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StemCyte Mission Statement
At StemCyte, we are dedicated to helping the world's physicians save

more lives by providing high quality, safe and effective stem cell
transplantation and therapy to all patients in need.

That’s not just saving cord blood, it is above “Saving Lives”
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HIV-1 remission and possible cure
in a woman after haplo-cord blood transplant
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Articles

REGENECYTE cord blood cell therapy in post-COVID syndrome:
a phase lla randomized, placebo-controlled trial

Yen-Wen Huang,** Ying-Chieh Chen,"“ Ernest Yin Lun Lav,” 4 Yu-Chin Su,° Lung-Kuo Tai,” Joseph Rosenthal," Jonas Wang,” and
Tong-Young Lee™”

*StemCyte Taiwan, Co. Ltd.,, New Taipei City, Taiwan
bStemCyte, Inc., Baldwin Park, CA, USA
“City of Hope, Duarte, CA, USA

Summary

Background Post-COVID syndrome affects a substantial proportion of individuals worldwide and imposes signifi-
cant healthcare and economic burdens. Fatigue is one of the most common and debilitating symptoms in those with
severe symptoms related to post-COVID fatigue syndrome, yet there remains a lack of targeted therapies, effective or
approved treatments to address it. This study aimed to evaluate the safety, tolerability, and efficacy of repeated doses
of REGENECYTE, an allogeneic hematopoietic progenitor cell (HPC) therapy derived from cord blood, in patients
with post-COVID syndrome.

Methods In this randomized, single-blind, placebo-controlled, phase IIa trial, we evaluated repeated intravenous
infusions of REGENECYTE from different donors (without HLA matching) in patients with post-COVID
syndrome in the USA. Eligible adults aged 18-65 years had persistent post-COVID symptoms between 6 and 18
months and tested negative for SARS-CoV-2 within 7 days before enrollment. Participants were randomized into
a 2:1 ratio to receive either REGENECYTE or placebo. Three infusions were administered over 6 weeks, 3 weeks
apart, followed by a 20-week follow-up. Each dose of REGENECYTE contains at least 1 x 107 total nucleated cells
(INC)/kg, with a cumulative dose of at least 3 x 10’ TNC/kg per patient. The primary endpoint was safety,
assessed using the Common Terminology Criteria for Adverse Events by National Cancer Institute (NCI CTCAE)
v5.0. The key secondary endpoint focused on changes in fatigue using the Chalder Fatigue Questionnaire (CFQ-
11), while exploratory endpoints evaluated frailty, quality of life, and cognition using validated instruments. This
trial was registered with ClinicalTrials.gov, NCT05682560.

GCheck for
updates

edlinicalMedicine
2026;91: 103737
Published Online 9 January
2026

htt; 0i.org/10.

linm.2025
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Our STN: BL 125764/0 BLA APPROVAL

November 20, 2024

StemCyte, (I lr;<):(4)
A ion:
(b) (@)

Dear Dr. (b) (4)

Please refer to your Biologics License Application (BLA) received January 7, 2022,
submitted under section 351(a) of the Public Health Service Act (PHS Act) for
Hematopoietic Progenitor Cells, Cord Blood (HPC, Cord Blood).

LICENSING
We are issuing Department of Health and Human Services U.S. License No. 2280 to

StemCyte, Inc., Baldwin Park, CA, under the provisions of section 351(a) of the PHS
Act controlling the manufacture and sale of biological products. The license authorizes

(o]
Rh POSITIVE
W2199 22 001544 S [S] 4700

" For Use by Intended
o MBI ey
29 NOV 2022 13:40 PDT Fon Sy Admiisirehon

(29 NOV, 2022 21:40 UTC) See package insert for full prescribing
Do Not Irradiate information and instructions for
Do Nol Use Leukoreduction Filter  preparation.

