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Forward-looking statements

B Materials and information provided in this announcement include so-called "forward-looking statements" .The earnings
forecasts and other forward-looking statements herein are based on information currently available to the Company and certain
assumptions that we believe to be reasonable. The realization of these forecasts is subject to various risks and uncertainties.
Please be aware that actual results could differ materially from these forward-looking statements. We assume no obligation to
update the contents of this document from time to time.

B Risk factors include, but are not limited to, the following:
External factors such as trends in pharmaceutical administration, social and economic conditions, changes in laws and
regulations, and exchange rates. Changes in the competitive environment, such as the impact of generics. Reliance on certain
products and business partners, such as dependence on mainstay products, reliance on licensed products, and reliance on
certain business partners for the supply of bulk drugs. Uncertainty in the development of new drugs, the possibility that R&D
investment will not produce sufficient results, the success or failure of alliances with other companies, and other R&D activities.
Other factors include intellectual property rights, production slowdowns and delays caused by natural disasters, product
supply issues such as discontinuations and product recalls, litigation, and risks related to global business development.

B This document contains information about pharmaceutical products (including products under development), but is not
intended for advertising or medical advice.

B The purpose of this document is to disclose information that serves as a reference to investors, and it does not constitute a
solicitation or recommendation for investment. You should make investment decisions based on your own judgment.

B The information contained in this document is subject to change without notice. The use of these materials is the responsibility
of the user, and we assume no responsibility for any damages caused by the use of these materials, including errors in the
stated information.
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CORE PRINCIPLE and WORLD VISION

e | RBKIIAL TS

PRINCIPLE Tenki ni sanyo suru

“Exploring the secrets and mechanisms of nature in order to contribute to
people’s health” *

WORLD Happiness with Vision
VISION

The Happiest Life for every individual, through the Best Vision Experience

* Santen’s original interpretation of a passage from the Zhongyong (The Doctrine of the Mean) by Confucius.
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Santen 2030  Toward 2030 and beyond

Santen’s Become A Social Innovator

VISION Orchestrate and mobilize key technologies and players
around the world, to deliver happiness through vision.

Aim to reduce the loss of social and economic opportunities for
GOAL .
people around the world due to eye conditions.

@ Ophthalmology

Innovation in Ophthalmology and Acceleration of Ecosystem Development

STRATEGY e Wellness

Awareness and Proactive Care toward Better Eye Condition

® Inclusion

Building Society that is Inclusive regardless of Visual Impairment
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Evolution from Vision 2020 to Santen 2030

Vision 2020 (2011-2020)
—— Expanded global market
presence
Step 1
Expand overseas by leveraging

MTP2025 (2021-2025)

—— —Transformation into a truly global —

ophthalmology Rx company
Step 2
Enhancing globalization and

—

Santen 2030 (2021-2030)
Become a Social Innovator

Japan's strengths
Santen as of 2011

CN

JP Asia

EMEA

Expand globally as atop player in
Ophthalmology prescription market
from Japan. Established global
presence (excl. US)

« Expanded presence in Asia and EMEA

after acquiring Merck products in 2014

entering new fields
Santen as of 2021

Core
Business uUS _—
Ip Gene
=) Out of :
CN Pocket :
EMEA Digital :
Health

: Maximize the value of core businesses.
: Leverage to enter new businesses and
. new areas

- Enter the US ophthalmic Rx market
through the platform of Eyevance
 Invest in future growth areas such as
cell and gene therapy, out of pocket

market and digital health

Step 3
Leader in ophthalmology

Cell/ -
Geneg/

_. Core

. Businesses Out of

. Global Rx Pocket
(incl. US)

Digital
-_— ealth

: Achieve business consolidation in ophthalmic

: products, incl. US

: Further evolve business model while expanding
: into new technology / out-of-pocket

: To become a Social Innovator that contributes

: to society through the eyes

Copyright© 2022 Santen All rights reserved.
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Summary
First year of MTP2025: Implementing measures steadily based on strategy

1. Generally in line with MTP2025

« EXxpecting severe environment especially in Japan in short term, but aiming to achieve
MTP objectives through group-wide growth

2. STN1011700: Aiming for the resubmission at the end of March
 The contract commercial manufacturing site for the formulation (US) has already
responded to the unresolved inspection observations (GMP non-compliance) and plans to
have the inspection by FDA
« Santen plans to have further clarification with FDA on the GMP issue above and others,
and then rapidly conduct the resubmission

