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Albert Einstein . :
MD, MST College of Medicine Molecular Biology of Spinal Cord

Univ of Penn : : .
MBA Whartornlethool of Busindet Engineering and Business Management

Manager, Quality Control V.I. Technologies, Inc., New York Run the facility and operation of a molecular biology contract laboratory

Imclone Systems Incorporated,

Director, Quality Control Commercial and clinical QC biochemistry opertations for Mab

New Jersey
Rlcer Con.t ract IS SERS (ee{gaElse, Provide management of external GMP partner relations
Manufacturing New Jersey

Cell Genesys Incorporated,
Hayward, California
Bayer Healthcare
Berkeley, California

Sr. Director, Quality Control Direct clinical QC operations for biotechnology manufacture

Director, Quality Assurance Direct commercial QA operations for Hemophilia products

Director, Quality ROCHE/Genentech, Singapore Direct Quality management of biotechnology products

VP, SVP of Quality and Full operational responsibilities for KuBio facility qualification

JHL, Taiwan and China

Operations and product manufacturing
R ] Qual_lty L CMAB, Suzhou, China Responsible for the concept to facility, system. Team building
Regulatory Affairs
Chief Operating Office JADE Biomedical Responsible for the technical, financial operation and business
° ° BEEMEZTIL) development
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Global GMP compliant method validation and testing: Suite of tests for

large molecule therapeutics (including cell and gene therapies), as well
as GMP operational (water system, cleaning validation) related methods
available for your product development and manufacturing needs.

Including microbiology, cell biology, physical-chemical, qPCR
methods, both Compendium and non-Compendium. Services include
method transfer, method validation, OOS investigational support,
MCB/WCB release testing etc.
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EPMC/CQV GMP

URS (DD)
URS through DETAILED DESIGN (DD)
& Build (via strategic partner)
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FULL ENGINEERING CAPABILITIES: (s = vtk )

1) EXECUTION & SUPPORT 7 %ﬁ?ﬂ%g?%

2) COMPLIANCE & OPTIMIZATION 2) ‘S‘ﬁ%ﬁ!&fﬁ(b _ B

3) Drawings, Elevations, Master Plans '\ ) Barsma o o - o <

4) Process Flows W opBRLIRE — SRS - 40

5) Utilities — HVAC, CS, WFI, PW, Pro- Z'gﬁ_:e,lﬂﬁ: P { it s ;‘;
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6) Commissioning & GMP Validation --
Plans, Execution, Gap Analysis
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VALIDATED (passive) COLD CHAIN SOLUTIONS capable of
maintaining Drug Substance {,DS) Drug Product (DP); Cell
Products, and other Laboratory & Clinical Samples and other
materials ACROSS ALL EN\f'rRONEMENTAL CONDITIONS for
EXTENDED & ROUTINE perlods using ENVIRONMENTALLY
FRIENDLY (GREEN) materlals Cell bank GMP storage.
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