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SYNTHETIC CONTROL ARM®: MEDIDATA’S HISTORICAL TRIAL DATA AND
EXPERIENCE IN REGULATORY SETTINGS IS A TRUE DIFFERENTIATOR

Celsion W MEDICENNA"

Corporation

4 300+

Favorable Annual requests

regulatory outcomes globally including: Big
Pharma, Mid-Market,
Biotech, Government

+LUS

THERAPEUTICS

~20+

Indications, including GBM,
Ovarian Cancer, ALL,
NSCLC, SCLC, mHSPC,
Breast Cancer, CNS
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BIOPHARMA DEPLOYING SOLUTIONS END-TO-END

linical ializati
Clinica Commercialization
Development

Discovery
& Research

Lifecycle

Make better Go / Improve speed and Demonstrate value to regulators, Launch to get the right

No-Go decisions success of trials payers, and patients treatment to the right patient
Disease Trial Operations Synthetic Control Longitudinal Commercial Data
Understanding Oversight & Arm® Patient Tracking Solutions

Trial Design Rescue FDA, EMA, HTA ~ inReal-Time
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EXAMPLE: CRS RISK STRATIFICATION MODEL FOR CAR-T

ornai
Predictors of severe CRS in longitudinal CAR T-cell clinical trial data 75 mepioATA

Caleb Strait, PhD' | Jacob Aptekar MD PhD‘ | Michael Kattan, PhD? | Vibhu Agarwal, PhD'

1 Mokt Acom Al » Dussaut Syssimmes company, New York. NY. § Ginie, Cleveiand, OH. 44105

aleb strat@3ds. com

| BACKGROUND RESULTS, CONT.

I DISCUSSION

+ Cytokine release syndrome (CRS) is
kmited understanding of s risk factor

* Delayed hematopoleti recovery correlates with severe CRS, A lowsr rateofrse Inpatees and ol eukocytes post
nfusion in o @ CRS subjects suggests delayed hematopoietic recovery, akso regorted

eariedd 8]
+ Since 2016, o fewer than 15 triais have been put on hold or abandoned due to safety concems arising out of CRS * Progressive hyposltuminemia cortelates wth severs CRS. The changes in seum Ay, Hemogabin and Hemstocr
i rasons during he LD-10.306 >10 nerval it S patent have baen de
+ Known markers of severe CRS

surveitance duning trials.
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1 the study poputation may ba driven by endothelal dyshunction and ments further nvestgabon

+ Neutropenia does not correlate specifically with severe
popuiation become neutropenic after LD However. the nad

* Prioe studies on s
Deen vaiated eismaly

f CRS folowing CAR-T reatment are based on small numbers of sub

* Evenless
their poten

Known about the temporal pattems in hematological and chemistry markers coliected during CAR-T I
I use in safety survetiance

c
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sing the largest pooled dataset from autologous ant-CO19 CAR-T treatments from the Medidata Enterprise Data Store (MEDS)
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$ponsors and indications
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n severe (RS versus other rends as obtained "0"\! e ful

* Sparse observatons with high variance: NoSe in measure
close 1o interval boundanies. For 1abs where this varabity

+ Our aim was to capture the esponse to lymphodepletion (LD) and CAR-T infusion events in the zime course values of
laboratory markers and compare Tese e severs CRS grade 3 and higher) and non severe CRS groups

RESULTS
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CONCLUSIONS & FUTURE DI
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