3. Steadily progress on growth strategy measures over mid-to-long term
« Enriching pipeline for future growth
« Steadily advancing capital investment such as Plant/DX (obtained “Digital Transformation
Certification” from METI™ as of Feb.1)

*1:Ministry of Economy, Trade and Industry
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Financial Results

Sales increased 8% YoY. Operating profit decreased 2% YoY

Q3 FY2020 Q3 FY2021
s s Yoy Main factors of change
(PY billions) Actual Revenue Actual Revenue o) g
Revenue 181.8 195.8 @
Cost of sales 75.9 42% 82.7 42% +9.0% Reve n u e
Gross margin 105.9 58% 113.1 58% +6.8% 0
SG&A expenses 52.8 29% 60.3 31% +14.2% + 7 . 7 /0 YO Y
R&D expenses 17.7 10% 18.8 10% +65% ¢ Sales increased mainly in Japan and EMEA
Amorti.zation Qn intangible assets 77 1% 73 1% 6.3%
associated with products . I
Other income 0.5 0% 0.3 0% -39.2% Op eratin g Profit (| FRS)
%) Other expenses 1.3 1% 0.7 0% -49.2% 0
o . : -
8 Operating profit 269 15% 264 13% 2.0% YoY
Finance income 1.0 1% 1.2 1% +19.2% * (-) Push-out of domestic sales promotion expenses (JPY 0.9 billion)
Fi 1.1 1% 0.7 0% -36.0% . .
ance expenses - (-) New consolidation of Eyevance
Share_ of Ioss. of Investments accounted 02 0% 12 1%
for using equity method - (-) Strategic investment (cell therapy, etc.)
Profit before tax 26.6 15% 25.7 13% -3.5%
Income tax expenses 5.8 3% 6.4 3% +10.5% .
Actual tax ratio 21.7% 24.8% Net PrOfIt (I FRS)
Net profit 208 _11% | 193] 10% 74D _7 404 YoY
W eene 818 o5 8 1% * Increased strategic investment (equity method investment loss)
g Operating profit 36.4 20% 34.6 18% §—5.10@ _ _
Net profit 28.3 16% 25.9 13% Tl Operating Profit (Core)
USD (JPY) 105.96 111.24 _ 0
EUR (JPY) 122.34 130.80 5 L 1 /0 YO Y
CNY (JPY) 15.38 17.28

Copyright© 2022 Santen All rights reserved.
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Financial Results
Sales grew 8% YoY, main increases in Japan and EMEA

Increase/decrease in sales

Y Sales classified into countries or regions based on customer location
(JPY billions)

FX impact
+2.2
- /
Q3 Rx OoTC Surgical Others China Asia EMEA*  Americas Q3
FY2020 FY2021
Q3FY20 110.1 7.1 2.1 1.0 18.3 13.3 28.4 1.3
Q3FY21 115.8 7.3 2.3 1.2 20.3 13.7 32.8 2.4
YoY +5.1% +2.1% +8.9% +20.6% +11.0% +2.9% +15.4% +82.0%

L ) L ]

Y T
Japan JPY 126.6 bil. YoY +5% Overseas: JPY 69.2 bil. YoY +13%
(FX impact of JPY +5.3 bil.)

*EMEA: Europe, Middle East and Africa
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FY2021 Forecasts
Unchanged from May 11", Focusing on maximizing 4t quarterly profit

FY2020 FY2021
Revenue
Actual after

retroactjve R ev\::nu o Forecast R evV:nu e YoY
(JPY billions) correction +4% YoY
Revenue 249.6 260.0 (+4.2% D« sales expected to increase YoY on sales growth in each region
Cost of sales %2 9% 1010) %% 2%« High likelihood of upside given foreign exchange rate levels
Gross margin 151.4 61% 159.0 61% +5.0%
SG&A expenses 79.6 32% 81.4 31% s Op erati ng Profit (|FRS)
R&D expenses 24.1 10% 26.0 10% +7.8%
Amortization on intangible assets 10.7 1% 8.9 3% -16.4% +241% YO Y
associated with products .
Other income 16.0 6% 0.5 0% 99% * Strengthen cost control in 4t quarter
Pl Other expenses 40.9 16% 17 1% 958% * Absence of FY2020 impairment loss
Tl Operating profit 12.2 5% 415| 16% 240.5% O ¢ Also, increase in profit as a result of a decline in amortization of
gl  Finance income 13 1% 0.9 0% -33.2% intangible assets related to products
Finance expenses 1.5 1% 0.2 0% -86.6%
Investment loss by equity method 0.4 0% 1.2 0% +235.5% RO E (I F RS)
Profit before tax 117 5% 41.0 16% +250.8%  * |Improving capital efficiency (e.g. intangible asset management,
Income tax expenses 2.6 1% 105 4% +309.8% reduction of investment securities)
Actual tax ratio 21.9% 25.6% . Aim ROE at 10%
Net profit 9.1 4% 30.5 12% +234.2% 0 t] Profit (C )
ROE 3.0% 10% - pera Ing rO I Ore
° Revenue 249.6 260.0 +4.2% + 4% YOY
| Operating profit 50.1 20% 520 20% C438% D . Aiming for well-balanced profit growth by maximizing sales
Net profit 375 15% 39.0 15% 0%« SG&A expenses: control as a percentage of sales
USD (JPY) 105.95 105.00 + R&D expenses: within JPY 26.0 billion including strategic
EUR (JPY) 123.73 125.00 i
CNY (JPY) 15.61 16.50 InveStment
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R&D Executive Summary