Expiration
Date/Time
0343021340

HPC, Cord Blood (REGENECYTE)

10% DMSO, 1% DEXTRAN 40, 1% 29 QCT 2034 13:40 PDT

Hydroxyethyl starch, Buffy Coat (29 OCT, 2034 20:40UTC)

Enriched, Cryopreserved, Red Cell

Reduction Intended Recipient
SAMPLE, SAMPLE
Recipient ID: 567-535-7
Date of Birth: 28 OCT 1954

Approv ~

Stemcyte, Inc.

1 I )

Stofe 120 C orcolder 13800 Live Oak Avenue,

US License #: XXX Baldwin Park, CA 91706  L168.001

KE-KY
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@ StemCyte

RegeneCyte®

e R

00000 12 123456
Sample

HPC, CORD BLOGD

Store at - 150°C or beiow

=EIFDA BLA Z:E1Z &R

REGENECYTE®# 2212 4

REGENECYTE®EmIMNE
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{C U.S. FOOD & DRUG
NG ADMINISTRATION

Our STN: BL 125764/0 BLA APPROVAL

November 20, 2024

Stem(?yte, (I lr:1,<):(4)
Gl

Dear Dr. (b) (4)

Please refer to your Biologics License Application (BLA) received January 7, 2022,
submitted under section 351(a) of the Public Health Service Act (PHS Act) for
Hematopoietic Progenitor Cells, Cord Blood (HPC, Cord Blood).

LICENSING
We are issuing Department of Health and Human Services U.S. License No. 2280 to

StemCyte, Inc., Baldwin Park, CA, under the provisions of section 351(a) of the PHS
Act controlling the manufacture and sale of biological products. The license authorizes

o
Rh POSITIVE
W2199 22 001544 S [S] 4700

Satorme. ILILLIAINN A DREA
Date/Time
0223331340

29 NOV 2022 13:40 PDT

(29 NOV, 2022 21:40 UTC)

Do Not Irradiate
Do Nol Use Leukoreduction Filter

MNIMLIRR AL

HPC, Cord Blood (REGENECYTE)
10% DMSO, 1% DEXTRAN 40, 1%
Hydroxyethyl starch, Buffy Coat
Enriched, Cryopreserved, Red Cell
Reduction

Approv ~

Store at -150 C or colder

US License #: XXX

For Use by Intended
Recipient(s) Only
For Intravenous Administration
Unrelated Donor
See package insert for full prescribing
information and instructions for
preparation.

Expiration
Date/Time
0343021340

29 OCT 2034 13:40 PDT

(29 OCT, 2034 20:40 UTC)

Intended Recipient

SAMPLE, SAMPLE

Recipient ID: 567-595-7

Date of Birth: 28 OCT 1954
Stemcyte, Inc.

13800 Live Oak Avenue,

Baldwin Park, CA 91706 1168.001

HIGHLIGHTS OF PRESCRIBING INFORMATION

These highlights do not include all the information needed to use
REGENECYTE safely and effectively. See full prescribing
information for REGENECYTE.

REGENECYTE (HPC, Cord Blood)
Injectable Suspension for Intravenous Use
Inifial US. Approval: XXXX

WARNING: FATAL INFUSION REACTIONS,
GRAFT VERSUS HOST DISEASE,
[.NGR-\IT.\(L'\‘T s\'\'DRouz AND GRAFT

FAILURE
See full prescribing information for complete boxed
warning.

discontinue for severe reactions. 5.1,52)
) Gea s et s (GVEID): CYED ma b B
ninisraton of immuposuppresive - therapy may

et e of VD G

« Engraftment syndrome: Engraftment syndrome may be
fatal. Treat engraftment syndrome promptly with
corticosteroids. (5.4)

* Graft failure:

forlaboratory

Suare may be fual. Mosim patiens
nce nlhemmpmm recovery. (5.5)

DOSAGE FORMS AND STRENGTHS————

‘minimum of 9.0%10 atleast

1.25%10%viable. The exactpre-
eryopreservation nucleated cell content of each unit is provided in the
accompanying records. (3)

ONTRAINDICATION'
Do not administer sensitivity to iy
(DMSO), Dexran 40 or plasma prtens. ¢)

WARNIN AUTION:

