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Forward-looking statements

 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.

 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.

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

 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.

 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

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

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

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

Happiness with Vision

CORE
PRINCIPLE
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Overview
Summary

 Q2 FY2022 Consolidated results
 Revenue: +0.1% YoY（JPY128.9bil.）
 Core OP: -32.3% YoY（JPY16.5bil.)

 COGS increase from region & product mix and transient causes

 R&D expenses increased from pipeline progress

 FY2022 Outlook
 Maintain core operating profit FY initial forecast

 Net profit: Revised downward to JPY-5.5bil. Eyevance impairment

 FY2022 Shareholder returns
 JPY16 interim dividend unchanged. Additional JPY13.0bil. share purchase from November 9

Koshiji: Koshiji here. I would like to present our business
performance in Q2.

In Q2 of FY2022, sales revenue, JPY128.9 billion, remaining at the
same level as in the previous fiscal year. On an IFRS basis,
operating profit and the items below it were in the red due to an
impairment loss related to Eyevance in the US.

On a core basis, operating profit was JPY16.5 billion, down 32%
YoY. The decrease in profit on a core basis was due to the impact
of the coronavirus quarantine measures in China, deterioration in
the cost-of-sales ratio, and an increase in R&D and other expenses.
In light of these circumstances, we have revised downward our full-
year forecasts for FY2022, except on a core basis.
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Overview
Summary

 Q2 FY2022 Consolidated results
 Revenue: +0.1% YoY（JPY128.9bil.）
 Core OP: -32.3% YoY（JPY16.5bil.)

 COGS increase from region & product mix and transient causes

 R&D expenses increased from pipeline progress

 FY2022 Outlook
 Maintain core operating profit FY initial forecast

 Net profit: Revised downward to JPY-5.5bil. Eyevance impairment

 FY2022 Shareholder returns
 JPY16 interim dividend unchanged. Additional JPY13.0bil. share purchase from November 9

On the other hand, with regard to shareholder returns, although
profits have been revised downward, the dividend remains
unchanged at JPY16 for the interim period and JPY32 for the full
year.

Also, as in H1, the Company repurchases its own shares as a
complementary shareholder return measure, effective tomorrow.
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Q2 FY2022 Consolidated results

Gross Margin

-3.8% YoY
• Revenue: flat to FY2021 partially from positive FX impact.
• YoY higher COGS ratio from changes in product/region mix and 

one-time contractual-related costs  

Operating Profit (IFRS)

• JPY-19.0bil. (down JPY37.8bil. YoY) primarily from impairment 
loss of Eyevance (JPY 30.0bil.) 

Net Profit (IFRS)

• Positive FX impact on finance income
• Equity-method investment loss

Operating Profit (Core basis)

-32.3% YoY
• Increase in R&D expenses as a result of pipeline progress
• Increase in SG&A/R&D expenses from FX impact

(total of JPY3.9bil.) 

COGS ratio and FX impact core OP despite flat revenue
OP: Loss from Eyevance impairment

(JPY billions)

Actual
vs

Revenue
Actual

vs
Revenue

YoY

Revenue 128.8 - 128.9 - +0.1%

Cost of sales 52.9 41% 55.9 43% +5.7%

Gross margin 75.9 59% 73.0 57% -3.8%

SG&A expenses 39.2 30% 42.3 33% +7.8%

R&D expenses 12.3 10% 14.3 11% +15.6%

Core operating profit 24.3 19% 16.5 13% -32.3%

Non core SG&A expense 0.4 0%            - - -100.0%

Amortization on intangible assets
associated with products

4.8 4% 5.2 4% +7.9%

Other income 0.2 0% 0.3 0% +28.5%

Other expenses 0.5 0% 30.6 24% -

Operating profit 18.8 15% -19.0 - -

Finance income 0.7 1% 1.2 1% +85.3%

Finance expenses 0.4 0% 0.3 0% -40.5%

Share of loss of Investments
accounted for using equity method

0.6 0% 1.1 1% +65.4%

Profit before tax 18.4 14% -19.1 - -

Income tax expenses 4.1 3% 2.9 2% -29.5%

Actual tax ratio 22.5% - - - -

Net profit 14.3 11% -22.0 - -

Core net profit 18.6 14% 12.5 10% -32.8%

Q2
FY2021

Q2
FY2022

Page7. six.
Sales were JPY128.9 billion, remaining at the same level as in the
previous fiscal year including the positive impact of foreign
exchange rates, despite the NHI price revision in Japan and the
difficult situation in China.

On the other hand, core operating profit decreased 32% YoY to
JPY16.5 billion. This was due in part to a higher-than-expected cost
ratio resulting from a changing regional and product mix and
increased expenses related to outsourced manufacturing. On the
expenses side, there were higher R&D expenses due to the
progress of the pipeline, as well as an overall increase in expenses
due to the weaker yen.
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In addition, as disclosed today, an impairment loss was recorded as
a result of a careful review of the expected recovery of the
investment in Eyevance, the US company acquired in FY2020. The
amount is 100%, totaling JPY30 billion.

Details are on page 26.

As a result, operating income on an IFRS basis was a negative
JPY19 billion.
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Price cuts in Japan and China impact absorbed 
by other regions

Q2 FY2022 Sales bridge

(JPY billions)

Sales classified into countries or regions based on customer’s location.  EMEA︓Europe, Middle East and Africa

Asia
FX

OTC

0.10.3
1.5

ChinaSurgical China
FX

2.8

1.4

2.1
0.1

1.0

0.30.0

EMEA
FX

Q2
FY2022

Rx

-3.9

EMEAQ2
FY2021

Others

128.9128.8

-5.4

Asia Americas
FX

Americas

Japan -4.2% YoY: Steady progress exceeding expectations. Impact from NHI price cuts offset by core products

China -29.0% YoY (Ex. FX impact -38.9%): Recovery trend, but impact from strict COVID-19 measures expected to continue until Q4

Asia +27.9% YoY (Ex. FX impact +16.8%): Growth trajectory exceeding expectations led by glaucoma and dry eye in key markets

EMEA +22.9% YoY (Ex. FX impact +13.1%): Exceeding expectations, primarily driven by glaucoma core products

Americas +19.4% YoY (Ex. FX impact +2.1%): On a recovery path vs Q1 with FX tailwind on sales

Japan: 79.3 Overseas: 49.6

(Overseas: including FX impact)

75.7 4.8 1.5 0.8 14.0 9.1 21.2 1.7

↓ ↓ ↓ ↓ ↓ ↓ ↓ ↓

71.7 5.1 1.6 0.8 10.0 11.6 26.1 2.0

Q2FY2021
ACT

Q2FY2022
ACT

USD (JPY) 110.09 133.46
EUR (JPY) 131.14 138.61
CNY (JPY) 17.05 19.84

Page 9. Here are the sales revenues by region.

The breakdown is JPY79.3 billion in Japan and JPY49.6 billion
overseas. Sales in Japan were down 4.2% YoY. Although there was
an impact from the NHI price revision, this was offset by growth in
mainstay products and was stronger than expected.

In China, although there has been a gradual recovery in Q2, we
have not seen a return to the previous year's level. Sales were
slightly lower than we had forecast in Q1.

Asia and EMEA posted double-digit growth on a currency-neutral
basis due to growth in core products and in key countries.

Details are shown on pages 21 through 25 of this document and on
page 18 of the financial statements.
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Core OP down on higher COGS ratio and US business delay in 
turning profitable, coupled with increase in expenses

Q2 FY2022 Core operating profit bridge

-2.9

-0.4

Q2FY2022
Core OP

Q2FY2021
Core OP

Gross margin
(decrease)

SG&A
(increase)

-2.7

FX impact

-0.8

R&D
(increase)

-1.2

FX impact

24.3

16.5

Gross margin: -2.9
SG&A: -3.0

R&D: -1.9

Gross margin Net -2.9bil YoY.  Revenue flat (incl. FX impact) partially offset by COGS ratio

SG&A Net -3.0bil YoY. While maintained the same level as FY2021 excluding FX, SG&A negatively impacted by FX

R&D Net -1.9bil YoY. Increase in expenses on the back of pipeline progress coupled with FX impact

(JPY billions)

75.9 39.2 12.3

↓ ↓ ↓

73.0 42.3 14.3

Page 10 shows factors behind the change in core operating profit.

There are three major reasons for the JPY7.9 billion YoY decrease.
The main factors are negative JPY2.9 billion in gross margin,
negative JPY3 billion due to increased SG&A expenses, and
negative JPY1.9 billion due to increased R&D expenses.