Clinical development firmly on track.
Expanding geographic availability, therapeutic area

& Current pipeline: Steady progress

STN1012600, STN1013900 (glaucoma)
STN1013400 (myopia)

®New development products/regions added to pipeline
(initiating disclosure)

Expanding ROCK inhibitors to Asia/Europe/China
Initiating clinical trials of early-stage development products including
presbyopia and next generation drug for myopia

Copyright© 2022 Santen All rights reserved. 13 §BI’ItEI’I



R&D Update

Many pipeline products advancing toward mid-to-long term growth

STN1011700 Received a complete response letter (CRL) from FDA
EYBELIS Preparing re-filing

STN1012600

Sepetaprost

Achieved primary endpoint in P2 trial in US

Glaucoma STN1013900 Achieved LPI™ in P3 trial (long-term study) in Japan
QURRIEESCRUBINIEERS  Started preparations for filing in Asia Expanded licensed territories

STN1014000 _ e including Europe, China, etc.
Started preparations for filing in Asia
STIéIl.Ol?’OOl Achieved LP1I in P3 trial in Europe/Asia
atioprost
Myopia STN1013400 Confirmed safety and tolerability in P1 trial in Japan
AFDX0250BS Mydriasis not observed
: STN1013600 - - .
Presbyopia Started preparations for P1 trials in Japan
Allergic STN1011402 : L
conjunctivitis Started preparations for P3 trials in Japan
Uveitis ST:}(}%}]SSOO Received recommendation from DMC™ on the results of interim analysis (futility analysis)
FECD™ STN1010904* Started joint development on P2a/POC trial with ActualEyes Inc.

Sirolimus eye drop

*1 LPI; Last Patient In. *2 DMC; Data Monitoring Committee, *3 FECD; Fuchs endothelial corneal dystrophy. *4 Santen retains the option right for
exclusive license of this program. Santen development code to be formally assigned to the product when Santen obtains exclusive license upon 14 §antEn

Copyright© 2022 Santen All rights reserved. the completion of Phase Il clinical trial.



STN1011402: Initiation of P3 Study Preparation of Epinastine HCl New Formulation
Ensure all-day comfort for patients,
advancing the concept of proactive treatment

Target product profile

« Application: Allergic conjunctivitis
* Formulation: Ophthalmic cream

« Administration frequency:
Once a day; same efficacy level

as ophthalmic solution maintained for one day

Copyright© 2022 Santen All rights reserved. 15 §BI’ItEI’I



STN1011402: Initiation of P3 Study Preparation of Epinastine HCl| New Formulation
POC™ study showed statistically significant difference between once a day

STN1011402 and placebo

Efficacy on ocular itching after 25 hours

3 Severe itching
with desire to scratch

2 i Continuous itching

Average ocular itching score

1 Intermittent itching
0 None
0.5% Placebo
STN1011402
Treatment grou 2Ll
. g'oUP " Mean (SD)  (STN1011402 P value®
VS placebo)
0.5% STN1011402 @ 0.71 (0.375)
n=8
(n=8) -1.21 (0.396) P=0.0001
Placebo 1.92 (0.154)
(n=8)

Efficacy on conjunctival hyperemia after 25 hours

4 Dilation of many vessels

Dilation of several vessels

w

Average conjunctival
Hyperemia Score
P [N

. 4

0 None
0
0.5% Placebo
STN1011402
Diff
Treatm‘?[‘];gm“p Mean (SD)  (STN1011402 P value®
VS placebo)
0.5% S(';I;Ié)()11402 1.67 (1.425)
R -1.33(1.234) = P=0.0185
aceno
(oe) 3.00 (0.713)

