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PRESS RELEASE NgL‘

November 24, 2022

SNBL’s Comments on Results from Clinical Phase 3 Studies of STS101,
an Investigational Migraine Drug Candidate, Announced by
Satsuma Pharmaceuticals, Inc., a Key Investee of SNBL

TOKYO and KAGOSHIMA, Japan, November 24, 2022 — SNBL (TSE:2395) today made an
announcement as follows: Satsuma Pharmaceuticals, Inc. (“Satsuma”, San Francisco, CA, U.S.A.), a
licensee of SNBL's nasal delivery platform technology, as well as a key investee of SNBL, is currently
developing a migraine drug in the U.S. (Development Code: STS101). Satsuma announced the
results of Phase 3 clinical studies for STS101, which are the long-term safety study (Study Name:
ASCEND) and the efficacy study (Study Name: SUMMIT), on September 20, 2022 and November 14,
2022, respectively. SNBL would like to comment and add supplementary explanations of these results
as well as the future NDA submission.

The ASCEND study, a multi-center and open-label Phase 3 study for STS101, was designed to assess
the tolerability and safety of STS101_5.2 mg in the acute treatment of migraine attacks over 6 and 12
months, in more than 450 subjects. The primary endpoint was to evaluate the tolerability and safety
of STS101_5.2 mg, and the secondary endpoint was to evaluate the efficacy of STS101_5.2 mg. In
the ASCEND study, which incorporated an improved second-generation nasal delivery device, a total
of more than 6,900 doses of STS101 were administered to more than 340 subjects. As for the results
of the ASCEND study*!, although mild and transient treatment-emergent nasal adverse events of
STS101_5.2 mg were reported, STS101_5.2 mg was well tolerated and safe for long-term use. In
addition, favorable efficacy results from the 172 subjects such as freedom from pain (Pain Free) by 2
hours post-treatment was achieved in 34.2% of all treated attacks, and freedom from most-
bothersome-symptoms (MBS Free) from among photophobia, phonophobia and nausea by 2 hours
post-treatment was achieved in 53.4% of all treated attacks.

The SUMMIT study, a randomized, double-blind, placebo-controlled study for STS101, was designed
to assess the efficacy of a single dose of STS101_5.2 mg (incorporated the second-generation nasal
delivery device) in the acute treatment of migraine in more than 1,400 subjects. In accordance with
the U.S. Food and Drug Administration's (FDA) Guidance for the Development of Drugs for the
Treatment of Acute Migraine™, the co-primary endpoints for STS101_5.2 mg, Pain Free and MBS
Free at 2 hours post-dose, were statistically evaluated in comparison with placebo. In addition, based
on the guidance, secondary endpoints including Pain Relief at 2 hours post-dose and the requirement
for other migraine rescue medications at 24 and 48 hours post-dose were also statistically compared
with placebo. The results of the SUMMIT study™ are shown in Figures 1 to 3 for the two primary
endpoints of Pain Free and MBS Free at 2 hours post-dose, and in Figure 4 for the secondary endpoint
of Pain Relief at 2 hours post-dose. As shown in Figure 1, Pain Free and MBS Free at 2 hours post-
dose for STS101_5.2 mg did not have statistically significant differences from those for placebo. One
of the reasons for this result may be the high response rate in the placebo group (17.5% Pain Free



and 32.9% MBS Free). In phase 3 efficacy studies of other drugs for acute treatment of migraine (oral
drugs), the response rates for placebo of Pain Free at 2 hours post-dose were reported to be 11.8 to
14.3%*5, which is relatively lower than that of the SUMMIT study. Our assumption is that STS101 may
have increased the expectation of the subjects, resulting in a relatively higher response for placebo
during the earlier period after administration. On the other hand, as shown in Figure 2 and 3,
STS101_5.2 mg demonstrated statistically significant effect on both Pain Free and MBS Free at 3
hours post-dose and at all subsequent timepoints versus placebo. The results show that STS101_5.2
mg enables consistent and long lasting Pain Free and MBS Free. Additionally, as shown in Figure 4,
the effect of STS101_5.2mg on Pain Relief, one of the secondary endpoints, was statistically
significantly higher than that of placebo at 2 hours after administration, indicating that STS101_5.2mg
enables relief from pain even in the early post-administration period. Furthermore, the effect of
STS101_5.2 mg was statistically superior to placebo regarding the proportion of subjects requiring
rescue medications to control migraine symptoms within 48 hours post-dose, showing that
STS101_5.2 mg can reliably reduce migraine symptoms for a long time without additional rescue
medications. Therefore, although the co-primary endpoints were not achieved in the SUMMIT study,
STS101 did reliably and consistently improve migraine symptoms for a long period of time without
recurrence.