First of all, regarding the cost ratio and gross profit factor, the
COGS ratio increased from 41% to 43%. This had a significant
impact, resulting in a negative of JPY2.9 billion. This is the result of
an increase in the cost ratio due to changes in the product mix,
such as the NHI price reduction in Japan and the situation in China,
as well as one-time costs.
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Core OP down on higher COGS ratio and US business delay in 
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Q2 FY2022 Core operating profit bridge
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(JPY billions)

75.9 39.2 12.3

↓ ↓ ↓

73.0 42.3 14.3

With regards to SG&A expenses factor, it was down JPY3.0 billion
YoY including negative impact from yen depreciation of JPY2.7
billion. Excluding the factors due to the yen's depreciation, we
believe that we have been able to generally control expenses.
However, we recognize that the increase in SG&A expenses as a
percentage of sales this quarter, which were below 30% of sales in
Q1, is an issue that needs to be addressed.

Next is R&D expenses, which resulted in a negative of JPY1.9
billion. The increase in expenses due to the progress of the pipeline
and development, combined with the impact of the yen's
depreciation, resulted in a JPY1.9 billion YoY increase.

As a result of these factors, core operating profit was JPY16.5
billion.
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FY2022 Outlook: Revised

Core OP: Aiming to achieve initial target

Increase from 
progress over regions 
and positive FX impact 

Reflecting COGS 
control effect in 2H

Structural reform costs 
and others

Decrease in 
depreciation/amortization 
associated with Eyevance
impairment loss

Eyevance impairment
loss of JPY30.0bil.

1

2

3

4

5

(JPY billions)

Actual
vs

Revenue
H1

Actual
vs

Revenue
H2

Forecast
vs

Revenue
FY

Forecast
vs

Revenue
YoY

FY
Forecast

vs
Revenue

Revenue 266.3 - 128.9 - 151.1 - 280.0 - +5.2% 264.0 -

Cost of sales 109.7 41% 55.9 43% 56.1 37% 112.0 40% +2.1% 103.0 39%

Gross margin 156.6 59% 73.0 57% 95.0 63% 168.0 60% +7.3% 161.0 61%

SG&A expenses 83.9 31% 42.3 33% 49.2 33% 91.5 33% +9.1% 88.5 34%

R&D expenses 26.4 10% 14.3 11% 16.7 11% 31.0 11% +17.5% 27.0 10%

Core operating profit 46.3 17% 16.5 13% 29.0 19% 45.5 16% -1.8% 45.5 17%

Non core SG&A expense 0.6 0%              -           - 1.5 1% 1.5 1% +135.3% - -
Amortization on intangible assets
associated with products

9.7 4% 5.2 4% 4.2 3% 9.3 3% -4.1% 10.3 4%

Other income 1.0 0% 0.3 0% 0.4 0% 0.7 0% -37.7% 0.5 0%

Other expenses 1.1 0% 30.6 24% 0.8 0% 31.3 11% - 1.5 1%

Operating profit 35.9 13% -19.0 - 23.0 15% 4.0 1% -88.9% 34.2 13%

Finance income 2.5 1% 1.2 1% 0.5 0% 1.7 1% -33.2% 0.9 0%

Finance expenses 1.2 0% 0.3 0% 0.4 0% 0.7 0% -42.1% 0.6 0%

Share of loss of Investments
accounted for using equity method

1.6 1% 1.1 1% 0.9 1% 2.0 1% +24.7% 2.0 1%

Profit before tax 35.6 13% -19.1 - 22.1 15% 3.0 1% -91.6% 32.5 12%

Income tax expenses 8.4 3% 2.9 2% 5.6 4% 8.5 3% +0.9% 8.1 3%

Actual tax ratio 23.7% - - - - - - - - 25.0% -

Net profit 27.2 10% -22.0 - 16.5 11% -5.5 - - 24.4 9%

ROE 8.4% - 7%

Core net profit 35.2 13% 12.5 10% 21.6 14% 34.1 12% -3.1% 34.1 13%

FY2021 FY2022 (Nov. 8) FY2022 (May 10)

1

2

3
4

5

FY2021ACT
FY2022FCST

(Nov 8)
FY2022FCST

(May 10)

USD (JPY) 112.57 140.00 125.00

EUR (JPY) 130.75 140.00 135.00

CNY (JPY) 17.55 20.00 19.00

Next, page 12 shows the full-year forecast for FY2022.

First, the stage profit under core will be in the red on a net income
basis, reflecting the impairment of Eyevance.

On the other hand, we recognize that sales and core profitability
will not decline significantly, although profits declined significantly
in H1.

Core profit is expected to differ from H1 due to the launch of
Diquas LX in Japan, recovery in China compared to H1, and the
strengthening of the Company's new system, which was
introduced effective September 12 under the new management
structure. Specifically, we are assuming a 10% increase in sales
and a 17% increase in gross profit over the previous year in H2,
and a cost of sales ratio of 37%.

12



Copyright© 2022 Santen All rights reserved. 13

FY2022 Outlook: Revised

Core OP: Aiming to achieve initial target

Increase from 
progress over regions 
and positive FX impact 

Reflecting COGS 
control effect in 2H

Structural reform costs 
and others

Decrease in 
depreciation/amortization 
associated with Eyevance
impairment loss

Eyevance impairment
loss of JPY30.0bil.

1

2

3

4

5

(JPY billions)

Actual
vs

Revenue
H1

Actual
vs

Revenue
H2

Forecast
vs

Revenue
FY

Forecast
vs

Revenue
YoY

FY
Forecast

vs
Revenue

Revenue 266.3 - 128.9 - 151.1 - 280.0 - +5.2% 264.0 -

Cost of sales 109.7 41% 55.9 43% 56.1 37% 112.0 40% +2.1% 103.0 39%

Gross margin 156.6 59% 73.0 57% 95.0 63% 168.0 60% +7.3% 161.0 61%

SG&A expenses 83.9 31% 42.3 33% 49.2 33% 91.5 33% +9.1% 88.5 34%

R&D expenses 26.4 10% 14.3 11% 16.7 11% 31.0 11% +17.5% 27.0 10%

Core operating profit 46.3 17% 16.5 13% 29.0 19% 45.5 16% -1.8% 45.5 17%

Non core SG&A expense 0.6 0%              -           - 1.5 1% 1.5 1% +135.3% - -
Amortization on intangible assets
associated with products

9.7 4% 5.2 4% 4.2 3% 9.3 3% -4.1% 10.3 4%

Other income 1.0 0% 0.3 0% 0.4 0% 0.7 0% -37.7% 0.5 0%

Other expenses 1.1 0% 30.6 24% 0.8 0% 31.3 11% - 1.5 1%

Operating profit 35.9 13% -19.0 - 23.0 15% 4.0 1% -88.9% 34.2 13%

Finance income 2.5 1% 1.2 1% 0.5 0% 1.7 1% -33.2% 0.9 0%

Finance expenses 1.2 0% 0.3 0% 0.4 0% 0.7 0% -42.1% 0.6 0%

Share of loss of Investments
accounted for using equity method

1.6 1% 1.1 1% 0.9 1% 2.0 1% +24.7% 2.0 1%

Profit before tax 35.6 13% -19.1 - 22.1 15% 3.0 1% -91.6% 32.5 12%

Income tax expenses 8.4 3% 2.9 2% 5.6 4% 8.5 3% +0.9% 8.1 3%

Actual tax ratio 23.7% - - - - - - - - 25.0% -

Net profit 27.2 10% -22.0 - 16.5 11% -5.5 - - 24.4 9%

ROE 8.4% - 7%

Core net profit 35.2 13% 12.5 10% 21.6 14% 34.1 12% -3.1% 34.1 13%

FY2021 FY2022 (Nov. 8) FY2022 (May 10)

1

2

3
4

5

FY2021ACT
FY2022FCST

(Nov 8)
FY2022FCST

(May 10)

USD (JPY) 112.57 140.00 125.00

EUR (JPY) 130.75 140.00 135.00
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This will absorb increases in SG&A and R&D expenses. We plan
to realize core operating profit of JPY29.0 billion in H2. The cost of
sales ratio, which is a particularly important point, swung as high
as 43% in H1 due to the regional mix and one-off factors such as
outsourcing-related expenses. However in H2, we expect changes
in the regional and product mix, with the ratio of sales of Alesion
set to increase and the launch of Diquas LX. As a result, we
expect the cost-to-sales ratio to fall to 37%, giving a full-year figure
of 40%. In Q2, we updated our full-year forecasts by product to
include these changes in H2. This is shown on page 18 of
consolidated performance.

The main upward revisions are for Alesion in Japan, which is
JPY4.8 billion, and Diquas in Japan, which is JPY2.9 billion. We
believe that these high-profit products will deliver results in H2.
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Nevertheless, there are still uncertainties, such as the business
environment in China and the pollen count in Japan. We recognize
that it will be quite challenging to recover from the decline in H1,
but we plan to achieve the initial forecast figures in the remaining
period by further increasing sales, optimizing costs, and other
measures.