* Hypersensitiity Reactions: Reactions inchde bronchospasn,
wheezing, ingioedema, pruritis, and hives. Monitor patients with a
history of allergic reactions to antibiotics (5.1)

+  Tnfusion Reactions: Infision rections can be severe and may begin within

of REGENECYTE Manyu'
‘Morstor patients closely sevenl

* Grftversus-Host Disease (GVHD): drugs should
beidmmxmdlokqemmnskof(}ﬂ'm((iw

the peri-engraftment p:nud Teamx mm corticosteroids should be

inifiated to amelionte the symptoms. (5
* Guf Failwe Manap-mhlabmu) evidnce of hematopoiet
rcovery. (5.5)

. Mx.hg:mms of Donor Origin: Cord Blood tansplaaion may case pos-

—————_INDICATIONS AND USAGE

REGENECYTE, HPC (Hematopoietic Progenitr Cel), Cord Blood,
is an allogeneic cord biood hematopoietic progenitor cell therapy
indicaed for wse i vorelaed oot hematopretic progeir el

inherited, acquired, or result from myeloablative weatment. (1)

DOSAGE TRATION.
« Forintravenous use only.
« Do notirradiate

+ Pysius epeieaced i bematopoiesc progeitr _cell
should direct the unit selectio

‘blood therefore it may transmit infectious diseases. (5.7)
+ Transmussion of Rare Genetic Diseases: REGENECYTE may transmt
rare geneti dieases mvolving the hematopoietc sstem (5.5)

— ADVERSE REACTION:
The most common infision-selated adverse reactio
safety population are hypertension, vomifing, nausea,
fever. (61)

Mortality, from all causes,at 100 days post-transplant was 25%. (6.1)

To report SUSPECTED \D\'EKSE RE\(TIO\S ettt Slem(\ =
at  1-626.616-2485 or 00-FDA.

REGENECYTE. )

+ The recommended minimum dose is 2.5 x 10" nucleated cellskg at
eryopreservation. (2.1)

Do not administer REGENECYTE through the same tubing with
other products except for nomnal saline. (2.3)

See 17 for PATIENT COUNSELING INFORMATION

Revised: XXXXXX

=[EFDA BLA Z:5#%E K
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GRANT REGENERATIVE MEDICINE
ADVANCED THERAPY DESIGNATION
September 25, 2024

Our Reference: IND 28443

StemCyte Inc.
Aftention: Tong-Young Lee, PhD
13800 Live Oak Avenue
Baldwin Park, CA 91706

Dear Dr. Lee:

Please refer to your Investigational New Drug Application (IND) submitted under section
505(i) of the Federal Food, Drug, and Cosmetic Act (FDCA) for “Hematopoietic
Progenitor Cell, Cord Blood (HPC, Cord Blood).”

We also refer to your request for regenerative medicine advanced therapy (RMAT)
designation received July 29, 2024, submitted under section 506(g)(3) of the FDCA.
We have reviewed your request and have determined that Hematopoietic Progenitor
Cell, Cord Blood (HPC, Cord Blood) for post-COVID syndrome, meets the criteria for
RMAT designation. Therefore, we are granting your request for RMAT designation.
Please note that if the product development program does not continue to meet the
criteria for RMAT designation. we may rescind the designation.

4 FDA US FOOD & DRUG

MINISTRATION

Our Reference: IND 28443 CHARGE
REQUEST GRANTED
December 1, 2025

StemCyte Inc.
Attention: Tong-Young Lee, PhD
13800 Live Oak Ave

Baldwin Park, CA 91706

Dear Dr. Lee:

Please refer to your Investigational New Drug Application (IND) submitted under section
505(i) of the Federal Food. Drug, and Cosmetic Act for *Hematopoletic Progenitor Cell,
Cord Blood (HPC, Cord Blood).”

We also refer to your submission received August 27, 2025, requesting permission
under 21 CFR 312.8 to charge patients enrolled in expanded access protoccl
SCUS001-EA1, Expanded access use of human umbilical cord blood (REGENECYTE)
infusion for patients with post-COVID condition (PCC), for the investigational drug
Hematopoietic Progenitor Cell, Cord Blood (HPC, Cord Blood).