In a press release dated November 14, 2022, Satsuma explained that based on their interactions to
date with the FDA, the results from the STS101 Phase 1 pharmacokinetic and ASCEND studies will
support the NDA filing and marketing approval for STS101.

Dr. Ryoichi Nagata, Chairman and President of SNBL, stated, "The ASCEND study demonstrated a
favorable safety and tolerability profile for STS101 and the SUMMIT study demonstrated statistically
significant effects on both freedom-from-pain (Pain Free) and freedom-from-most bothersome
symptom (MBS Free) from 3 hours to 48 hours post-dose, versus placebo. Based on the results of
these clinical studies, which have yielded a vast amount of valuable data, we are confident that
STS101 will contribute to improving the quality of life of patients better than existing migraine drugs.
SNBL's mission is "to support drug discovery and the advancement of medical technology to relieve
human suffering. We strongly hope that STS101 will reach migraine patients as soon as possible."
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Figure 1. SUMMIT Trial Results™: Pain Free and MBS Free 2 hours post dose
(STS101_5.2 mg vs. Placebo)
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Figure 2. SUMMIT Trial Results™: Pain Freedom Overtime
(STS101_5.2 mg vs. Placebo)
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Figure 3. SUMMIT Trial Results’>: MBS Freedom Overtime
(STS101_5.2 mg vs. Placebo)
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Figure 4. SUMMIT Trial Results™: Pain Relief Overtime

(STS101_5.2 mg vs. Placebo)




About Satsuma Pharmaceuticals:

Satsuma Pharmaceuticals, Inc. (San Francisco, CA, U.S.A.) (NASDAQ: STSA) was established in
June 2016 with the purpose of globally expanding the TR business of SNBL by developing migraine
therapeutics consisting of dihydroergotamine (“DHE”) and SNBL'’s nasal delivery platform technology,
STS101.

*1: Satsuma’s Press Release, Sep 20, 2022. (https://investors.satsumarx.com/2022-09-20-Satsuma-

Pharmaceuticals-Announces-Positive-Results-from-the-Ongoing-STS101-ASCEND-Phase-3-Open-

label,-Long-term-Safety-Trial)

*2: Migraine: Developing Drugs for Acute Treatment. Guidance for Industry. FDA, February 2018.

*3: Statistical significance is a determination about the null hypothesis, which suggests that the results
are due to chance alone.

*4: Satsuma’s Presentation Material for SUMMIT Phase 3 Efficacy Trial Topline Results Confe
rence Call, Nov. 14, 2022. (https://investors.satsumarx.com/download/Satsuma+SUMMIT+results
+Nov.+14%2C+2022.pdf)

*5: US clinical efficacy phase 3 results for Ubrogepant and Rimegepant for acute treatment of

migraine.

About SNBL

Shin Nippon Biomedical Laboratories, Ltd. (“SNBL”) (TSE:2395) is a listed nonclinical contract
research organization (CRO) that was founded in Kagoshima, Japan, in 1957. Based on its corporate
philosophy of “We are a company that values the environment, life, and people”, and with a proven
record of accomplishment as the oldest and established CRO in Japan, SNBL is proud to be the only
company in Japan that can provide a comprehensive portfolio of services and solutions for drug
discovery and development for pharmaceutical companies, biotech ventures, universities, and
research institutions both in Japan and overseas. The SNBL'’s Translational Research business has
engaged in drug discovery, with the focus on business development and out-licensing of its proprietary
intranasal drug delivery technologies and intranasal devices. SNBL also operates the Medipolis
business, making use of a large tract of land and forests it owns in Ibusuki-City in Kagoshima
prefecture, to promote the local economy and environmental conservation at the same time thorough
its power generation and hospitality businesses. The aim of the Medipolis business is to contribute to
people’s well-being, improved quality of life, and happiness. For further information, visit
https://www.snbl.co.jp.

