health insurance plan. *4: The Centers for Medicare & Medicaid Services

Indicated for the treatment of Alzheimer’s disease (AD)
�‹ Accelerated approval has been granted based on data from clinical trials demonstrating the effect of 

ADUHELMTM on reducing amyloid beta plaques
�‹ ADUHELMTM should be initiated in patients with mild cognitive impairment or mild dementia stage of disease, 

the population in which treatment was studied in clinical trials
�‹ Continued approval for ADUHELMTM’s indication as a treatment for AD may be contingent upon verification of 

clinical benefit in confirmatory study

Explore all options to maximize patient access
�¾ Patient demand and site readiness

• Strong indications of very high initial patient interest as well as increased referrals from PCPs*2 to specialists
• Of approx. 900 sites which we expected to be ready to administrate ADUHELMTM after approval, we estimate over 35% have 

completed a positive P&T*3 review or indicated they won’t require one
�¾Reimbursement status

• Recent opening of a National Coverage Determination (NCD) analysis by CMS*4 in July, which is expected to be complete by 
April 2022 with guidance issued

• Expect regional Medicare Administrative Contractors and Medicare Advantage plans will provide coverage while the NCD 
analysis is underway
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Aducanumab*1

Initiatives toward maximizing value

*1: Co-development and co-commercialization with Biogen. Investigational outside the U.S., where ADUHELMTM was granted accelerated approval in June 2021.
*2: International Collaboration for Real-World Evidence in Alzheimer’s Disease 

�‹ Post-marketing confirmatory Phase IV study
• Confirm the clinical benefit of aducanumab in Alzheimer’s disease (AD)

�‹ EMBARK Long-term extension study
• Phase IIIb study to evaluate long-term safety and tolerability of aducanumab is ongoing
• Achieved the last patient in and approximately 1,700 patients received re-dosing

�‹ ICARE AD*2-US Real-world observational Phase IV study
• ICARE AD-US is the first real-world observational study designed to collect real-world, long-term effectiveness and safety 

data on aducanumab
• The study intends to enroll patients with AD over 4 years from approximately 200 sites in the U.S. Patients will be 

monitored for a period of up to five years
• The design of the study includes an ambitious goal to help address the common underrepresentation of African American 







Lecanemab*1 (BAN2401): Anti-A�Ã��Protofibril Antibody
Clinical effects of treatment interruption and long-term dosing to generate 

insights into optimal lecanemab regimen

*1: Investigational antibody for Alzheimer’s disease produced as the result of a strategic research alliance between Eisai and BioArctic. Co-development with Biogen.
*2: Similar results were observed for Clinical Dementia Rating Sum of Boxes (CDR-SB) and Alzheimer's Disease Assessment Scale-Cognitive Subscale (ADAS-Cog) *3: Alzheimer's Disease Composite Score. Evaluated between scores of 0.00�Í 1.97. Higher scores suggests worsening of 
clinical decline. *4: Open label extension *5: The Alzheimer’s Association International Conference (AAIC) 2021 Oral presentation No.57780. *6: Subjects with early AD at the OLE baseline   *7: Alzheimer’s Disease Neuroimaging Initiative  *8: Partially modified based on the data presented 
at The Alzheimer’s Association International Conference (AAIC) 2021: Oral presentation No.57780. Subject number in Core: placebo/ADNI/ Core: 10mg/kg biweekly are Core baseline: 20/145/17, Core 3 months: 20/-/16, Core 6 months: 19/143/17, Core 9 months: 20/-/17, Core 12 months: 
20/142/16, Core 18 months: 20/78/17, 3 months follow-up after Core: 20/-/16, Gap period (off lecanemab) : -/139/-, OLE baseline: 20/-/17, OLE 6 months: 19/81/16, OLE 12 months: 19/-/14, OLE 18 months: 20/49/17)

New data*2 on ADCOMS*3 from Study 201-OLE*4 suggested potential long-term clinical effect of continued treatment
¶ For subjects with early AD at Study 201-OLE baseline, while off-treatment during the gap in the treatment period, subjects who received 