We will promptly disclose any discrepancies in our plans after
reexamining the quick hits in the current period and re-examining
the degree of recovery in China in light of the time line for
structural reforms. This will be explained later by the CEO.

Other information under core operating profit is as shown.
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Additional shareholder returns based on FY2022 policy
Shareholder returns

MTP2025 policy FY2022

Optimize 
balance 

between future 
growth and 
shareholder 

return

Shareholder return: 1/3 or more of 
operating cash flow 
Dividend payout ratio of 40% or more
+ flexible share buybacks

BD investment: tens of billion JPY~ (accum.)

Strategic investment for mid-/long-term growth
• Enhance Rx pipeline where strengths can be 

leveraged.
• New business areas

Enhancement 
of core 

business

Capital investment: JPY100.0bil. (cum.)
Investment to maximize existing business
• Capex for new facilities in Japan/China
• Improvement of productivity through the 

implementation of next-generation ERP etc.

Maintain necessary cash for business continuity
(Secure working capital)

Share buyback to begin from 
Nov 9, 2022

• Dividend forecast maintained
(annual JPY32)

• Repurchase shares as an additional 
shareholder return measure
1.May 11 – Sep 8, 2022 (completed)

JPY12.7bil. (12.5mil. Shares*1)
2. Nov 9, 2022 – Mar 24, 2023

JPY13.0bil. (13.0mil. Shares*2) / Max

The ratio against total number of the outstanding 
shares (excl. treasury shares) 
*1: 3.1%
*2: 3.4%

Page 15. This covers shareholder returns.

As I mentioned at the beginning, we will repurchase 6.5% of our
shares over the full year. This is the largest share buyback in our
Company's history, and was set with the upside of the share price
after the acquisition in mind.

This concludes my presentation. Thank you very much.
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Made steady progress in late phase pipelines
New disease and mode of action on keratoconjunctival disease

R&D update

STN1011700
EYBELIS / OMLONTI

Glaucoma Approved in US

STN1013001
Catioprost

Glaucoma Filed in Europe

STN1012600
Sepetaprost

Glaucoma Achieved FPI*1 in P3 trial in Japan

STN1011402
Epinastine ophthalmic cream

Allergic
conjunctivitis Achieved primary endpoints in pivotal trial (P3) in Japan

STN1013800
Oxymetazoline hydrochloride

Ptosis Achieved FPI in P3 trial in Japan

STN1012600
Sepetaprost

Glaucoma Achieved LPI*2 in P2 trial (exploratory study) in Europe

STN1010905
Sirolimus eye drop

Meibomian gland 
dysfunction

Not meet primary/secondary endpoints in P2a trial 

(exploratory study) in Japan. But observed efficacy on some 
exploratory endpoints and detailed analysis in progress

STN1014100
Olodaterol hydrochloride 

Dry eye Started preparations for P1/2a trial in Japan

*1 FPI; First Patient In. *2 LPI; Last Patient In. 

Sallstig: I would like to update with regards to status of the
pipeline.

First of all, we will introduce the development code with only three
numbers indicating the active ingredients. In the document, the
numbers are in bold.

See page 17. This quarter has seen a lot of progress, mainly in
glaucoma. In September, 117, marketed as Eybelis in Japan and
Asia, was approved in the United States.

In Europe, we filed for marketing approval of 130, which is a
cationic emulsion of latanoprost. In addition, we initiated P3 of 126,
sepetaprost for glaucoma in Japan. So good progress overall.
Other than glaucoma, in 114, subjects with allergic conjunctivitis
achieved the primary endpoint in our pivotal studies in Japan. I will
explain about this later.
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New disease and mode of action on keratoconjunctival disease

R&D update

STN1011700
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Ptosis Achieved FPI in P3 trial in Japan

STN1012600
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exploratory endpoints and detailed analysis in progress

STN1014100
Olodaterol hydrochloride 

Dry eye Started preparations for P1/2a trial in Japan

*1 FPI; First Patient In. *2 LPI; Last Patient In. 

As for 109, sirolimus eye drop, for the treatment of meibomian
gland dysfunction, the PoC study did not meet the primary and
secondary endpoints. Having said that, there are however no
established endpoints for this disease. Therefore, when looking at
additional exploratory endpoints this study showed efficacy of
meibomian gland function. The data is still subject to further
analysis to help determine next steps.

We are also preparing to start 141/olodaterol clinical trials with the
aim of providing new dry eye therapeutics.
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Achieved primary endpoints on pivotal trial (P3)
Confirmed safety and tolerability

STN1011402: epinastine HCl  (ophthalmic cream)
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n=30 n=30 n=30 n=30

P<0.0001*1
P=0.0097*1

*1 Wald test of linear mixed effects model

Efficacy on ocular itching after 24 hours Efficacy on conjunctival hyperemia after 24 hours

Severe itching 
with desire to scratch 

Continuous itching

Intermittent itching

None None

Dilation of many vessels

Dilation of several vessels

 Demonstrated same changes level as 0.1% epinastine ophthalmic solution on long-term trial
(see Appendix)

Next, I would like to explain the results of the pivotal study of 114,
Alesion cream.Please move on to page 19.

We are developing cream formulation to further improve the
convenience of Alesion LX applied twice a day, and to ensure all-
day comfort for patients on the basis on once-a-day dosing.

In the pivotal study, both itching and conjunctival hyperemia
showed statistically significant improvements compared with the
placebo group, achieving the primary endpoint.

In a long-term study with Alesion LX as the reference group, similar
changes were observed in both indices of itching and conjunctival
hyperemia. We are preparing for submissions later in this fiscal
year.

This concludes my part. Thank you.
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Kicking off with three key objectives
Regrowth agenda

Improving
Profitability

Building
our Growth Pillars

Optimizing
our Organization

Structural reforms for upfront
recovery in business performance
• Re-assessment of investments
• Cost optimization
• Productivity improvements

3-angle approach for growth
opportunities assessment to
return on a Regrowth trajectory
• Scale of unmet needs
• Global trends
• Santen’s competitive advantage

Set and thoroughly manage direct 
results-linked KPIs and establish 
the optimal organization for 
strategy execution

Ito: Ito here. Thank you. I would like to explain the measures we 
are currently considering to return Santen to growth.

Looking back over the past few years, Santen has taken on a 
variety of challenges, but unfortunately, in terms of profits, we 
have not been able to meet the expectations of our investors. 
Therefore, since assuming the position of CEO in September of 
this year, I have been working to develop a concrete plan to 
create a path for Santen's growth. Today, I would like to share that 
plan with you.

First, please see page 21. We intend to promote the three 
measures shown on this slide for growth.

The first is to improve profitability. While we are making various 
new efforts, I personally believe that we are currently not 
sufficiently disciplined in various aspects, including costs. By 
steadily implementing structural reforms, we will strive to get back
to where we should be in terms of business performance.
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Kicking off with three key objectives
Regrowth agenda

Improving
Profitability

Building
our Growth Pillars

Optimizing
our Organization

Structural reforms for upfront
recovery in business performance
• Re-assessment of investments
• Cost optimization
• Productivity improvements

3-angle approach for growth 
opportunities assessment to 
return on a Regrowth trajectory
• Scale of unmet needs
• Global trends
• Santen’s competitive advantage

Set and thoroughly manage direct 
results-linked KPIs and establish 
the optimal organization for 
strategy execution

The second is to establish pillars for growth. While there are, of
course, things that seem to be working and have shown potential
in our various efforts to date, there are others where that cannot
necessarily be said. We would like to take these circumstances
into consideration as we move forward with the development of a
renewed strategy for growth.

When we consider our growth strategy, the most important thing is
how we can deliver unprecedented and important value to
consumers and patients through our products and services.

Of course, there are still many individuals in the world who have
great trouble with their eyes. I believe that it is the mission of
Santen, and myself, to add significant value to the lives of those
individuals. Basically, we would like to consider our future strategy
based on a firm return to these starting points.
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Kicking off with three key objectives
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Of course, it is important to keep abreast of the world's 
technological trends. We will not just follow the trends, but we will 
also carefully reevaluate our efforts to ensure that they are 
connected to our original strengths, that they can be reliably 
delivered to patients and consumers, that they can solve unmet 
needs in the world, and what the time frame is for their delivery. I 
will reevaluate these issues myself and link them to our future 
growth. That is my personal plan.

The third is to build an optimal operational and organizational 
structure. We would like to establish KPIs that are directly linked 
to results and conduct thorough monitoring. We would also like to 
create an organizational structure that will enable us to do so and 
to link our strategies to results.
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Kicking off with three key objectives
Regrowth agenda
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I am sure you will understand that I am stating the obvious, but I 
personally believe that we have not been able to fully accomplish 
what I have just mentioned as we have been expanding our new 
initiatives over the past several years. At the same time, we also 
feel a sense of responsibility. We would like to establish an 
organizational structure in which KPIs that lead to these results 
are firmly incorporated into the organization and monitored.