. . *1 POC (Proof of Concept): to demonstrate the development concept. In development of a new drug, it means the efficacy/safety of the
Copyright©® 2022 Santen All rights reserved. angidate is confirmed in humans. *2 Corresponding t-test

16 Santen



STN1012600: Result of Additional P2 Study in US
Achieved primary endpoint in the timolol-controlled study

Intraocular Pressure: Least Square Mean (+/- Standard Error) by Analysis Visit and Timepoint (Study Eye)

19

18

17+

16 —

LS Mean in Intraocular Pressure (mmHg)

o g o=
HH e

Week 2
T

Week 6
T

Month 3
T

HeH

15 T
8:00

| |
10:00 16:00 8:00

T
10:00 16:00

T
8:00

10:00

¢ 0.002% DE-126 (N=161)

o 0.5% Timolol (N=159)

T
16:00

Statistical non-inferiority of STN1012600 to timolol was confirmed at all points observed
Intraocular pressure with STN1012600 at 16:00 of each observed day was statistically lower than that with timolol

Copyright© 2022 Santen All rights reserved.
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Q3 FY2021 Financial Position

Achieve both soundness & safety while increasing in assets on the back
of investments. Aim to raise ROE on improved capital turnover

March 31, 2021 December 31, 2021

(JPY billions) o 429.6 429.6
_________ 405.3  405.3 I
T Non-
Non- current
curren assets
assets |
' 22
199.1 0.6
320.8
309.6 (75%)
(76%)
Current Current
assets assets
| [
206.2 209.0

Intangible prp ===
assets

Other non-
current assets

Other current
assets

Cash and cash
equivalents

Equity

Non-current
liability

Current liability

—

Status of intangible assets related to products

53%
46%
44%  38%
34% 35% Ratio to net assets
135.2
113.6  (JPY billions)
FY16 FY17 FY18 FY19 FY20 Q3FY21

B In process R&D
B Manufacturing license from other companies
B Goodwill

Status of intangible asset amortization related to
products

99 10.7 8.9 -

64 67 10 I I E(JPYbllhons)
FY16 FYl7 FY18 FY19 FY20 Fy2l
Forecast

Copyright© 2022 Santen All rights reserved.
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Financial Results (IFRS)
Quarterly consolidated statements of income

FY2020 FY2021 FY2021

(JPY millions) Q1 Q2 Q3 Q4 Full Q1 Q2 Q3 Q4 Ful | Eullyear
Revenue 57,563 61,342 62,881 67,819 249,605 64,986 63,773 67,042 260,000
YoY -2.7% 2.9% -1.1% 14.5% 3.3%| 12.9% 4.0% 6.6% 4.2%
Cost of sales -24,741  -24,964 -26,192 -22,324 -98,221| -26,924 -25,943 -29,837 -101,000
YoY 2.6% 3.2% 0.5% 9.0% 3.6% 8.8% 3.9% 13.9% 2.8%
(Percent of revenue) 43.0% 40.7% 41.7% 32.9% 39.4%| 41.4% 40.7%  44.5% 38.8%
Gross profit 32,822 36,377 36,690 45,495 151,384 38,062 37,829 37,205 159,000
YoY -6.3% 2.6% 21% 17.4% 3.2%| 16.0% 4.0% 1.4% 5.0%
(Percent of revenue) 57.0% 59.3% 583% 67.1% 60.6%| 58.6% 59.3% 55.5% 61.2%
SG&A expenses -15,551 -17,691 -19,579 -26,732 -79,554| -20,447 -19,205 -20,671 -81,400
YoY -3.1% 1.8% 0.9% 30.2% 8.4%| 31.5% 8.6% 5.6% 2.3%
(Percent of revenue) 27.0% 28.8% 31.1% 39.4% 31.9%| 31.5% 30.1% 30.8% 31.3%
R&D expenses -5,616 -5507 -6,530 -6,459 -24,112| -6,121 -6,218 -6,464 -26,000
YoY -9.0% 51% 13.8% 4.4% 3.3% 9.0% 12.9% -1.0% 7.8%
(Percent of revenue) 9.8% 9.0% 10.4% 9.5% 9.7% 9.4% 9.7% 9.6% 10.0%
Amortization on intan%ible
assets associated wit -2,448 -2,430 -2,866 -2,907 -10,650| -2,421 -2,366 -2,468 -8,900
products
YoY -1.2% -1.2% 15.7% 16.7% 7.6% -1.1% -2.6% -13.9% -16.4%
(Percent of revenue) 4.3% 4.0% 4.6% 4.3% 4.3% 3.7% 3.7% 3.7% 3.4%
Other income 176 174 174 15,483 16,007 120 82 116 500
Other expenses -1,367 -253 330 -39,599 -40,889 -39 -473 -143 -1,700
Operating profit 8,016 10,670 8,219 -14,718 12,187 9,156 9,650 7,575 41,500
YoY -13.3% 9.3% -17.2% —  -63.7%| 14.2% -9.6% -7.8% 240.5%
(Percent of revenue) 139% 17.4% 13.1% — 49%| 14.1% 15.1% 11.3% 16.0%

