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GLP (Good Laboratory Practice)
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DePuy Spine

Mesoblast,

Ltd.
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Technologies,
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K-Stemcell
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Allogenic Mesenchymal Precursor Cells
6x1076, 1.8x10"6
Hyaluronic acid

Juvenile cartilage cells

Autologous Adipose Derived Stem Cells
4x1077 cells/AmL

TGF-R1 M2 XADl= HEQIE

Autologous Adipose Derived Stem Cells
2x1077 cells/ImL, 4x10"7 cells/ImL
Hyaluronic acid 1mL
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AKXt FE QAAAA (IIT; Investigator Initiated Trial)
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ClinicalTrials.gov

A service of the U5, National Institutes of Health

Now Available for Public Comment: Notice of Propesed Rulemaking (NPEM) for FDAAA 801 and NIH Draft Reporting Policy for NIH-Funded Trials
Find Studies About Clinical Studies Submit Studies Resources About This Site

Home > Find Studies > Search Results > Study Record Detail

Trial record 1 of 1 for:  han inbo

Previous Study Return to List | Next Study

Autologous Adipose Derived Stem Cell Therapy for Intervertebral Disc Degeneration

This study is currently recruiting participants. (see Contacts and Locations) ClinicalTrials.gov |dentifier:
Verified January 2015 by Bundang CHA Hospital NCT02338271
4 Sponsor: - First received: January 7, 2015
Inbo Han Last updated: January 13, 2015
Last verified: January 2015
Collaborator: History of Changes
CHA University

Information provided by (Responsible Party):
Inbo Han, Bundang CHA Hospital
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Product Description
Indication

Efficacy Endpoints
Safety

Dosage Range

Administration number / Route



stem cells
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. . . Hyaluronic acid
® U= 2 A (Hyaluronic acid) S =5 -

M S 54 HH & S = Az St CH2
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Chronic Discogenic Low Back Pain

TF 194 O], 70M| Of 2k F2l

3718 o]&e| HEX|=0f #-30| 8iS.
Visual Analogue Scale (VAS) > 4
Oswestry Disability Index (ODI) > 30%
T2 MRI: Pfirrmann grade III, IV
Discography: concordant pain

Disc height > 50%

Grade V

Grade llI . 1'Grade \%
1
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®
@® sU==M QX 1 mL/syringe
@

22 G spinal needle

n

® x 10A7 cells/mL/vial

® HUYZ=A 25K 1 mL/syringe
® 2

(@

spinal needle







Screening

Visit 1 Visit 2
(-3W)
Written Liposuction
consent

AD-MSC
Injection

Visit 3 Visit 4

(DO)

(1W)

Follow up: Safety & Efficacy Evaluation
every visit: adverse events, VAS, ODI, SF-36

Visit 5 Visit 6 Visit 7 Visit 8
(1m) (3M) (6M) (oMm)
MRI, X ray

Visit 9
(12M)8

MRI, X ray



| (4] Further Study

Differentiation to a correct NP cell type
Minimal effective dosage of stem cell
Proper subject selection

Cell carrier

Delivery method



