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Daiichi Sankyo Announces First Patients in Large-Scale, Multi-
National Phase 3 Clinical Programs for Mirogabalin

e Phase 3 Program Across Asia Includes REDUCER Study and NEUCOURSE Study to
Evaluate Investigational Mirogabalin for the Treatment of Diabetic Peripheral
Neuropathic Pain and Pain Associated with Postherpetic Neuralgia, Respectively

e Global Phase 3 ALDAY Program to Evaluate Investigational Mirogabalin for the
Treatment of Pain Associated with Fibromyalgia

Tokyo, Japan — (February 4, 2015) — Daiichi Sankyo Company, Limited (hereafter, Daiichi Sankyo)
today announced enrollment of the first patients in large-scale, multi-national clinical programs
evaluating the safety and efficacy of investigational mirogabalin (DS-5565), the first preferentially
selective alpha-2 delta ligand. The phase 3 clinical program across Asia includes the REDUCER (An
Asian, phase 3, multicenter, RandomizEd, Double-blind, placebo-controlled 14-week stUdy of DS-5565
in patients with diabetiC pEripheral neuRopathic pain followed by a 52-week open-label extension) study
and the NEUCOURSE (An AsiaN, phasE 3, muUltiCenter, randomized, dOUble-blind, placebo-
contRolled 14-week study of DS-5565 in patientS with postherpetic neuralgia followed by a 52-week
open-label Extension) study which will evaluate investigational mirogabalin for the treatment of diabetic
peripheral neuropathic pain (DPNP) and postherpetic neuralgia (PHN), respectively. The phase 3 global
ALDAY (A Randomized, Double-Blind, Placebo- and Active-Controlled Study of DS-5565 in Patients
with Pain Associated with Fibromyalgia) clinical program is ongoing and will evaluate mirogabalin for

the treatment of pain associated with fibromyalgia in three identical studies.

“Pain associated with the neurologic conditions of diabetic peripheral neuropathic pain, postherpetic
neuralgia and fibromyalgia can be debilitating,” said Lesley Arnold, MD, Professor of Psychiatry and
Behavioral Neuroscience and Director of the Women’s Health Research Program, University of
Cincinnati and lead investigator of the ALDAY program. “New treatment options are needed to help
people living with these neurologic conditions relieve and manage their chronic pain and hopefully,

improve their function and quality of life.”
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“We are pleased that our global clinical development program evaluating the efficacy and safety of
mirogabalin continues to move forward and has progressed into phase 3,” said Mahmoud Ghazzi, MD,
PhD, Executive Vice President and Global Head of Development for Daiichi Sankyo. “Daiichi Sankyo is
committed to identifying and studying new medicines that could help improve the management of chronic
pain for people with diabetic peripheral neuropathy, postherpetic neuralgia and pain associated with

fibromyalgia.”

About the REDUCER and NEUCOURSE Phase 3 Clinical Studies

The REDUCER study will last 14 weeks and is being conducted at approximately 200 centers in Japan,
Taiwan and Korea. The NEUCOURSE study will also last 14 weeks and is being conducted at
approximately 200 centers in Japan, Taiwan, Korea, Singapore, Malaysia and Thailand. The studies will
include about 750 patients each with either diabetic peripheral neuropathic pain or postherpetic neuralgia,
respectively. The objectives of the double-blind studies are to evaluate safety and efficacy of mirogabalin
by comparing change in the average daily pain score (ADPS) from baseline to Week 14 in patients
receiving a total daily dose of either 15 mg, 20 mg or 30 mg of mirogabalin versus placebo. Both studies
will be followed by one-year open-label extension studies to assess long-term safety and efficacy of
mirogabalin. For more information on the REDUCER study in patients with diabetic peripheral
neuropathic pain, please visit
https://www:.clinicaltrials.gov/ct2/show/NCT02318706?term=Mirogabalin&rank=3.

For more information on the NEUCOURSE study in patients with postherpetic neuralgia, please visit
https://www.clinicaltrials.gov/ct2/show/NCT02318719?term=Mirogabalin&rank=1.

About the ALDAY Phase 3 Clinical Program

The ALDAY program is a large clinical phase 3 program evaluating mirogabalin for the treatment of pain
associated with fibromyalgia, and includes three, randomized, double-blind, placebo- and active-
controlled studies, and an open label safety study that will be carried out over the next three years.
Approximately 4,000 patients with pain associated with fibromyalgia will be enrolled at approximately
800 clinical centers at more than 40 countries worldwide. The primary objective of the studies in the
ALDAY program is to compare change in weekly ADPS from baseline to Week 13 in patients receiving a
total daily dose of either 15 mg or 30 mg of mirogabalin versus placebo. Weekly ADPS is based on daily
pain scores reported by the patient that best describes his or her worst pain over the previous 24 hours.
The primary objective of the phase 3 open-label extension study is to assess the long-term safety of a total
daily dose of mirogabalin 15 mg or mirogabalin 30 mg in patients with pain associated with fibromyalgia.
For more information on the studies in the ALDAY program, please visit