Reprinted from Q3 FY21 Data Book
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Financial Results (Core Basis)
Quarterly consolidated statements of income

FY2020 FY2021 FY2021
(JPY millions) Q1 Q2 Q3 Q4 Full Q1 Q2 Q3 Q4 Ful | Fulyear

Revenue 57,563 61,342 62,881 67,819 249,605 64,986 63,773 67,042 260,000
Yoy 2.7%  29%  -11%  145%  3.3%| 12.9% = 4.0%  6.6% 4.2%
Cost of sales 24,741 24,964 -26,192 -22,324 -98221| -26924 -25943 -29,837 -101,000
Yoy 26%  32%  05%  9.0%  3.6%  88%  39%  13.9% 2.8%
(Percent of revenue) 43.0%  40.7%  41.7%  32.9%  39.4%| 41.4%  40.7%  44.5% 38.8%
Gross profit 32,822 36,377 36,690 45495 151,384| 38,062 37,829 37,205 159,000
YoY 6.3%  26%  -21%  17.4%  32%| 160% = 4.0%  1.4% 5.0%
(Percent of revenue) 57.0% 59.3% 58.3% 67.1% 60.6% 58.6% 59.3% 55.5% 61.2%
Operating profit 11,655 14,035 10,738 13673  50,101| 11,713 12,593 10,247 52,000
YoY -89%  9.3% -13.0%  135%  02%|  05% -10.3%  -4.6% 3.8%
(Percent of revenue) 202%  229%  17.1%  202%  20.1%| 18.0%  19.7%  15.3% 20.0%

Reprinted from Q3 FY21 Data Book

Copyright© 2022 Santen All rights reserved.
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Q3 FY2021 revenue by region (YTD)

Consolidated

Q3 FY2020
(JPY billions) (Ref) Q8 FY2021
EYLEA1 51.0 55.9
Cosopt 16.2 16.4
Alesion*2
12.7 14.5
(Incl. Alesion LX)
Other 102.0 109.0
Total 181.8 195.8
Asia
Q3 FY2020
(JPY billions) (Ref) Q3FY2021
Cosopt 3.3 3.8
Tapros 14 1.5
Diquas 11 1.3
Other 7.6 7.1
Total 13.3 13.7

Q3 FY2021

Q3 FY2021

Japan
Q3 FY2020
(JPY billions) (Ref) Q3 FY2021 Q3 FY2021
EYLEA1 51.0 55.9
Alesion2
(Incl. Alesion LX) 12.7 14.5
DiqUaS 9.6 10.3
Other 47.1 45.9
Total 120.4 126.6
Q3 FY2020 3 FY2021
(JPY billions) (Ref)  Q3FY2021 Q
Cosopt 7.2 8.0
Tapros 5.1 52
Ikervis 2.7 3.8
Other 13.4 15.8
Total 28.4 32.8

Intravitreal VEGF inhibitor [l Glaucoma/Device WMl Dry eye B Allergy M Bacterial conjunctivitis Bl Other

“IEYLEA: Co-promoted product of Bayer Yakuhin, Ltd. (MAH)

*2 Alesion: Trademark of alliance partner, Nippon Boehringer Ingelheim

China

(JPY billions) Q3(l;\é§§)2o Q3 FY2021 Q3 FY2021
Hyalein 7.2 7.0
Cravit 6.6 5.6
Diquas 0.4 2.6
Other 4.1 5.2
Total 18.3 20.3

Revenue in each reqion (03 Fy2021)

Total

Japan EMEA Chlna AS|a Amerlcas

(o o

Italy Germany UK Russia Finland Others
S

Korea Taiwan Thailand Phlllpwnam Others
A hetart TPRTEs

EMEA

Asia

58%

5% [11%
11<y 4%

Copyright© 2022 Santen All rights reserved.
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Alesion revenue

(JPY billions)

14.4
12.7

Alesion

10.0

Alesion LX

Q3/YTD Q3/YTD Q3/YTD
FY2019 FY2020 FY2021

Copyright®© 2022 Santen All rights reserved. 23 §ﬂ|'|t!|'|



Alesion market share (Jan-Dec, 2021)

Market Share in Allergy Market (Value Basis)

52.0%

52.0% e .