I will work out the details of the three measures I have mentioned 
above, and as CEO, I will implement them steadily and promptly.

Today, out of these three measures, I would like to focus on 
improving profitability.
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Shift course in Americas to achieve break-even
Improving profitability (Americas business)

In search of growth trajectory 
since MicroShunt’s
impairment

New developments
- i.e. launch of Verkazia and 
approval of Omlonti

High challenge to turn 
profitable within the next few 
years if further growth 
investments made

Current status of Americas Path forward

Shift course in  
Americas to achieve 
break-even

See page 25. First of all, I would like to talk about our recognition
of the current status and direction of our business in the Americas.

As you are all aware, since the MicroShunt impairment in fiscal
2020, we have been planning to achieve significant growth in the
Americas by putting our developed products on the Eyevance
business platform, which we acquired before that. With this in
mind, we have successfully launched or obtained approval for
products such as Verkazia and Omlonti, for example.

However, in order to achieve significant growth in the Americas
with these product lines, we have determined that it will be difficult
to turn a profit even if we invest more aggressively in resources or
expand our investments.
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Improving profitability (Americas business)

In search of growth trajectory 
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Current status of Americas Path forward

Shift course in  
Americas to achieve 
break-even

We have come to the conclusion that first of all, stopping
the bleeding, or in other words, reducing the deficit, is
probably the most important thing for Santen to return to a
growth path in the medium to long term. In our business in
the Americas, we have changed direction, and we will work
to reduce the deficit as the most important issue.
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Sizable improvements in core OP by FY2023 and by FY2025 through firm-wide 
reforms including Americas

Improve profitability (structural reforms)

JPY6~8bil.
Improvement
by FY2023

JPY10~15bil. 
Improvement
by FY2025Productivity improvement

Firm-wide, multi-angle review of operations to improve 
organizational efficiency

Re-assessment of investments
Review all past and future major investments and reevaluate those 
deemed to be of low strategic and cost/benefit significance

Cost optimization
Strict review of budgets and optimize procurement of direct and 
indirect materials by thorough vendor & demand management

As direct CEO-led reforms, 
these will be impartially implemented

Core OP

Next, page 27. This section describes the improvement in
profitability of businesses other than the Americas business.

One is to review investments. We have made significant
investments in the past. In fact, however, some of them are
showing a slight gap when compared to the current business
environment. We will thoroughly review past, ongoing, and future
investments from a zero-base perspective, and review those that
do not meet our strategic and cost-effectiveness criteria.

The second is cost optimization. As I mentioned at the beginning,
I believe that this is an aspect of the lack of sufficient discipline.
Basically, we would like to rigorously review the process from
budget formulation to its management. And at the same time, we
would like to optimize procurement of direct and indirect materials
by stringently managing vendor orders and unit prices, as well as
managing demand generated within the Company.
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The third is to increase productivity. In the past, the Company's
scope of business expanded rapidly, and it has continued to
expand its scope of operations and the organizations that execute
those operations, in the form of further up-front investment. We
would like to improve the productivity of the entire organization by
reviewing our operations from all perspectives throughout the
Company at this time.

By combining the promotion of structural reforms described above
with the review of the direction of our US business, as explained
on the previous slide, we hope to improve core operating profit by
JPY6 billion to JPY8 billion in FY2023.

In FY2025, we would like to improve our earnings so that these
results will be on the scale of JPY10 billion to JPY15 billion.
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Core OP
(%)

JPY46.3bil.
(17%)

JPY45.5bil.
(16%)

Revenue JPY266.3bil. JPY280bil.

Target core OP growth as focus on business profitability
Target KPI

FY2021 FY2023~FY2022

Implement necessary reforms to allow for profit generation 
resilient to business environment conditions

I would like to touch a little on what numbers we should target in
implementing these reforms and delivering new growth in the
Company.

As we move forward with structural reforms, we expect to see
some one-time gains and losses. For this reason, I would like to
place the highest priority on core operating profit, which is a
measure of the Company's ability to generate earnings. We are
committed to promoting structural reforms and transforming our
corporate structure into one that can generate earnings regardless
of the business environment. As a result, we will place the highest
priority on creating a form of continuous growth in core operating
profit.
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Further updates on growth trajectory at Q3 FY2022 financial results meeting
New medium-term plan by March end 2023

Outlook

New medium-
term plan

Direction update

Progress updateImproving
Profitability

Building our
Growth Pillars

Optimizing our
Organization

Direction update

Q2 FY2022
Financial Results 

Meeting 
(Today)

Q3 FY2022
Financial Results 

Meeting
By March end 2023

This is the last slide. Page 30. I would like to explain the future
milestones of the measures that I mentioned at the beginning of
this presentation.

Today, I have explained in some detail the direction we are taking
with regard to improving profitability. Furthermore, we hope to be
able to explain the progress of this element in more detail when we
announce our Q3 financial results.

Regarding the second point, that of establishing pillars for growth,
we hope to be able to introduce a specific direction at the time of
the announcement of the Q3 financial results. Finally, we would like
to integrate everything, including the establishment of this optimal
operational and organizational structure, and create a new mid-
term plan by the end of March 2023. We would like to present this
plan to you at an appropriate time.
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By steadily achieving these mid-term plans, we will contribute to
patients, consumers, and healthcare professionals. At the same
time, we would like to improve our corporate value. As a result, we
would like to create a structure that will enable us to firmly meet the
expectations of our shareholders and investors.

On behalf of the Santen Group, I would like to ask for your
continued support. Thank you very much for your kind attention.
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Question & Answer
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Q & A 1

Q1-1:
On the first point, regarding structural reforms, today you have 
shown us the extent of improvement in earnings. I am well aware 
that the details are still to be worked out, but basically, it sounds like 
the idea is to raise the profit base by reviewing costs, not so much 
the top line, but rather costs and structural reforms, which will be 
implemented strongly this fiscal year and next fiscal year. I would 
like to know if this is correct and if you have any information about 
the main items. This is the first question.

A1-1:
Ito : Thank you. Of course, the main focus will be on improving the 
cost and expense aspects as you have just pointed out. However, if 
we also consider factors such as the reallocation of resources, I 
think it is possible that this is somewhat connected to the top line.

As I explained earlier, I would like to be more specific in Q3, and if 
possible, I would like to talk about the cost reductions that we plan 
to implement in this area. I would be happy to discuss with you in 
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Q & A 1

more detail at that time, if possible, how we plan to reduce costs.

However, I believe that the figures I have just mentioned have a 
good basis at this point. For example, regarding the Americas 
business, how many options are available, and what would be the 
form of each pattern? We have already finished looking at a certain 
range of investment reviews, cost optimization, and productivity 
improvement.

Of course, these are not all 100% achievable, so today's 
explanation is the sum of the figures that are expected to be 
achieved at least to this extent. We hope you understand it that way.

Q1-2:
Thank you very much. Secondly, I would like to make a simple point, 
and it is related to what you have just said, but I think that this time 
you have announced a shift in strategy in the US. Perhaps you 
would call it a shift, in a sense, an impairment loss, and the 
message has come out strongly that the deficit in the US must be 
reduced.
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Q & A 1

We have been talking about this for some time, but now that
Eybelis has been approved, how do you plan to sell this product in 
the US? On the subject of sales in the US, it seems as if for the first 
time in about 20 years, lots has come in, and I think there was talk 
of pulling out once in the past. This time, basically, your company is 
reviewing its own full-fledged efforts, including Eybelis, and the 
strategy for the US will be revised quite a bit once you are in that 
area. Compared to other regions, I understood that the US is the 
only country where you have taken a step in that direction.

A1-2:
Ito : Ito here. Yes, I think that understanding is fine. Business will 
continue. Our current development pipeline is also very promising 
for the future. Basically, I believe that in order to break into the US 
market, we must enter with products that are highly differentiated 
and have decisive product appeal.

.
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If you are asking me if there is anything like that in the pipeline right 
now, I would say that yes, I think there is. We have that kind of 
decisive product in the pipeline. Therefore, we are not in a hurry to 
withdraw from the market, but rather, first of all, we must firmly 
control the deficit. We believe that this does not take the approach 
of unnecessarily chasing the top line now. Thank you.

.
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Q & A 2

Q2-1-1:
I would like to ask a little more about the improvement of JPY6 
billion to JPY8 billion, which you said you have a fairly certain 
outlook for. Productivity, and especially gross profit margin, may be 
related to the improvement of gross profit margin in H2, but when I 
look at your company's performance like this, gross profit margin 
has been at a fairly low level since Q3 of last year. That has 
continued in H1 of this fiscal year. This time, of course, in H2, the 
product mix will change, and I think that we will see a rebound in 
China, but is such cost improvement also included in H2 in terms of 
gross profit?