10 mg/kg biweekly of lecanemab administration in the Core phase continued to perform better than those who received placebo on 
ADCOMS. This may suggest a potential disease-modifying effect of lecanemab*5. (Figure 1)

¶ Reduction in clinical decline relative to natural disease progression was seen in subjects who received placebo during the Core phase*6

and were treated for the first time with lecanemab 10 mg/kg biweekly during the OLE phase, and in subjects who were treated with
lecanemab 10mg/kg biweekly both during the Core phase*4



Lecanemab*1 (BAN2401): Anti-A�Ã��Protofibril Antibody
Progress update

*1: Investigational antibody for Alzheimer’s disease produced as the result of a strategic research alliance between Eisai and BioArctic. Co-development with Biogen. *2: Last patient in *3: Presented at Alzheimer‘s Association 
International Conference 2021  *4: Collaboration with Alzheimer‘s Clinical Trials Consortium (ACTC) *5: Alzheimer‘s Disease Neuroimaging Initiative *6: Harvard Aging Brain Study

FDA granted Breakthrough Therapy designation (BTD) for lecanemab for



DIAN-TU*7 Tau NexGen*8: Global, multicenter Phase II study is under preparation*9

Summary:
• Study will include up to 3 anti-tau drug arms including E2814, which was selected as the first 

investigational medicine to initiate study
• Placebo arm is shared within the study to reduce placebo exposure

Design of the study for E2814:
• Biomarker defined population for a limited number of participants
• Tau accumulation and NFT spread cohorts are in the same study
• Potential to serve as pivotal registration trial to file submission as orphan drug

E2814*1 : Anti-MTBR*2 Tau Antibody
Clinical studies are ongoing

MTBRFull length tau protein

E2814

×
Presynaptic 

cell Synaptic cleft
Postsynaptic 

cell

NFT*3MTBR-tau
propagation species

MTBRMTBRMTBR MTBRMTBRMTBR
MTBRMTBRMTBR

*1: Investigational. Co-research with University College London (UCL), UK *2: Microtubule binding region *3: Neurofibrillary tangle  *4: Cerebrospinal fluid  *5: Phosphorylated tau  *6: Dominantly inherited Alzheimer’s disease
*7: Dominantly Inherited Alzheimer Network Trials Unit  *8: Study name is abbreviation of Tau Next Generation *9: Presented at Alzheimer‘s Association International Conference 2021

Tau accumulation cohort (A+/tau PET-) NFT spread cohort (A+/tau PET+)
Study 
population

A+T- (tau PET negative, CSF p-tau positive)
• A�� PET positive
• Tau PET < threshold

A+T+ (tau PET positive) 
• Amyloid PET positive
• Tau PET positive

Data driven biomarker models of AD progression suggest:
• Amyloid accumulation triggers initiation of tau pathology (A+) 
• Tau accumulation begins 10-20 years before symptoms based 

on increase in CSF*4 p-tau*5 (T+)
•





Revenue of Lenvima
(Billions of yen)

Quarterly Results Exceeded 40B yen 
for the First Time

• Further access expansion through addition of 1L uHCC indication (monotherapy) to National Reimbursement Drug List (NRDL) in March 2021
• Increase of patient access through approval of 1L DTC indication (monotherapy) in November 2020

10.5B yen (253�u YoY)

• Decease in 1L uHCC indication (monotherapy) due to competition in this field
• Expanded contribution to patients with unresectable thymic carcinoma 2L 

indication (monotherapy)*3

2.5B yen (68�u YoY)

• Strengthened activities by increasing personnel in oncology commercial and 
medical team

4.8B yen (124�u YoY)

• Growth continued in advanced EC FPST*1 in combination with KEYTRUDA®

after accelerated approval was granted
• Strengthened and expanded field activities by increasing oncology 

commercial personnel and establishing sales team dedicated to virtual 
communication

• 2L RCC treatment in combination with everolimus is recommended as 
Category 1 treatment option in NCCN guidelines*2

24.4B yen (113�u YoY�x

• Established Lenvima’s position as a 1L treatment for uHCC through virtual 
promotion across Asia

• Strengthened commercial activities of HCC 1L indication (monotherapy) by 
GI sales reps

• Strengthened activities by increasing personnel in oncology commercial and 
medical team

2.0B yen (141�u YoY)

• FDA granted full approval for therapy for patients with 
certain types of advanced EC*4 in combination with 
KEYTRUDA®.

