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ZZf1l: Phase 1
* Cell Therapy by Bone Marrow-derived

Mononuclear Cells (BMC) for Large Bone Defect

Repair: Phase-I Clinical Trial

* In the present phase-I clinical trial we investigate
safety and feasibility of an augmentation with
preoperatively isolated autologous BMC cells
seeded onto 3-TCP in combination with an angle
stable fixation (Philos plate® ) for the therapy of
proximal humeral fractures.

« FWE, BB, 10 AR E

G Clinicaltrials.gov
MEIEABEREER D NCT02153372
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ZZ 51| Phase 2

* A Phase 2b, Randomized, Blinded and
Placebo-Controlled Trial to Evaluate the
Safety and Efficacy of Longeveron Allogenic

Human Mesenchymal Stem Cells Infusion in

Patients With Aging Frailty

- MBIk, BB, A¥HEAH, 120 B &

G Clinicaltrials.gov
PABE AR B D
e NCT03169231 (i)
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Study Group A: BRIk EH925 x106 (LMSCs)
Study Group B:&E X E#HK)E 5T 50 x108(LMSCs)
Study Group C:EREEHKE5T 100 x108(LMSCs)
Study Group D:E Rk, E57 placebo
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« TEERIER:
Change from baseline in 6-minute walk test
compared to placebo
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ZZ 451 Phase 3

* A Phase 3, Randomized Double-Blind,
Placebo-Controlled Multicenter Study to
Evaluate Efficacy and Safety of Repeated
Administration of NurOwn®
(Autologous Mesenchymal Stem

Cells Secreting Neurotrophic Factors) in
Participants With ALS

- BB DK, BH, 5HIRAE, 200 BXE A

G Clinicaltrials.gov
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« TEEWIEIE:

To evaluate the efficacy and safety of NurOwn@
(autologous MSC-NTF cells) as compared to
placebo as measured by the amyotrophic lateral
sclerosis functional rating scale (ALSFRS-R)

[ Time Frame: 28 weeks following the first
treatment |

BAME AR B D
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ZZ45: Phase 4

A post-marketing, prospective, multi-center,
observational study to assess the long-term safety
of tisagenleclucel and the risk of all secondary
malignancies occurring after treatment with
tisagenlecleucel.

* The study will include at least 1000 pediatric and
young adult patients with relapsed/refractory B
cell acute lymphoblastic leukemia; the enrolled
patients will be followed for 15 years after the
product administration. 1000541 FH & 822154,

P US FDA post marketing
B AREREH D requirement of KYMRIAH
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* KEY FACTORS:

— Trial Objective

— Study Population

— Control groups and Blinding
— Dose and Regimen

— Treatment Plan

— Monitor and Follow-up

‘34\\
01"

FDA guidance: Considerations for the Design of Early-Phase
Clinical Trials of Cellular and Gene Therapy Products 2015
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Time and Events Schedule (Schedule of Procedures) for a
Single Ascending Dose, First-time-in-human (FTIH), IND-enabling
Phase 1/Phase | Clinical Study Protocol (Clinical Pharmacology Study Protocol)

Follow-up
Day 1 Day X to X Prior to 23 days and
Day -28 Admission Post- Discharge <5 days after

Screen CRU

to -1 (Baseline) Pre-dose Dosing dose Post-dose (Day X) Discharge

Informed Consent Form Signed X

_Eligibility Review and Confirmation X X X
Medical History X
Physical Examination X X X X
Height Assessment X
Weight Assessment X X X X
Urine Drug Test X X
HIV & Viral Hepatitis Screen X
Vital Signs X X X X X X X
12-lead ECG X X X X X X
Clinical Laboratory (Blood) and
Urinalysis X X X X X X
Prior Medication Assessment X X X
Serum Pregnancy Test X X
Urine Pregnancy Test X
CRU Admission X
Randomization X
Administer Study Drug X
Pharmacokinetic Sampling (Blood) X X X X
Pharmacokinetic Sampling (Urine) X X X X
Treatment-Emergent Adverse Events X X X X X
Concomitant Medication Assessment X X X X X
CRU Discharge X X

http://www.nuventra.com/phase-1-clinical-pk-study-time-events-table/
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