I believe there was some sort of penalty on the commissioning of 
this by a company called Next Pharma or something like that, but I 
think just getting rid of that would be an improvement to some 
extent. Can you tell us first of all how we should look at the 
connection between the improvement in H2 and this cost 
improvement, and what is the productivity aspect of this 
improvement?
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Q & A 2

A2-1-1:
Ito: Thank you. First, Mr. Koshiji will answer your question about H2, 
and if necessary, I would like to make some additional comments.

Koshiji: For H2, I mentioned earlier that the cost ratio for H2 alone 
will be 37%, which is a 6% improvement from 43% in H1.The main 
reason was, as I mentioned earlier, from change in product mix. 

As I mentioned earlier, the relative increase in the ratio of Alesion
sales, and Diquas, will contribute to our achievement of the initial 
earnings forecast.

In this respect, the contribution of these products compared to the 
previous year will also increase. In theory, the cost ratio, which has 
been slightly high since Q3 of last year, can be brought down.
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One-time expenses, or CMO-related expenses, totaled 
approximately JPY1.2 billion over H1, but in theory this is a one-
time expense and is not expected to continue in the next fiscal year 
or thereafter.

However, this is slightly tied to the CMO and its commitment to the 
volume of purchases, and to a certain number, so depending on the 
volume of purchases, it may continue into the next fiscal year. We 
are aware that this is an issue to be considered in the future, 
including the terms and conditions of the contract with the other 
party. Thank you.

.
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Q2-1-2:
In short, H2 does not include any new initiatives, just the usual 
product mix, and next year, other productivity improvements will be 
added, is that correct?

A2-1-2:
Koshiji: Yes. However, although we are making self-initiated efforts 
on a daily basis within the Company, the effect on cost to sales 
ratio is 1%, which is equivalent to JPY2.8 billion, so we perceive 
only this would not meet the overall level of cost cut effect.  We are 
now considering how to make it a little larger and how to influence 
the percentages. Thank you.
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Q2-2:
Regarding SG&A expenses, there are some low-hanging fruit, such 
as organization of staff in America. Also, I have always wondered 
about the JPY12 billion in professional fees and commissions for 
the fiscal year ended March 2022. I think that this could easily be 
cut by JPY2.0 billion to JPY3.0 billion.

A2-2:
Koshiji: In that respect, not all of the fees and commissions can be 
reduced, but we recognize that there is much room for review. As a 
result, a certain percentage of the JPY6.0 billion to JPY8.0 billion 
that the CEO just explained will be accounted for by such fees and 
commissions.

.
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Q & A 2

Q2-3:
Okay. Lastly, I was wondering if you could give me just a hint about 
the growth pillars mentioned here. I think DE-127 will probably be 
included, but other than that, what else is your company currently 
focusing on?I was thinking that Catioprost is the biggest one. Are 
there any others? Also, would PRESERFLO MicroShunt be 
another? Maybe you can give us some hints as to what kind of 
things would go into the growth pillars now. Thank you.

A2-3:
Ito: From the viewpoint of development products, I think there are 
two areas of particular promise: the atropine drug for myopia, 
which is currently under development, and new drugs for ptosis.

We believe that Catioprost has plenty of room for growth in Europe, 
and the PRESERFLO MicroShunt, which was launched in Japan a 
few months ago, has been very well received. As for products, I 
think that the myopia program and the ptosis program, for which no
drugs have been available so far, are very promising.  
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Q & A 3

Q3-1-1:
The first question is about the profit improvement you indicated on 
page 48.

Do you expect the improvement effect to include a decrease in 
R&D expenses as a result of the reevaluation of investments? If 
possible, could you please provide us with the approximate level of 
improvement of cost of sales, R&D, and SG&A expenses that you 
expect to achieve?

A3-1-1
Ito: Thank you. I think your question was about the extent to which 
R&D expenses are included in the structural reforms, but of course 
this does not mean that there is no R&D component in the 
structural reforms.
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On the other hand, when we talk about investment in development 
projects themselves, it has been difficult to make steady progress in 
all projects in the recent past, as we have not been able to 
generate a solid core operating profit.

We are hoping to allocate a portion of the expenses from the 
implementation of these profit improvements to investments to 
move forward with research and development projects. The amount 
of improvement in earnings shown here is based on the assumption 
that there will be a slight increase in investment in direct R&D 
projects. Thank you.

.
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Q & A 3

Q3-1-2:
In other words, you are projecting this improvement effect as a 
gross effect of structural reforms rather than an increase in core 
operating profit by this amount on a net basis.

A3-1-2:
Ito: Yes, that's right.

Q3-2-1:
I understand. Thank you very much. Second, could you tell us your 
thoughts at this point on how to monetize Eybelis in the US?

A3-2-1:
Ito: I will answer that as well. Preparations are now underway in the 
US for the launch of this product. On the other hand, I believe that 
the resulting label makes it difficult to differentiate between this and 
conventional prostaglandins.
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Q & A 3

Therefore, as I mentioned earlier about turning around the US 
business and reducing the deficit, we are currently in the process of 
considering which products, in which segment, in what way, and 
with what resources are best suited to be invested, while laying out 
a number of options.

I hope to be able to discuss some more specifics at the next 
briefing.

Q3-2-2:
At this point, I guess you can't tell us when the product will actually 
go on sale or what immediate sales are forecast.

A3-2-2:
Ito: Indeed. I would appreciate it if you could give me a little more 
time, as I believe that sales will depend on market segment and the 
degree of resources invested in the project.
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Q & A 4

Q4-1:
First of all, I would like to ask you about the impairment loss in the 
US. What is the background of the decision that led to the 
impairment loss this time? I would like to know how you arrived at 
this decision based on the assumptions you made regarding the 
future sales and profit forecast.

In addition, I would like to know if there has been any change in 
your viewpoint, as you said in Q1 that you would like to aim for core 
operating profit of about 50.0 billion next year, even in light of the 
impairment loss this time. Thank you.

A4-1:
Ito: Mr. Koshiji will take your question.

Koshiji: First of all, regarding the impairment of Eyevance, we 
acquired Eyevance in FY2020. When we announced it in our 
current mid-term management plan, we said that in FY2025, we 
expected JPY24.0 billion in US sales and JPY13.0 billion in 
contribution profit.
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Q & A 4

Considering the Eyevance contribution, we were looking at sales of
about JPY12.0 billion, profit of JPY7.0 billion. As you know, we
were in the red last year, and we are still in the red this year, and
there is no prospect of monetization at present. As such, after
testing for impairment and re-projecting, we are unable to find a
projection that will allow us to reach JPY10.0 billion in sales in the
medium term, or to turn a profit in the long term in FY2025.

As a result of the impairment test based on the projection, we
concluded that the fair value of the asset was significantly lower
than the book value, and therefore, the asset had to be impaired.
Does that answer your question?

The second point is that the above is related to impairment. We are
aiming for JPY50.0 billion in core operating profit next year, which
in percentage terms is roughly a double-digit increase from the
current year's core operating profit forecast.
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Q & A 4

As the CEO explained earlier, based on the current JPY45.5 billion, 
we are looking at JPY6.0 billion to JPY8.0 billion improvement. 
Considering the effect of this profit improvement, even if we have to 
make a small change, we are aware that we are looking at a level 
of JPY50.0 billion. We are not yet at this stage in the budget 
formulation and compilation process, but that is the way we see it. 
Thank you.

Q4-2:
Thank you very much. Second, I would like to know about the 
domestic business. When you raised the forecast for Diquas, I think 
you probably included the contribution of LX. I wonder what kind of 
market penetration you are assuming when the LX formulation is 
released. Also, I would like to ask for your comments on the next 
fiscal year and beyond. Can we expect sustainable growth with the 
emergence of this LX formulation, even though generic competition 
and the like are inherently conceivable? Thank you.
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Q & A 4

A4-2:
Ito: Thank you. As for Diquas LX, we believe that the results of the 
clinical trials and development were truly excellent. Naturally, there 
are risks involved, so we always consider a certain range, but I 
believe that we were able to complete the clinical trial with results 
that were almost at the highest level of achievement.

I believe that the value of this product to patients was fully reflected 
in the comments received during the approval review process. 
Some new mechanisms of action were described in the package 
insert.
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Q & A 4

The existing product Diquas, which has been on the market for 
some time now, has become so large that its sales have already 
exceeded JPY15.0 billion once and it has received a re-calculation 
of the NHI drug price. On the other hand, if we look at the 
percentage of patients with dry eye, less than 30% are receiving 
this treatment. The reason why only 30% of the patients use this 
product is because of the high frequency of eye drop administration, 
or because of the irritation. This LX formulation addresses both of 
those points.