17.1% 0 —— 4 .

o \
9.8%
—@- -0————0- —-0— —
B— — - —— —il L |
6.1% 5.9%
Jan. Feb. Mar. Apr. May Jun. Jul. Aug. Sep. Oct. Nov. Dec.

—0— Alesion LX —®— Alesion —#— Alesion GE

Source: Copyright © 2022 IQVIA. JPM 2021.1-2021.12; Santen analysis based on IQVIA data. Reprinted with permission.
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Prescription Ophthalmic Market in Japan (Jan. 2021 - Dec. 2021)
Remain No.1 for overall market and all segments Segment: Market size

Graph: Market share (change from last year)

Total: JPY382.7bil Glaucoma: JPY102.1bil Retinal disorders™ JPY116.7bil

Others 47.9% 21 Santen Others Santen Others Santen
(+1.§pt)
70.6%
Corneal / dry eye: JPY42.5bil Allerqy: JPY62.0bil Anti-infection: JPY8.1bil

Others 42.9% Santen Others Santen Others Santen

67.8%

*Including co-promoted product (Anti-VEGF EYLEA) of Bayer Yakuhin, Ltd. (MAH)  Source: Copyright © 2022 IQVIA. JPM 2020.1-2021.12; Santen analysis based on IQVIA data. Reprinted with permission.
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China Business

Maintaining growth trend on channel shift and new products

Revenue by Channel Revenue by Product (RMB millions)
455 443
Others WYEL 384
o7 353 379 96 355

12
Others

Large Hyalein
<ol Cravit
Hospitals can
""""""""""""" Tapros
,,,,,,,,,,,,,,,,,, :
e

FY2020 FY2020 FY2020 FY2020 FY2021 FY2021 FY2021
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Americas Business
Americas business revenue trend

(JPY billions)

0.90

0.77

0.74 0.72

0.70

Others
(Cationorm etc.)
0.35
0.19 Eyevance/
0.22 0.14 Others
2 0.26 Eyevance
0.22 0.25 0.21 0.22 Major products
Zerviate,
Tobradex ST,
Q1 Q2 Q3 Q4 Q1 Q2 Q3 Flarex
FY2020 FY2020 FY2020 FY2020 FY2021 FY2021 FY2021
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Implementing measures to strengthen management foundation

Obtained “Digital Reduced office space in HQ

Transformation Certification”
from METI as of Feb.1

X

Disposed real estate in Shimo-
shinjo, Osaka

Digital Transtormation
LCertitication

Copyright© 2022 Santen All rights reserved. 28 §BI'I|:EII



Only projects where the study protocols were approved in-house are shown

As of J 2022
Current status of global development (1) Undated information e i blue
Indication Generic Name Dev. Code Major Region Development Status
us Received CRL from FDA. Preparing re-filing
Omidenepag isopropyl| STN1011700
EVBELIS DE-117 Japan Launched
Asia Launched
usS P2 (met primary endpoint)
STN1012600 Japan P2b (dose finding study completed
Glaucoma Sepetaprost DE.126 p ( g study completed)
Europe P2 (exploratory study)
P Plan: FY2022 P2 (exploratory study) completion
Japan Filed
P Plan: FY2021 approval
Implant device STN2000100
PRESERFLO MicroShunt DE-128 Europe Launched
: Approved
Asia Plan: FY2022 launch

License-out to Glaukos in Americas, Australia and New Zealand in May 2021.
US: FDA is obtaining additional input from practicing glaucoma surgeons to ensure a complete evaluation of the clinical data submitted in the PMA.
Canada: Approved.
Australia: Approved.
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Current status of global development (2)

Only projects where the study protocols were approved in-house are shown

As of January 2022
Updated information is in blue

Indication Generic Name Dev. Code Major Region Development Status
Japan P3
P Plan: FY2023 P3 completion
Netarsudil mesylate STN1013900 Asia Plan: FY2021 filing
Rhopressa®/Rhokiinsa® AR-13324 —
Europe Approved. Considering launch plan
Glaucoma China Considering development plan
Netarsudil mesylate Asia Plan: FY2022 filing
/latanoprost STN1014000 Europe Approved. Considering launch plan
Rocklatan®Roclanda® : Considering development plan
China
Japan P2/3
P Plan: FY2023 P2/3 completion
STN1012700 Chi P1
_ DE-127 ina Plan: FY2021 P1 completion
Atropine sulfate
Myopia Asia P2 (met primary endpoint)
STN1012701 Europe P3 (conducted by Sydnexis Inc.)
SYD-101 P Plan: FY2024 P3 completion
AFDX0250BS STN1013400 Japan P1 (confirmed safety and tolerability)
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Current status of global development (3)