• 1L advanced RCC is under priority review by FDA 
(PDUFA: August 25, 2021)

• 1L RCC treatment in combination with KEYTRUDA® is 
recommended as Category 1 treatment option in NCCN 
guidelines

Am
ericas

C
hina

Japan

�I1L advanced RCC and advanced EC indications are under 
review

�IStrengthen focus in oncology by establishing Oncology 
business headquarters and increasing oncology sales reps

�I1L advanced RCC and advanced EC indications are under 
review

�I1L advanced RCC and advanced EC indications are under 
review

Factors for FY2021 Q1 results Growth factors for FY2021 Q2 and beyond

EM
EA

KEYTRUDA® is a registered trademark of Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., Kenilworth, N.J., U.S.A. Projects for Lenvima are under joint development with Merck & Co., Inc., Kenilworth, N.J., U.S.A.   
1L: First line, 2L: Second line, RCC: Renal cell carcinoma  EC: Endometrial carcinoma  uHCC: unresectable hepatocellular carcinoma  DTC: Differentiated thyroid cancer
*1



Approved for Indication of Endometrial Carcinoma (EC) FPST*1 in the U.S.
Statistically significant and clinically meaningful improvement in overall survival

KEYTRUDA® is a registered trademark of Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., Kenilworth, N.J., U.S.A. Projects for Lenvima are under joint development with Merck & Co., Inc., Kenilworth, N.J., U.S.A. 
*1: Following Prior Systemic Treatment *2: SGO2021 Abstract10191 *3: Response Evaluation Criteria in Solid Tumors  *4: Progression Free Survival  *5: Objective Response Rate



Favorable Profile in QoL*1 as well as in Efficacy in 1L RCC
that was also Observed in 1L HCC Monotherapy

KEYTRUDA® is a registered trademark of Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., Kenilworth, N.J., U.S.A. Projects for Lenvima are under joint development with Merck & Co., Inc., Kenilworth, N.J., U.S.A.
RCC: Renal cell carcinoma  EC: Endometrial carcinoma  HCC: Hepatocellular carcinoma *1: Quality of life *2: Health-Related Quality of Life  *3: European Organisation of Research and Treatment of Cancer Core Quality of Life 
Questionnaire  *4: EuroQol visual analogue scale  *5: EuroQol 5 dimensions index  *6: Functional Assessment of Cancer Therapy Kidney Cancer Symptom Index-Disease Related Symptoms *7: EuroQol 5 dimensions 3-level

Clinically meaningful improvements were suggested in 1L RCC from the perspective of QoL as well as in efficacy, in comparison to existing standard treatment
Anticipate a potential of Lenvima and KEYTRUDA® combination therapy under review as a new standard treatment

Favorable results
for Lenvima and KEYTRUDA®

Number of patients
Lenvima and KEYTRUDA® /sunitinib Hazard Ratio (95%CI)

1L RCC (307 study: vs. sunitinib)
Presented at oral abstract session at ASCO Annual Meeting 2021 Abstract #4502

1L HCC (monotherapy, 304 study: vs. sorafenib)
Vogel A. et al. Published on Lancet Gastroenterol Hepatol 2021: online 

Favorable results for 
sorafenib

Favorable results for 
Lenvima

Similar or improved scores were observed in HRQoL*2 and disease-related symptoms

Favorable results
for sunitinib

Time to deterioration 
with no recovery

*3

*4
*5

*6

*7

sorafenib
463 patients

Time to deterioration
with no recovery Hazard Ratio (95%CI)Lenvima

468 patients
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MORAb-202*1: Acceleration of Global Development, 
Access Expansion and Gaining Financial Synergies through 

Strategic Collaboration with Bristol �0�\�H�U�V���6�T�X�L�E�E

*1: Investigational. Co-development with Bristol Myers Squibb *2: Including 450 million USD as upfront payment and 200 million USD as payment toward research and development expenses which were recognized in FY2021 Q1.