Therefore, I don't want to sound biased, but I am quite confident. 
Originally, we had not factored that much into our annual sales plan, 
so we are expecting a considerable upward revision to our original 
plan. I hope this has answered your question.
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Q & A 5

Q5-1:
I have heard that you are reviewing this strategy, but in September, 
you announced the transition to a new system. At that time, I think 
you also publicly announced that you would review your growth 
strategy. I think the progress towards a new mid-term plan will 
probably come out at the end of January or beginning of February, 
since this is when the Q3 financial results are announced. However, 
it seems to me that the time frame is a little long. How will this time 
be used?

If you are talking about management restructuring, the sooner you 
let the outside world know about it, the better it will be, including for 
employee motivation. What do you think about the time frame and 
how you are planning this schedule? What are your thoughts during 
this time?

I think you already have a lot of the parts, so I'm wondering if you 
are just going to combine them or if there will be some internal 
adjustments.
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Q & A 5

A5-1:
Ito: Thank you. I would like to say that we are very sorry if we have 
created any misunderstanding that we would be announcing more 
specific growth strategies in today's session.

As I explained today, I believe that no matter what strategy is 
adopted, the first step must be to build a solid profit structure on a 
firm footing, and I have been working on this as my first priority 
since taking my current position in September.

However, on the other hand, we are not saying that we will start 
discussing growth strategies from here. Of course, we have been 
considering this process up to this point as well as during the 
process itself. We have come up with several options and are now 
discussing the necessary discussions internally.

As you have just pointed out, we believe that the best way to 
achieve this is to combine the various structural reforms and growth 
strategies into a neat set for discussion, but in the two months that
we have been here, this is the where we have reached.
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Q & A 5

Q5-2-1:
Okay. This wasn't mentioned today, but I'd like to know how you 
view the competition with Eylea from Vabysmo.

Also, this is often talked about, but the Regeneron Eylea is at a 
high concentration. Considering the future of Eylea, I think this is 
probably the best way to cooperate with Santen, but can you say 
anything about the status of the Company's negotiations? Are they 
in progress?

A5-2-1:
Ito: Thank you. The name of another company's product, Vabysmo, 
has been mentioned. Naturally, we were well aware from the 
planning stage at the beginning of the year that competing products 
would enter the market in May of this year. How much erosion will 
occur at that stage? To be more specific, we have factored into our 
plan what share of the VEGF market our competitor's products will 
take. 
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Q & A 5

Our understanding is that the current situation is a little lower than 
we had expected, and that we have been able to produce the 
results of our thorough consideration. That is one thing.

As for the higher concentration of Eylea, the 8 mg formulation, 
Regeneron and others have already reported the results of global 
clinical trials, and we have naturally heard about them and believe 
that the results are excellent. I may have mentioned this before, but 
basically, we are the ones who will be selling these products. Thank 
you.

Q5-2-2:
Is that confirmed?

A5-2-2:
Ito: That's what the contract says.
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Q & A 5

Q5-2-3:
Is it correct to say that it is finalized, not AG?

A5-2-3:
Ito: Yes. AG too. This one will also be cooperated with Santen. Of 
course, not all the details of the contract are in place, but the main 
points of the contract are established.
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Q & A 6

Q6-1:
I would like to ask you to explain again what will change now that 
Mr. Ito has assumed the position of president.

I would like to ask how Mr. Ito is trying to change the Company now, 
considering two major impairments in a short period of time, and 
that he was involved in the decision-making process previously as 
a director. Please explain again what we, as investors and capital 
market people, should expect from your company now. Thank you.

A6-1:
Ito: Thank you. As to your question about what will change, you 
mentioned impairment. I would like to explain a little about what I 
think about this. As I reflect on this, I also regret that my judgment 
on various investment opportunities was a bit poor in terms of risk 
assessment.
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Q & A 6

I have to admit that I was a little lacking in rigor and didn't 
sufficiently scrutinize what kind of market size the deal really was, if 
it was a product introduction deal, for example, and what kind of 
figures we could really achieve. I regret that. We will do our best to 
avoid such a situation in the future.

I don't know if this will answer your question about what would 
change, but, for example, we have been asked earlier about our 
Diquas LX product. The patent for the formulation of Diquas itself 
will continue for the time being. Next year, the patent for its use will 
expire. Such a thing can be expected years in advance, unless, for 
example, the next level of improved products are developed at that 
time. The kinds of things to think about are what kind of products 
should be developed, what kind of things are necessary and at 
what time, in view of the reality of the current dry eye disease 
among today's patients and consumers.
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Q & A 6

In addition, we will be launching Diquas LX at the end of November, 
and we are also facing a major issue in dry eye treatment today: 
patients have difficulty in understanding the disease. Even though it 
is a chronic disease, it is treated only in the short term. We will also 
combine this with a completely different dry eye treatment support 
system, which is a simple digital technology that will support 
doctors in communicating this information during their daily 
treatment time.

As for the Japanese business, we have been trying to achieve solid 
growth in sales, rather than increasing costs and personnel, as has 
been the case in the past.

As I said at the beginning of this presentation, we have been 
working on various initiatives, and results have been mixed. I 
believe that we are good at making a clear distinction between 
these things, reassembling the various elements, and linking them 
to the results. We would like to continue conducting this form of 
analysis, making sure that the results obtained from past efforts will
lead to the next concrete numerical results.
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Q & A 6

I'm not sure if that answers your question, but in the context of your 
question, I think these are important points to address.

Q6-2:
Thank you very much. Corporate and shareholder value have been 
stagnant for quite some time. Although you have been buying back 
many of your own shares, I would like to know what you think about 
the current situation.

A6-2:
Ito: Thank you. One reason, as I mentioned earlier, is that we have 
not been able to achieve solid results in our business, as 
represented by our core operating profit. Recently, what we have 
worked on has not necessarily always resulted in success. I will 
take this seriously and work to achieve solid results that are more 
consistent than our recent results.
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Q & A 6

Q6-3:
Thank you very much. The value of what you are doing as a 
company is recognized by the capital markets as very valuable. You 
have a good business that solves social issues, so I hope that you 
will become a company that is well accepted in the capital markets. 
That's all from me. Thank you very much.

A6-3:
Ito: Thank you.

.
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Appendix

Q2 FY2022 Financial Results
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Steady progress exceeding expectations. Impact from NHI price cuts 
offset by core products

Q2 FY2022: Region review (Japan)

FY2022
Forecast

(Revenue)

FY2020

173.6

70.0

FY2021

66.2

169.1 173.5
156.0

-0.1%

Revenue Contribution profit

Highlights

FY2022 Outlook

• Market penetration of core products mitigates NHI 
price reduction (mid -4% o/w -20% for Alesion) 
Eybelis +JPY0.3bil., Diquas +0.12bil. YoY

• Contribution from OTC key products, +0.28bil. YoY
• Received approval for Diquas LX. Preparation for 

launch ongoing

• Core products competitive landscape: No major 
change

• Alesion: Certain level of volatility from airborne 
pollen volume and dispersal timing  

• Diquas LX: Launch in Q3 expected

（46%） （48%） （46%）

(JPY billions)

Revised

Original

Full year

Q2

Revenue
vs Full year

Q2
FY2021

Q2
FY2020

Q2
FY2022

79.377.9

30.4

82.8

29.9 29.4

-4.2%
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Recovery trend, but impact from strict COVID-19 measures expected to 
continue until Q4

Q2 FY2022: Region review (China)

FY2020

35.0

FY2021

27.2

FY2022
Forecast

(Revenue)

27.0
23.3

9.7 11.6

-0.7%

Revenue Contribution profit

Highlights

FY2022 Outlook

• Recovery trend 
(JPY QTD basis YoY Q1: -44%, Q2: -16%)

• Market penetration progressing for strategic core 
products (Tapros and Diquas)  

• Need time till Q4 for market to fully recover, 
centered on infection and dry eye products, which 
consist large sales proportion. Revenue outlook 
revised to the same level of FY2021 (incl. FX 
impact) 

(JPY billions)

（55%） （52%） （37%）

Revised

Original

Full year

Q2

Q2FY2021
Actual

Q2FY2022
Actual

FY2021
Actual

FY2022
Revised 
forecast

FY2022
Original
forecast

CNY 17.05 19.84 17.55 20.00 19.00

FX rate (JPY)

Revenue
vs Full year

Q2
FY2020

Q2
FY2021

Q2
FY2022

12.8

6.5

14.0

6.3

10.0

2.8

-29.0%
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Growth trajectory exceeding expectations led by glaucoma and dry eye in 
key markets. 

Q2 FY2022: Region review (Asia)

FY2022
Forecast

(Revenue)

FY2021FY2020

8.3

17.2

6.9

19.8
23.5 23.0

+18.6%

Revenue Contribution profit

Highlights

FY2022 Outlook

• Korea: JPY +1.1bil. (+21%), YoY
Core products in glaucoma and dry eye led sales 

• Double-digit growth in other key markets
(Taiwan: +0.28bil. Thailand: +0.28bil. 
Vietnam: +0.24bil. Philippines:+0.18bil.)