Indication

Generic Name

Dev. Code

Major Region

Only projects where the study protocols were approved in-house are shown

As of January 2022
Updated information is in blue

Development Status

Presbyopia Ursodeoxycholic acid STN1013600 Japan Plan: FY2021 P1 start (Aiming for world wide development)
Asia Plan: FY2022 Filing
Ptosis Oxymetazoline STN1013800 Japan
hydrochloride RVL-1201 Europe Considering development plan
China
Japan
Retinitis : Europe P2 safety study (US, conducted by jCyte, Plan to complete in
pigmentosa JCell STN6000100 China FY2022). Considering P3 plan
Asia
Allergic Epinastine HCI _
Vernal US Approved
keratoconjunc- Ciclosporin STN1007603 P.Ian: FY2021 Launch
tivitis Verkazia DE-076C China Filed
Plan: FY2021 Approval
Diquatosol sodium | 5111008903 Filed
Dry eye (Iongi-(:if;mg) DE-089C Japan Plan: FY2022 Approval
Meibomian gland Sirolimus P2a
dysfunction (eye drop) STN1010905 Japan Plan: FY2022 P2a completion (Aiming for world wide development)
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Current status of global development (4)

Only projects where the study protocols were approved in-house are shown

As of January 2022
Updated information is in blue

Development Status

Indication Generic Name Dev. Code Major Region
Tafluprost /
timolol maleate STN1011101 China P3
(combination) DE-111A Plan: FY2023 P3 completion
Glaucoma TAPCOM / TAPTIQOM
STN1013001 Europe P3
Latanoprost DE_'13OA Asi Plan: FY2022 P3 completion
Catioprost Sla
US P3
Plan: FY2022 P3 completion
Uveitis Sirolimus STN1010900 Japan P3
(intravitreous injection) DE-109
Europe P3
Asia Filed
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STN1011700 US: Background

Continue working with FDA and contract commercial manufacturing site
for the formulation (US), aiming for the resubmission as rapidly as possible

November 2021 Received the Complete Response Letter (CRL)
Essential Requirement:

The unresolved inspection observation (GMP non-compliance) at the contract
commercial manufacturing site for the formulation (US) must be resolved, which was
found in the inspection for other company’s product.

(The observation are ordinary issues, which has impacted the review of STN1011700)

B Continue the negotiation with the contractor on the following points
v Actions for the unresolved inspection observations
v" Whether the inspection is to be conducted or not
v Timing of the inspection

B [n parallel, the communication with FDA on the GMP issues above and some others has continued toward
the resubmission
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STN1011402: POC study

Designed as Conjunctival Allergen Challenge (CAC) study

IC
<«—— Screening phase

Randomization

[

Day -1

<

Treatment phase
Day 1

A 4

<«Follow up phase =

(,/I

In hospital

<

Day 2 Day 3>

VO
VO

v

A 4

one lid: DE-114B‘ophthalmic cream
the other:placebo ophthalmic cream
QD: 8 subjects

VO

PK sampling

>

*STN1011402
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The level of antigen induced allergy (scoring)

Objective

symptoms Score Evaluation of the Level
Ocular 0 None
itching 1 Intermittent itching
2 Continuous itching
3 Severe itching with desire to scratch

(however, it should not interfere with the
subject’s daily work)

4 Incapacitating itching with an irresistible
urge to scratch (it interferes with the
subject's daily work)

Objective

Score Evaluation of the Level
symptoms

Bulbar 0 None
conjunctly al 1 Dilation of several vessels
hyperemia

2 Dilation of many vessels

3 Vasodilatation of all vessels, making it

difficult to see the whites of the eyes

Palpebral 0 None
conjunctly al Dilation of several vessels
hyperemia

2 Dilation of many vessels throughout the
palpebral conjunctiva (superior & inferior)

3 Hyperemia of the entire palpebral
conjunctiva (superior & inferior) with
inability to distinguish individual blood
vessels

Score of Conjunctival Hyperemia (CH)
= Score of Bulbar CH + Score of Palpebral CH
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STN1012600: Additional P2 study in US