Page 2 of 5


https://www.clinicaltrials.gov/ct2/show/NCT02318706?term=Mirogabalin&rank=3
https://www.clinicaltrials.gov/ct2/show/NCT02318719?term=Mirogabalin&rank=1

https://clinicaltrials.gov/ct2/show/NCT02187471?term=DS5565&rank=1
https://clinicaltrials.gov/ct2/show/NCT02187471?term=ds-5565&rank=2
https://clinicaltrials.gov/ct2/show/NCT02146430?term=ds-5565&rank=3
For more information on the open-label extension study, please visit

https://clinicaltrials.gov/ct2/show/NCT02234583?term=ds-5565&rank=4

For patient recruitment or additional clinical study information, please visit http://www.aldaystudy.com/.

About Diabetic Peripheral Neuropathic Pain

Diabetic peripheral neuropathy is a disorder that causes nerve damage to the extremities and is one of the
most common long-term complications of diabetes." Symptoms include sharp pains or increased
sensitivity, numbness, loss of balance and coordination, tingling, burning, or prickling sensations, which
typically worsen at night. Up to 50 percent of people with diabetes have peripheral neuropathy” and it is
estimated that between 11 and 26 percent of people with diabetes experience diabetic peripheral

neuropathic pain (DPNP).*® However, DPNP is often undertreated and underreported.’

About Postherpetic Neuralgia

Postherpetic neuralgia is pain that occurs after recovering from shingles, an infection that is caused by the
herpes zoster (chickenpox) virus. Pain from postherpetic neuralgia can range in severity, and is typically
described as burning, sharp, or stabbing.” Other symptoms include sensitivity to touch, itching, numbness,
and in rare cases, muscle weakness or paralysis can occur.” The risk of developing postherpetic neuralgia
increases with age and it mainly affects people older than 60.” Studies have shown that only half of all
patients affected with the condition will be relieved from pain within a year.?2 Most people will require

more than one treatment to help ease the pain.’

About Fibromyalgia

Fibromyalgia is a chronic disorder that causes widespread muscle pain, generalized tender points and
fatigue.® Other common symptoms include sleep disturbances, morning stiffness, memory and thinking
problems (sometimes called fibro fog), tingling in the hands and feet and headaches.? Fibromyalgia is
often misdiagnosed and suboptimally treated.®*’ The overall estimated prevalence of fibromyalgia is
approximately two to three percent in the general population, with a higher prevalence in women.'®%
Pain that occurs with fibromyalgia has a substantial impact on the patient, and can be associated with

societal and economic burdens.?*%

About Mirogabalin
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Mirogabalin is an investigational drug that is currently being studied for the treatment of DPNP, PHN and
pain associated with fibromyalgia. Mirogabalin is preferentially selective in regards to how it binds to
a28-1 subunit, a protein that may help to regulate how the brain processes pain signals. It has a unique

binding profile and long duration of action.*"*"

About Daiichi Sankyo

Daiichi Sankyo Group is dedicated to the creation and supply of innovative pharmaceutical products to
address the diversified, unmet medical needs of patients in both mature and emerging markets. While
maintaining its portfolio of marketed pharmaceuticals for hypertension, dyslipidemia and bacterial
infections used by patients around the world, the Group has also launched treatments for thrombotic
disorders and is building new product franchises. Furthermore, Daiichi Sankyo research and development
is focused on bringing forth novel therapies in oncology and cardiovascular-metabolic diseases, including
biologics. The Daiichi Sankyo Group has created a "Hybrid Business Model," to respond to market and
customer diversity and optimize growth opportunities across the value chain. For more information,

please visit: www.daiichisankyo.com.
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Forward-looking statements
This press release contains forward-looking statements and information about future developments in the
sector, and the legal and business conditions of DAIICHI SANKYO Co., Ltd. Such forward-looking
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statements are uncertain and are subject at all times to the risks of change, particularly to the usual risks
faced by a global pharmaceutical company, including the impact of the prices for products and raw
materials, medication safety, changes in exchange rates, government regulations, employee relations,
taxes, political instability and terrorism as well as the results of independent demands and governmental
inquiries that affect the affairs of the company. All forward-looking statements contained in this release
hold true as of the date of publication. They do not represent any guarantee of future performance. Actual
events and developments could differ materially from the forward-looking statements that are explicitly
expressed or implied in these statements. DAIICHI SANKYO Co., Ltd. assume no responsibility for the
updating of such forward-looking statements about future developments of the sector, legal and business

conditions and the company.
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