• Growth trend expected to continue subject to 
evolution of competitive landscape with GEs in key 
markets. Need to monitor changes in external 
environment

（53%） （46%） （49%）

(JPY billions)

Revised

Original

Full year

Q2

Revenue
vs Full year

9.1

Q2
FY2020

Q2
FY2022

Q2
FY2021

4.4

9.2

3.5

11.6

5.0

+27.9%
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Exceeding expectations, primarily driven by glaucoma core products
Q2 FY2022: Region review (EMEA)

FY2022
Forecast

(Revenue)

52.5

FY2020 FY2021

14.3

37.9

11.4

42.9 45.5

+22.4%

Revenue Contribution profit

Highlights

FY2022 Outlook

• Western key countries led growth.
(Italy +JPY0.59bil. Germany +0.50bil. UK +0.34bil.)
Russia: +0.82bil, mainly from FX impact, slight 
impact from political situation

• Glaucoma: Cosopt +0.82bil. Tapros +0.51bil.
Tapcom +0.56bil. PRESERFLO MicroShunt
+0.39bil. YoY

• Despite Tapros LoE approaching, expect stable 
growth trajectory driven by glaucoma/dry eye 
products

（49%） （50%） （50%）

(JPY billions)

Full year

Q2

Revised

Original

Q2FY2021
Actual

Q2FY2022
Actual

FY2021
Actual

FY2022
Revised 
forecast

FY2022
Original
forecast

EUR 131.14 138.61 130.75 140.00 135.00

FX rate (JPY)

Revenue
vs Full year

Q2
FY2022

Q2
FY2021

9.7

Q2
FY2020

18.4

6.4

21.2

7.7

26.1

+22.9%
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On a recovery path vs Q1 with FX tailwind on sales
Q2 FY2022: Region review (Americas)

FY2020 FY2021 FY2022
Forecast

(Revenue)

2.0

-2.6

2.7

-4.4

3.5
4.5

+28.9%

Contribution profitRevenue

Highlights

FY2022 Outlook

• Eyevance: Back-orders issues resolved, on 
recovery momentum led by Tobradex ST and 
Flarex

• Verkazia: Medicaid reimbursement procedure 
completed. Fully fledged sales momentum 
expected Feb-May 2023, given seasonal trend

• Course shift in business operations to 
minimize loss

（29%） （61%） （57%）

Full year

Q2

(JPY billions)

Revised
Original

Q2FY2021
Actual

Q2FY2022
Actual

FY2021
Actual

FY2022
Revised 
forecast

FY2022
Original
forecast

USD 110.09 133.46 112.57 140.00 125.00

FX rate (JPY)

Revenue
vs Full year

Q2
FY2020

Q2
FY2021

-2.3

Q2
FY2022

1.7

0.6

-0.5

-1.6

2.0

+19.4%
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137.7

116.6

69.1

103.1

309.4
(73%)

460.0

95.8
71.083.0

130.2

100.3

426.6

46.2

146.4

426.6

460.0

336.8
(73%)

27.3

219.7
230.6

206.8229.4

March 31, 2022

(JPY billions)

Appropriate balance between financial health & assets increase from 
investments. Aim for ROE improvement through capital turnover

Q2 FY2022 financial position

FY19

22.7

48.9

55.9

54.5 63.0

FY17

54.3

22.3

FY18

10.3

83.1

127.5

22.1

24.5

69.3

12.7

FY20

40.9

13.7

106.5

FY21 FY22Q2

41.2

39.6

7.2

131.1
117.6

115.5

88.0

Development, 
manufacturing 
and sales rights

In process R&D

Goodwill

46％
44％ 38％

34％ 35％

28％

4.2

FY18FY17

5.2

FY19 FY20 FY21 FY22
FCST

6.7 7.0

9.9 10.7 9.7 9.3

September 30, 2022

Intangible
assets

Other non-
current assets

Other current 
assets

Cash and cash 
equivalents

Equity

Non-current
liability

Current liability

Non-
current 
assets Non-

current 
assets

Current 
assets Current 

assets

Status of intangible assets related to products and goodwill

Ratio to net assets

(JPY billions)

Status of intangible asset amortization related to products
(JPY billions)

Eyevance
impairment
loss︓29.7
Development, 
manufacturing 
and sales rights: 22.3
Goodwill: 7.4

68

235 223 227 221 269 128

554 545 489 831
522 648

563 543 559
103

245 269

53%
46% 44%

38%
34%

33%

‐5%

5%

15%

25%

35%

45%

55%

0

200

400

600

800

1,000

1,200

1,400

FY16 FY17 FY18 FY19 FY20 FY21H1
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Cash flow
Q2 FY2022

70.8

39.9
46.0

69.1

3.7

38.8

-53.4

-12.7
-5.2

83.0

-1.4

91.4

-16.7

2.7

18.3

62.9

-35.2

5.6

-18.8 -16.1

2.7

-28.5
+20.1 -13.9

+20.6

Operating CF

FX impact

Cash balance

Investing CF

Financing CF 
(dividends paid)

(-10.4) (-11.2)

Mar 31, 2019 Mar 31, 2021 Mar 31, 2022Mar 31, 2020 Sep 30, 2022

(-12.0)

(-6.4)

( *Acquisition of treasury 
shares ︓-13.0)

End FY End Q2

(JPY billions)
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Foreign exchange rate assumptions and sensitivities

（JPY billions）

（JPY）

Total* USD EUR CNY

Revenue +1.0 +0.04 +0.46 +0.27

Core OP +0.1 -0.17 +0.06 +0.07

OP (IFRS) +0.0 -0.19 +0.05 +0.06

Sensitivities
Impact of a 1% depreciation of the yen
(vs FY2022 revised forecast rate)

*Total: impacts from USD, EUR, CNY and other major currencies (rounding to nearest 100 million) 

Total

Revenue +4.8

Core OP -0.5

OP (IFRS) -6.1

FX impact on Q2 (vs FY2021)

FX rate

（JPY billions）

Q2FY2021
Actual

Q2FY2022
Actual

Q2FY2022
Original 
forecast

Q2FY2022 
Actual vs FY 

Original 
forecast

FY2022
Forecast
(Revised)

USD 110.09 133.46 125.00 106.8% 140.00

EUR 131.14 138.61 135.00 102.7% 140.00

CNY 17.05 19.84 19.00 104.4% 20.00
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Q2 FY2022 revenue by region (YTD) 

(JPY billions)
Q2 FY2021

(Ref.)
Q2 FY2022

EYLEA*1 36.5 35.8

Cosopt 10.8 11.5

Tapros 9.2 9.4

Other 72.3 72.2

Total 128.8 128.9

Asia EMEA

(JPY billions)
Q2 FY2021

(Ref.)
Q2 FY2022

EYLEA*1 36.5 35.8

Alesion*2

(Incl. Alesion LX)
9.5 7.9

Diquas 6.7 6.8

Other 30.1 28.8

Total 82.8 79.3

(JPY billions)
Q2 FY2021

(Ref.)
Q2 FY2022

Hyalein 4.2 2.6

Cravit 4.4 2.6

Diquas 1.7 1.6

Other 3.7 3.1

Total 14.0 10.0

(JPY billions)
Q2 FY2021

(Ref.)
Q2 FY2022

Cosopt 2.5 2.9

Hyalein 0.8 1.4

Tapros 1.0 1.1

Other 4.8 6.1

Total 9.1 11.6

(JPY billions)
Q2 FY2021

(Ref.)
Q2 FY2022

Cosopt 5.3 6.1

Tapros 3.3 3.9

Ikervis 2.5 2.9

Other 10.2 13.3

Total 21.2 26.1

Consolidated Japan China

Revenue in each region (Q2 FY2022)

*1EYLEA: Co-promoted product of Bayer Yakuhin, Ltd. (MAH) *2 Alesion: Trademark of alliance partner, Nippon Boehringer Ingelheim

54% 11%
11%

13%
5%

Taiwan

Asia

Thailand OthersPhilippinesVietnamKorea

6%

15% 12% 10% 9% 47%EMEA

UK OthersFinlandRussiaGermanyItaly

6%

28%

26%
19%

7%

15%

5%

Intravitreal VEGF inhibitor Allergy OthersGlaucoma/Device Dry eye Bacterial conjunctivitis

61% 20% 9%
8%

2%

China Americas

Total

AsiaEMEAJapan

45%

15%

12%

10%

16%

2%
42%

31%

21%

4% 1%

44%

29%

12%

14%1%

61%
23%

9%

4%
3%

Q2 FY2022 Q2 FY2022 Q2 FY2022

Q2 FY2022 Q2 FY2022
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Remain No.1 for overall market and all segments
Prescription Ophthalmic Market in Japan (Oct. 2021 - Sep. 2022)

