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College of Medicine

Univ of Penn

Al Wharton School of Business

Manager, Quality Control

Imclone Systems Incorporated,

Director, Quality Control New Jersey

Director, Contract
Manufacturing

Imclone Systems Incorporated,
New Jersey

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

Sr. Director, Quality Control
Director, Quality Assurance

Director, Quality ROCHE/Genentech, Singapore

VP, SVP of Quality and

: JHL, Taiwan and China
Operations

Founder/VP of Quality and

Regulatory Affairs CMAB, Suzhou, China

JADE Biomedical

Chief Operating Officer (A E T
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Engineering and Business Management

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

Commercial and clinical QC biochemistry operations for Mab

Provide management of external GMP partner relations

Direct clinical QC operations for biotechnology manufacture
Direct commercial QA operations for Hemophilia products

Direct Quality management of biotechnology products

Full operational responsibilities for KuBio facility qualification
and product manufacturing

Responsible for the concept to facility, system. Team building

Responsible for the technical, financial operation and business
development
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Peak 2 Peak 3 ‘
Peak 1 = Peak 6

Global GIVIP compliant method validationmn anmnd
tTesting: Suite of tests for large molecule
therapeutics (including cell and gene
therapies), as well as GIVIP operational (water
systerm, cleaning validation) related methods

CT'P available for yvyour product developmment amd
manufacturing neceds._

AU

Including microbicology. cell biology .,
rhysical-chhemical, gPC R meethods, both
Compendiunm and nmnon-Compendium. Services
include Mmethod transfer, Mmethod validation,
OOS iInvestigational sup port, MiCB/7vwocCie
release testing etc_
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& Build (via strategic partner) (DD) A% 5215 3 32

FULL ENGINEERING CAPABILITIES: )

1) EXECUTION & SUPPORT MR

2) COMPLIANCE & OPTIMIZATION

3) Drawings, Elevations, Master Plans
4) Process Flows

5) Utilities — HVAC, CS, WFI, PW,
Process Gasses, ... §
6) Commissioning & GMP Validation --
Plans, Execution, Gap Analysis
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VALIDATED (passive) COLQ,QHAIN SOLUTIONS capable of
maintaining Drug SubstancquDS) Drug Product (DP); Cell
Products, and other Laboratoj, & Clinical Samples and other
materials ACROSS ALL EN) '\--‘RONEMENTAL CONDITIONS for
EXTENDED & ROUTINE periods using ENVIRONMENTALLY
FRIENDLY (GREEN) materlal’s Cell bank GMP storage.
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