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Umbilical cord-derived mesenchymal stem cell therapy for acute Stevens Johnson syndrome/Toxic r-2 0 |

Epidermal Necrolysis with severe ocular involvement
ARTICLE INFO

Keywards:

Stevens-Jafnson syndrome

Teic epidermal necrolysis

Mesenchymal stem cells

dry eye
Cell therapy

Stevens-Johnsan syndrome (SJ5) and toxic epidermal necrolysis

(TEN) are rare, Li disorders
by widespread epidermal necrosic and detachment. These condition: are
ofatypelV itivity reaction often resulting from

drug exposure or infeetions and can lead to severe systemic and ocular
complications [1]. Ocular involvement occurs in the majority of cases
during the acute phase, as conj

epithelial defects, and, in chronic stages, complications ke trichiasis,
symblepharon, and severe dry eye disease (DED) [2]. Standard man-
agement includes prompt withdrawal of the potential cauzative agent
systemic i topical therapies, and
early amniotic membrane transplantation to preserve ocular surface
integrity and prevent long-term sequelas [1,2]. However, there remains
an unmer need for more effectve and safer therapies to conmrol
inflammation during the acute phase, aiming to prevent long-term
mpunm

stem cells possess potent immunomodulatory capa-
bmnu,mamrymzm;aeoranmmyofmmmmq
tors, suppressing both the adaptive and innate immune responses. These
properties have demonstrated pmnusmgpoteunahpphmmnsmmﬂar
surface diseases,
tion amd dissue damage [4] vl sor desived mesen.
chymal stem eells (UC-MSC) offer several advanmges, such as easy
procurement, high purity, abundance, and enhanced activity [5]. The
use of UCMSC circumvents the ethical concerns associated with stem
eell research, minimizes immune rejection, and mirigates potential harm.
t0 donors and recipients. Allogeneic wansplantadon of UC-MSG elicits
minimal immune responses and reduces tumorigenic risk without the
use of immunosuppressants.

-, adipose derived MSC therapy delivered via intralacrimal
gland injection has shovm promising results in improving dry eve

Linkou Branch, Taiwan between June 1, 2021-May 31, 2022, and
included patients diagnesed SJS ar TEN who received compassionate
weatment with UC-MSC. All UC-MSCs were manufactured under GMP/
GTP-compliant conditions by BIONET Corp. (Taipsi, Taiwan). As thiz
therapy was performed under compassionate use, each exe received

ualamh:nmnmﬁmlheﬁwaanmmdeEilﬂllndWEl-
fare (MOHW): Case 1 - MOHW No. 1101640608; Case 2 - MOHW No.
1101640772; Case 3 - MOHW No. 1101641357, The study adhered to
the principles of the Declaration of Helzinld. Informed consent was ob-
tmined from all patients or their legal guardians.

Hligible patients met the following inclusion criteria: confinned 5J5/
TEN diagnosis, involvement of =10 % total body surface area (TBSAJ,
rapid clinical deterioration within 24 hours, and ocular mvolvement
classified as Sotozone grade =2 (0-3) [7]. Exclusion eriteria included

or 2
UG“SCMd;dwdknpuh]jdydmztadhmanmﬁ]jcalmﬂb
under GMP (Good Manufacturing Practice) and GTP
(Geod Tissue mm)bymoqrrom (Taipei, Taiwan). UC-MSCs
were characterized by > 05 % expression of CDI0S, CD44, CD29,
CDm CD73, and €D13, andn[!%!_rprammnfms CD14, CD34,
CD31, HLA-DR, and CD19. All cell batches were tested for viability and
mfwmm including HBV, HIV, HCV, CMV,
Syphilis. On the day of meamuent, thawed and washed cells were
temperature-controlled container and administersd

Each pati ived a single bilateral i imal gland injection
of 1 x 10° UC-MSCs (0.2 mL) per eye, delivered via subconjunctival
route. Clinical evaluations included baseline and serial demmatologic
and ophthalmologic assessments, including Schirmer's test type | (mm/
51, Narional Eve Imsdute (NED) cornesd fucrescein staining, and best
carreeted visual acuity (BCVA). Adverse events were actively monitared

symptoms in patients with Sjogren” the rationale
for applying this delivery method in 55,/ TEN-related DED [6].

Our report aims to evaluate the safety and therapeutic potential of
inmralocrimal gland injection of UG-MSC in patents with 5J5/TEN
exhibiting severe acute ocular involvement.

This pilot study was conducted at Chang Gung Memorial Hospitl,

hittpe://doiorg/10.1016/].jtos. 2025.11.006

the follow-up period.

The first case was a 40-year-cld male presented with bilateral red
eyes, fever, and a diffuse erythematous rash with atypical target lesions
invalving ~10 % TBSA, without epidenmal detachment Mucosal

included ia and aral erosions. SI5
was diagnosed, likely viral in origin, with no identifiable drug trigger

Received 12 August 2025, Received in revised form 15 November 3025; Accepted 30 November 2025

Available online 24 November 2005
1542-0124/ 2025 Published by Elsevier Inc
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BIONET Corp. — 25+ Years in Al x Exosomes, Precision Health, and Regenerative
Medicine, Pioneering Biotech Innovation in Asia.
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