Inquiries:

SHIN NIPPON BIOMEDICAL LABORATORIES, LTD.
IR & Corporate Communications

E-mail: ir@snbl.com

Website : https://www.snbl.co.jp/
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Important Notice
For the purposes of this notice, “press release” means this document, any oral presentation, any

question and answer session and any written or oral material discussed or distributed by SHIN
NIPPON BIOMEDICAL LABORATORIES, LTD. (“SNBL”) regarding this release. This press release
(including any oral briefing and any question-and-answer in connection with it) is not intended to,
and does not constitute, represent or form part of any offer, invitation or solicitation of any offer to
purchase, otherwise acquire, subscribe for, exchange, sell or otherwise dispose of, any securities
or the solicitation of any vote or approval in any jurisdiction. No shares or other securities are being
offered to the public by means of this press release. No offering of securities shall be made in the
United States except pursuant to registration under the U.S. Securities Act of 1933, as amended,
or an exemption therefrom. This press release is being given (together with any further information
which may be provided to the recipient) on the condition that it is for use by the recipient for
information purposes only (and not for the evaluation of any investment, acquisition, disposal or any
other transaction). Any failure to comply with these restrictions may constitute a violation of

applicable securities laws. The companies in which SNBL directly and indirectly owns investments
are separate entities. In this press release, “SNBL” is sometimes used for convenience where
references are made to SNBL and its subsidiaries in general. Likewise, the words “we”, “us” and
“our” are also used to refer to subsidiaries in general or to those who work for them. These
expressions are also used where no useful purpose is served by identifying the particular company

or companies.

Forward-Looking Statements
This press release and any materials distributed in connection with this press release may contain

forward-looking statements, beliefs or opinions regarding SNBL’s future business, future position
and results of operations, including estimates, forecasts, targets and plans for SNBL. Without
believes”,

, “plans’,

“hopes”, “continues”, “expects”, “aims”, “intends”, “ensures”, “will”, “may”, “should”, “would”, “could”
projects” or similar expressions or the negative thereof. These forward-

limitation, forward-looking statements often include words such as “targets
“anticipates”, “estimates”, *
looking statements are based on assumptions about many important factors, including the following,
which could cause actual results to differ materially from those expressed or implied by the forward-
looking statements: the economic circumstances surrounding SNBL's business, including general
economic conditions in Japan and the United States; competitive pressures and developments;
changes to applicable laws and regulations; challenges inherent in new product development,
including uncertainty of clinical success and decisions of regulatory authorities and the timing
thereof; uncertainty of commercial success for new and existing products; fluctuations in interest
and currency exchange rates; claims or concerns regarding the safety or efficacy of product
candidates; the impact of health crises such as the coronavirus pandemic on SNBL and its clients
and suppliers, including foreign governments in countries in which SNBL operates, or on other
facets of its business; the timing and impact of post-merger integration efforts with acquired
companies; the ability to divest assets that are not core to SNBL's operations and the timing of any
such divestment(s); and other factors identified in SNBL's most recent securities report (“Yuka-
Shoken Houkokusho”) and SNBL'’s other reports filed with the Financial Services Agency, available
on SNBL's website at: https://www.snbl.co.jp/ir/library/ or at https://disclosure.edinet-fsa.go.jp/.
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SNBL does not undertake to update any of the forward-looking statements contained in this press
release or any other forward-looking statements it may make, except as required by law or related
stock exchange rule. Past performance is not an indicator of future results and the results or
statements of SNBL in this press release may not be indicative of, and are not an estimate, forecast,
guarantee or projection of SNBL's future results.

Medical information

This press release contains information about product candidates that may not be available in all
countries, or may be available under different trademarks, for different indications, in different
dosages, or in different strengths. Nothing contained herein should be considered a solicitation,
promotion or advertisement for any prescription drugs including the ones under development.