Designed as timolol-controlled study

Visit 1 Optional Visit 2 Visit 3 Visit 4 Visit 5  Follow-up
Screening Visit 1a Baseline Week 2 Week 6 Month3 2 Weeks
v v v v v v v
< , . >« >
Washout period Double-Masked Treatment Period 3 Months Follow-up
Up to 35 days Period
DE-1260.002% QD (20:00) + Vehicle QD (08:00) >
N =147 2 Weeks
P Post
A Last IMP
Follow-up
__________________________________________________________________ >
Timolol 0.5% BID (20:00 & 08:00)
N =147
*STN1012600
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STN1013600: Approaches to improve presbyopia

Presbyopia is the aging of the eye which starting around 40 years (aged eyes), which is caused by the decrease
in the elasticity of lens and leads to the insufficiency of accommodation, and then results in progressively

worsening ability to see close objects

) Approach to improve the elasticity of lens II) Approach to utilize the pinhole effect

Breaking by the drug the excessive S-S bond in the lens, Narrowing the pupil, which extends the depth of the focus

increase in the lens elasticity, and then improve the and expand the range where come into the focus, which
results in the improvement of presbyopia. On the other

presbyopia
hand, it may cause decrease the visual function at night or
Stiff Elastic temporary myopia
Difficult to accommodate the focus by Easy to accommodate the focus by
changing the thickness of the lens changing the thickness of the lens Expand the focus range

Depth of the focus Depth of the focus

/\
%5‘5%@ @’S?@f

Supposed mode of action of STN1013600

Copyright© 2022 Santen All rights reserved.



STN1013400: Pursuing an anti-myopia agent that does not cause
mydriasis-induced glare, by increasing M2 selectivity

Receptor Subtype M1 M2 M3 M4 M5
Anti-Myopia™ No YES YES No No
Mydriasis™ No No YES No No

M receptor M2 (STN1013400-like) None

subtype selectivity:

Anti-myopia
effect
N
Concentration-Response - - _
curve image: o Ef-];ﬁcn\;e Effective
4 v O_u _ with
o mydriasi mydriasis
Mydriasis }
Concentration Concentration
*1 Dis Model Mech. 2013 Sep;6(5):1146-58. *2 J Neurosci. 2002 Dec 15;22(24):10627-32. 38 §ﬂ|‘|tE|'|
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STN1010904* (AE-001):

Co-development with ActualEyes of sirolimus eye drop for fuchs endothelial corneal
dystrophy (FECD)

Target indication Fuchs Endothelial Corneal Dystrophy (FECD)

Active pharmaceutical Sirolimus (MTOR inhibitor)

ingredient

Mode of action Suppress the formulation of collagenous excrescences (guttae) on the surface of corneal
endothelial layer and the apoptosis of endothelial cells in Fuchs Endothelial Corneal
Dystrophy
Suppress corneal edema, maintain the transparency of cornea and visual acuity

Phase 2 clinical study Plan to conduct studies in US, France and India

(Exploratory study) FDA consultation for Phase 2 study completed, based on the outcomes of Phase 1 study

of sirolimus eye drop conducted by Santen

Expected study duration Under consideration

* Development code (STN1010904) is the code which will be applied when Santen formally acquires the exclusive license after the
completion of Phase 2 clinical study
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STN1010904: Fuchs endothelial corneal dystrophy (FECD)

Normal Eye

v Pathology Decrease in visual acuity due to corneal edema with abnormal decrease
and dysfunction in corneal endothelial cell and light scattering by guttae.
Progression could lead to bullous keratopathy, with visual acuity declining
to the level of hand motion or light perception

v Cause Unknown. TCF4 gene mutation (Extension of triplet-repeat) is reported as
a cause
v Treatment Corneal transplantation (no medicine available)

FECD
v Epidemiology High prevalence in Westerners, 4% of >40-years

Region Prevalence Demographic Total prevalence # of patients
4% of >40-years! 47% of population >40-years? 1.88% 6.2M
4% of >40-years? 49% of population >40-years? 1.96% 6.5M

@ 3.7% of >50-years? 47% of population >50-years?* 1.74% 2.2M

1) Moshirfar M et al. Fuchs Endothelial Dystrophy. Treasure Island (FL):StatPearls Publishing;2021.

2) Kitagawa K et al. Prevalence of primary cornea guttata and morphology of corneal endothelium in aging Japanese and Singaporean subjects. Ophthalmic Res. 2002;34(3):135-8.
3) OECD.Stat. https://stats.oecd.org/

4) Statistics Bureau, Ministry of Internal Affairs and Communications website. https://www.stat.go.jp/english/index.html
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