Glaucoma: JPY96.5bil Retinal disorders*: JPY120.3bil

Corneal / dry eye: JPY42.3bil Allergy: JPY49.0bil Anti-infection: JPY7.3bil

30.7%

69.3%
Santen

Others

73.3%

26.7%

SantenOthers
52.9%47.1%Others Santen

(+1.2pt)

(+1.5pt)

(+0.8pt)

57.8%
42.2%Others Santen

72.7%

27.3%
Santen

Others 30.2%

69.8%

Santen
Others

(+0.3pt)

(+1.9pt)

(-2.3pt)

Segment: Market size
Graph: Market share (change from last year)

Total: JPY365.2bil

*Including co-promoted product (Anti-VEGF EYLEA) of Bayer Yakuhin, Ltd. (MAH) Source: Copyright © 2022 IQVIA. JPM 2020.10-2022.9; Santen analysis based on IQVIA data. Reprinted with permission.
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Current status of global development (1)

*1 Only projects where the study protocols were approved in-house are shown, *2  World wide

As of October 2022
Updated information is in blue

Indication Generic Name
Contractual 

territory
Dev. Code Development Status*1

Glaucoma

Omidenepag
isopropyl

EYBELIS / OMLONTI

WW*2 STN1011700
DE-117

US
Approved in September 2022
Plan: FY2022 launch

Japan Launched

Asia Launched

Sepetaprost WW
STN1012600

DE-126

US P2 (met primary endpoint)

Japan
Started P3 in August 2022
Plan: FY2023 P3 completion

Europe
P2 (exploratory study)
Plan: FY2022 P2 (exploratory study) completion

Implant device
PRESERFLO MicroShunt

WW
(In-house)

*Excl. Americas, 
Australia, New 

Zealand

STN2000100
DE-128

Japan Launched (soft launch)

Europe Launched

Asia
Approved
Plan: FY2022 launch

Netarsudil mesilate
Rhopressa®/Rhokiinsa®

Japan, China
Asia, Europe

STN1013900
AR-13324

Japan
P3 
Plan: FY2024 P3 completion

Europe
Approved 
Plan: FY2022 launch

Asia
Filed
Plan: FY2023 approval
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Indication Generic Name
Contractual 

territory
Dev. Code Development Status

Glaucoma

Netarsudil mesilate
/latanoprost

(combination)
Rocklatan®/Roclanda®

Japan, China
Asia, Europe

STN1014000
PG-324

Europe
Approved
Plan: FY2022 launch

Asia
Filed
Plan: FY2023 approval

Myopia

Atropine sulfate

Japan, China
Asia

STN1012700
DE-127

Japan
P2/3
Plan: FY2023 P2/3 completion

China
P2/3
Plan: FY2025 P2/3 completion

Asia P2 (met primary endpoint)

EMEA
STN1012701

SYD-101
Europe

P3 (conducted by Sydnexis Inc.)
Plan: FY2024 P3 completion

AFDX0250BS WW STN1013400
Japan P1 (confirmed safety and tolerability)

China Plan: FY2023 P1 start

Presbyopia
Ursodeoxycholic

acid
WW

(In-house)
STN1013600

US Plan: FY2022 P2a start

Japan P1 (confirmed safety and tolerability)

Current status of global development (2) As of October 2022
Updated information is in blue
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Indication Generic Name
Contractual 

territory
Dev. Code Development Status

Ptosis
Oxymetazoline 
hydrochloride

Japan, China
Asia, EMEA

Canada

STN1013800
RVL-1201

Japan
P3 started in October 2022
Plan: FY2024 P3 completion

China Plan: FY2023 P3 start

Asia Plan: FY2022 Filing

Retinitis 
pigmentosa jCell

Japan, China
Asia, Europe STN6000100 -

P2 safety study  (US, conducted by jCyte, Plan to 
complete in FY2022). Considering P3 plan

Allergic 
conjunctivitis

Epinastine HCl 
(Ophthalmic cream)

Japan STN1011402 Japan
P3 (met primary endpoints)
Plan: FY2022 filing

Vernal 
keratoconjunc-

tivitis

Ciclosporin
Verkazia

WW
(In-house)

STN1007603
DE-076C

US Launched

China
Approved
Plan: FY2022 launch

Dry eye

Diquafosol sodium
(long-lasting)

Diquas LX

Japan, China
Asia, Europe

STN1008903
DE-089C

Japan
Approved
Plan: FY2022 launch

Olodaterol
hydrochloride 

WW STN1014100 Japan Plan: FY2022 P1/2a start

Current status of global development (3) As of October 2022
Updated information is in blue
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Current status of global development (4)

Indication Generic Name
Contractual 

territory
Dev. Code Development Status

Fuchs 
endothelial 

corneal 
dystrophy

Sirolimus
(eye drop)

―*1 STN1010904*1
US

France
India

P2a
Plan: FY2024 P2a completion

Meibomian 
gland 

dysfunction

Sirolimus
(eye drop)

WW
(In-house)

STN1010905 Japan

P2a (not meet primary/secondary endpoints. But
observed efficacy on some exploratory endpoints
and detailed analysis in progress)

Plan: FY2022 P2a completion

Glaucoma

Tafluprost /
timolol maleate
(combination)

TAPCOM / TAPTIQOM

Japan, China
Asia, Europe

STN1011101
DE-111A

China
P3
Plan: FY2023 P3 completion

Latanoprost WW
(In-house)

STN1013001
DE-130A
Catioprost

Europe
Filed in September 2022
Plan: FY2023 approval

Asia P3 (met primary endpoint)

As of October 2022
Updated information is in blue

*1 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 the completion of 
Phase II trial.
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Ensure all-day comfort for patients, 
advancing the concept of proactive treatment

STN1011402: epinastine HCl  (ophthalmic cream)

1time/day

STN1011402

2times/day

Alesion LX

4times/day

Alesion
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Demonstrated same changes level as 0.1% epinastine ophthalmic solution 
on open-label long-term trial (P3)

STN1011402: epinastine HCl  (ophthalmic cream)

Efficacy on ocular itching Efficacy on palpebral conjunctival hyperemia Efficacy on bulbar conjunctival hyperemia
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 Both arms demonstrated changes on the same level at all visits on these scores 

(Day) 8 15 29 43 57 8 15 29 43 57 8 15 29 43 57
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Level of allergy symptoms (scoring)
STN1011402: epinastine HCl  (ophthalmic cream)

Objective
symptoms

Score Evaluation of the Level

Ocular 
itching 

0 None

1 Intermittent itching

2 Continuous itching

3 Severe itching with desire to scratch 
(however, it should not interfere with the 
subjectʼs daily work)

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

Objective
symptoms

Score Evaluation of the Level

Bulbar 
conjunctival 
hyperemia

0 None

1 Dilation of several vessels

2 Dilation of many vessels

3 Vasodilatation of all vessels, making it 
difficult to see the whites of the eyes

Palpebral 
conjunctival 
hyperemia

0 None

1 Dilation of several vessels

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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Pivotal trial (P3) protocol
STN1011402: epinastine HCl  (ophthalmic cream)

Randomization
IC

≧7days

Treatment period

Day1 Day2

≧14days

Screening period

C
A

C

C
A

C

C
A

C

24 hr.

One eyelid: 0.5% STN1011402
Fellow eyelid: Placebo
Single application, 30mg, 30 subjects

Designed as Conjunctival Allergen Challenge (CAC) study
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Open-label long-term trial (P3) protocol
STN1011402: epinastine HCl  (ophthalmic cream)

Treatment period

8weeks

Randomization

Informed
consent

0.5% STN1011402
Once daily, 30mg, both eyelid
N=120

(Reference arm)
0.1% epinastine ophthalmic solution
Twice daily, 1 drop, both eye
N=60
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Aim to provide a new dry eye treatment option worldwide
STN1014100（olodaterol hydrochloride）

Developing
product

• Olodaterol eye drop
• Once- or twice- daily dosing
• Strong and long-lasting tear secretion by β2 stimulation

Dry eye

• Considerable reduction in the patient’s quality of life
• Prevalence

Japan: 12.5% of men and 21.6% of women over 40 years old*1

Overseas: 8.7〜30.1%*2

• Current treatment issues
Low drug adherence due to frequent dosing*3

Patients not satisfied with drug efficacy*4, 5

Low continuous rate due to side effects*5

 Potential to be a highly competitive treatment option that addresses unmet needs

 Global development is planned after obtaining the POC*6 in P1/2a trial in Japan

*1 Uchino et al. Ophthalmology 2011;118(12):2361-7. *2 Stapleton et al. Ocul Surf. 2017;15(3):334-365. *3 Uchino et al. J Clin Med. 2022;11(2):367. *4 Uchino et al. J Clin Med. 2019;28(8):1120.  *5: Dunn et al. 
Am J Manag Care. 2021;27(2):S23-32. *6 Proof of Concept
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