Entered into an exclusive global strategic collaboration agreement with Bristol Myers Squibb
for the co-development and co-commercialization of MORAb-202 in June 2021



Hematological Cancer Franchise in Japan
Aim to fulfill unmet medical needs with new products 

*1: Objective response rate  *2: Developed in collaboration with Epizyme Inc. *3: Okosun J. et al Nat. Genet. 2014 176-183  
*4: AACR 2021 CT176. The most common grade 3 treatment-emergent adverse event (TEAE) was lymphopenia.

Tazverik (tazemetostat: E7438*2)
Approved in June 2021 for the indication of relapsed or refractory EZH2 

gene mutation-positive follicular lymphomas (FL)

Precision medicine for EZH2 gene mutation

Remitoro (E7777)
Denileukin Diftitox (genetical recombination)

Launched in May 2021 for relapsed or refractory Peripheral T-
Cell Lymphoma (PTCL) and relapsed or refractory Cutaneous T-

Cell Lymphoma (CTCL) indication
Recombinant fusion protein biologics consisting of diphtheria 

toxin and IL-2

Aim to provide a new treatment structure for appropriate patients 
(EZH2 gene mutation positive) in relapsed or refractory FL, 

for which standard therapy has not been established

Aim to establish precision medicine for lymphoma treatment by utilizing the foundation of hematological cancer

Approximately 20% of FL have gain-of-function mutations in the EZH2 gene*3. 
Standard treatments have not been established for relapsed or refractory FL, 

especially after third line.

ORR�‰76.5%

Results of Phase II studies in Japan for
EZH2 gene mutation-positive relapsed or refractory FL*4
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was confirmed/ total patients (%)



KEYTRUDA® is a registered trademark of Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., Kenilworth, N.J., U.S.A. Pr





Conclusion

Upward revision of FY2021 financial forecast was made with 
significant increase in operating profit in view, through expansion in 
partnership model and Global Brands. Concurrently, key projects in 

neurology and oncology are steadily ongoing. 

Continuously, we aim for long-term and sustainable corporate value 
maximization through implementation of proactive investment to 

contribute to patients by optimal capital allocation based on 
the financial soundness.
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Reference Data
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April-June 2020 April-June 2021

Results % Results % YoY

Japan 59.7 36.1 49.6 25.0 83

Americas*1 34.2 20.6 38.3 19.3 112

China 23.8 14.4 26.9 13.5 113

EMEA*2 13.4 8.1 14.1 7.1 105

Asia and Latin America*3 11.1 6.7 13.1 6.6 118

OTC and others (Japan) 6.1 3.7 5.2 2.6 85

Pharmaceutical business total 148.4 89.6 147.2 74.0 99

Other business*4 17.2 10.4 51.7 26.0 300

Consolidated revenue 165.6 100.0 198.9 100.0 120

Revenue by Reporting Segment

*1: North America *2: Europe, Middle East, Africa, Russia and Oceania *3: Primarily South Korea, Taiwan, Hong Kong, India, ASEAN, Central and South America 
*4: Income mainly from license and the pharmaceutical ingredient business of the parent company

(Billions of yen, %)
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Profit by Reporting Segment





Performance of 
Japan Pharmaceutical Business

April-June 2020 April-June 2021
Results % Results % YoY

Revenue (Prescription medicines) 59.7 100.0 49.6 100.0 83
Humira 12.5 20.9 11.4 23.0 92
Lunesta 3.6 6.0 2.9 5.8 81
Lenvima 3.7 6.1 2.5 5.0 68
Methycobal 3.3 5.5 2.4 4.9 75
Halaven 2.2 3.7 2.0 3.9 89
Dayvigo 0.1 0.2 1.9 3.7 1875
Careram 2.0 3.3 1.8 3.7 92
Aricept 2.9 4.8 1.8 3.6 62
Pariet*1,2 2.2 3.7 1.7 3.4 76
Elental*1 1.7 2.8 1.7 3.4 99
Lyrica*3 6.1 10.2 1.6 3.1 26
Goofice*1 1.1 1.9 1.4 2.9 125
Fycompa  1.2 2.1 1.2 2.5 101

