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Chapter.02 Core Technologies
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S Es AZSE M AA/I Y Know-How

Phase-1 (SAD) in US

Safety and MTD of a novel compound (single)

Phase-2a in US

Safety and efficacy of a novel compound (obese type 2 diabetes, 64 subjects)

Phase-2b in US

Safety and efficacy of a novel compound (type 2 diabetes, 256 subjects)

Phase-1 (SAD/MAD)

Safety and MTD of a novel compound (single and multi.)

Phase-2 in Korea (IND approved)

Safety and efficacy of a novel compound (diabetic kidney disease, 120 subjects)

a Pilot Clinical in China

Safety and efficacy of a novel compound (type 2 diabetes)
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ADMINISTRATION

Office of Orphan Products Development
Food and Drug Administration

N OVFS - I P’ O D D g ra nted by F DA 10803 New [Iamp::i(fi-viﬁﬁg
(5 HEI-Lc;l .I_l.=|| Lc-ll _ﬁ_% FDA §I '-II'I 9—' Qfgﬂ ’53') Silver Spring, MD 20993

OPIS USA Inc.
101 Federal Street
Boston, Massachusetts 02110

Attention: Diane Chambers
Regulatory and Submissions Specialist
diane.chambers @ opisresearch.com

Re: Designation request # DRU-2023-9811

D M D O D D Amendment Dated: 372024
Amendment Received: 3772024
) of
7h AN o

Dear Mrs. Chambers:

This letter responds to your amended request submitted on behalf of NovMetaPharma Co.,
Ltd. for orphan-drug designation of (35,9a5)-3-(1H-imidazol-5-ylmethyl)-octahydro-1H-
pyrido|1,2-a]piperazine-1,4-dione. for “treatment of idiopathic pulmonary fibrosis (IPF).”

Pursuant to section 526 of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 360bb),
your orphan-drug designation request of Zinc (2R,35,4R,5R)-2,3.,4,5,6-
pentahydroxyhexanoate and (35.9a5)-3- (1H-imidazol-5-ylmethyl)-octahydro-1H-
pyrido[1,2-a]piperazine-1,4-dione is granted for treatment of idiopathic pulmonary fibrosis.
Please be advised that it is the active moiety or principal molecular structural features of the
drug' and not the formulation of the drug that is designated.
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Research Article = () Open Access (&) (8)

Cyclo His-Pro Attenuates Muscle Degeneration in Murine
Myopathy Models

)
Alessia De Masi, Nadége Zanou, Keno Strotjohann, Dohyun Lee, Tanes I. Lima, Xiaoxu Li, Jongsu Jeon
Micolas Place, Hoe-Yune Jung & Johan Auwerx B4

First published: 10 May 2024 | https://doi.org/10.1002/advs.202305927
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Sarcopenia Treatment Market
(ZEaT X=2H AE)

Currently, there are no FDA-approved medications for the treatment of —
sarcopenia. The effects of exercise and nutritional supplementation on
patients with sarcopenia have been examined in numerous studies.

¥ \
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FDA(.gov) Sarcopenia Treatment Market

hitps: /vt 10a.goV > lles > &y ot Siza in USD Billion Study Period 20152023
Sarcopenia PFDD Thi  CAGR 4.48% Market Size (2024) USD 3.07 Billion
5 ZF_ -?'il Market Size (2029) UsD 4.02 Billion
FDA 5¢QI2F= 213! 4TS — CAGR (2024 - 2029) 4.48%
L Fastest Growing Market Asia-Pacific
Largest Market MNorth America

2024 2029
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Open Access

In light of this surging demand, Morgan Stanley Research
has re-evaluated the global market for obesity drugs and i
now expecting it to reach $105 billion in 2030, up from, z"’
earlier forecast of $77 billion—and as high as $144 billio
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Sales of branded obesity drugs were $6 billion in 202 e\
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https://www.morganstanley.com/ideas/obesity-drugs-investment-opportunity
https://www.morganstanley.com/ideas/obesity-drugs-investment-opportunity

o2 K2,
LA BIE WY N

Obesity Drugs Lead to Muscle Loss—
Pharma Companies Want to Fix That

Companies seek ways to prevent people from losing muscle when on
popular weight-loss drugs

sozeasrooaner THE WALL STREET JOURNAL

Beyond Wegovy, the Search Is On for
Muscle-Saving Obesity Drugs

m Skeptics say keeping muscle less important than losing weight

®m Companies are testing drugs first developed for other diseases

By Naomi Kresge and Madison Muller

20244 53 1?%_at 22 1:00 GMT+9 Bloom berg
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