We have completed our review of your request and have no objection to your proposal
to charge $11,223.82 per patient for the Fiorida clinical site and $9,052.66 per patient

for the California clinical site, as specified in your request.

RMATEEE

Regenerative Medicine Advanced Therapy

( tRIREBEEFast Track / R MY Breakthrough )
> O] REEH R RIS 12

(E%ebr [RIERK] /
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FDAIET\#% /& REGENECYTE®
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Worldwide Public Relations a

Global Long COVID Market to Grow Tenfold by 2031 as Medical
Understanding and Therapeutlc Options Advance

05-03-2025 12:26 PM CET | Advertising, M ing, Mark

Press release from: ClearV

[Hyderabad, May 3rd, 2025] The Global Long COVID Syndrome Market, currently valued at USD 3.2 billion in 2023, is projected to
experience remarkable 34.7% CAGR growth, reaching USD 32.8 billion by 2031, according to the latest report by ClearView Market
Insights. This unprecedented expansion reflects the growing recognition of Long COVID as a complex chronic condition requiring
multidisciplinary solutions and the rapid development of targeted therapeutic approaches.

Request Sample @ https b. vid-syndrome-marke

clearviewmarketinsights.com/report-details/ al-long-co

Key Market Highlights:

Current Market Valuation: USD 3.2 Billion
2031 Market Projection: USD 32.8 Billion
Compound Annual Growth Rate: 34.7%
Patient Population: 65M (2023) — 120M (2031)

Market Growth Accelerators:

1.E ding Clinical Under

o Pathophysiological mechanisms |denuﬁcat\on
o Distinct disease endotypes classification

2. Therapeutic Innovation
o Repurposed drugs showing efficacy
o Novel biologics in development

3. Healthcare System Response
o Specialized clinics establishment
o Multidisciplinary care models

4. Policy & Funding Support
0 USD 1.5 billion NIH RECOVER Initiative

o EU Long COVID Strategy implementation

=

Categories ~ Submit Press Release  Ord¢q

RMEEERLN10~20%
;E1EO.77~1.56 ,...‘An_.\r

WHO# st £ 3KCOVID-191E2 A8 &
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%BR ’J4 :L.\A'IEIL.\ K%ﬁﬁ
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Conditions (PCQ)) - BBZETTYUREEE -

EE3008 A EHE
#381R 1 1§35

mE MM I8 1, 1062 T RFTEEE -
EETPAIRB008 N A TIR(G =S58 32%) -
—FiFiE1 680BETHERK -

35



‘AR % REGENECYTE® &siss

|
il ke

A7)

R t)])\%iﬂfi?%l 495E=TTEAXTHIE

| 2025% 7807
20344 149519\775 |
. CAGR 6.73%

Precedence Research 2026

Anti-aging Market Size 2025 to 2035 (USD Billion)
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Towards Health Care 2025
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Stroke Diagnostics and Therapeutics Market Leveraging Al, Wearable Technology & Point-of-Care Testing

1| The stroke diagnostics and therapeutics market is expected to grow from USD 40.77 billion in 2025 to USD 76.23 billion by 2034, with a CAGR of

7.2% throughout the forecast period from 2025 to 2034. The rising incidences of stroke, growing research and development activities, and
technological advancements drive the market.

.!‘ Towards Stroke Diagnostics and Therapeutics Market Size
RESERRCHAR 2023 to 2034 (USD Billion)

$76.23
$71.11
$66.33
$61.88
S35 $57.72
$50.23
$40.77 3.0 =
$38.03
I I I I I

2023 2024 2025 2026 2027 2028 2029 2030 2031 2032 2033 2034

Source: hitps:/Avww.towardshealthcare.com

Report Highlights

« North America dominated the global market in 2024

« Asia-Pacific is poised for significant growth in the market in the forecast period.

« By type, the diagnostics segment held a dominant presence in the market in 2024.

« By type, the therapeutics segment is anticipated to show lucrative growth in the market over the coming years.
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