Segment profit 25.3 42.3 15.6 31.5 62

(Billions of yen, %)

*1: EA Pharma product  *2: Includes sales of triple formulation Helicobacter pylori eradication packs (Rabecure Pack 400/800 and Rabefine Pack) *3: Alliance revenue 
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Performance of 
Americas Pharmaceutical Business

April-



Performance of 
China Pharmaceutical Business

April-









Overview of Anti-A-beta Antibody Clinical Trial Designs
Drug

(Sponsor)
Study name

(Stage)
Target population

(Estimated enrollment) Dose Inclusion criteria
(partial)

Efficacy measurement
(Primary endpoints)

aducanumab
(Biogen, Eisai)

ENGAGE (Phase III) Early AD (1647) Low dose
High dose
placebo

MCI due to AD or mild AD 
CDR-Global Score: 0.5, 

MMSE≧24, Amyloid positive

CDR-SB 
(78 weeks)EMERGE (Phase III) Early AD (1638)

lecanemab*1 (BAN2401)
(Eisai, Biogen)

Clarity AD 
(Phase III)

Early AD
(1766)

10mg/kg biweekly
placebo

MCI due to AD, mild AD (NIA-AA), 
CDR: 0.5-1, CDR memory box ≧0.5, Amyloid positive, 

MMSE≧22, WMS-IV LMII: 1 SD below age-adjusted mean

CDR-SB
(18 months)

lecanemab*1

(BAN2401)
(Eisai, Biogen, ACTC, 

NIA)

AHEAD 3-45
(Phase III) Preclinical AD (1400) 5mg/kg + 10mg/kg,

placebo

CDR: 0, MMSE≧27, WMS-R LM II≧6
A3: Intermediate levels of brain amyloid pathology

A45: Elevated brain amyloid pathology

A3: Amyloid PET SUVr (216 
weeks)

A45: PACC5 (216 weeks)

donanemab
(LY23002813)

(Eli Lilly)

TRAILBLAZER-ALZ 
(Phase II) Prodromal to mild AD (266) donanemab,

placebo
MMSE: 20-28, meet 18F flortaucipir PET scan criteria 

and 18F florbetapir PET scan (central read) criteria

Integrated Alzheimer‘s Disease 
Rating Scale (iADRS) (18 

months)

TRAILBLAZER-ALZ 2 
(Phase III) Early AD (1500) donanemab,

placebo
MMSE: 20-28, meet 18F flortaucipir and 18F florbetapir PET 

scan (central read) criteria iADRS (76 weeks)

gantenerumab
(Roche)

Graduate I (Phase III) Early AD (1016) gantenerumab,
placebo

Probable AD dementia or prodromal AD (NIA-AA), 
Amyloid positive, MMSE≧22, CDR-GS: 0.5 or 1.0

CDR-SB 
(116 weeks)Graduate II (Phase III) Early AD (981)

crenezumab
(Roche, Genentech)

Phase II Preclinical AD (252) crenezumab, placebo PSEN1 E280A mutation carrier kindred,
MMSE≧24 (less than 9 years of education) or MMSE≧26 

(9 or more years of education), not meet the criteria for 
dementia due to AD, MCI due to AD

API ADAD Composite Cognitive 
Test Total Score (260 weeks) 

Phase II Preclinical AD (150) crenezumab, placebo, 
PET ligand ([18F]GTP1)

Tau distribution measured by 
SUVR by [18F] GTP1 tau PET 

scan (416 weeks)

solanezumab
(Eli Lilly)

A4
(Phase III)

Preclinical AD*2 

(1150)
solanezumab

placebo
MMSE≧25, CDR: 0, Logical Memory II score 6-18, 

Amyloid positive
PACC 

(240, 336 weeks)

gantenerumab,
solanezumab

(Washington University 
School of Medicine)

DIAN-TU001






