EDA/NIST Spoensoered
Waorkshop

I Vitre Analyses: of
Cell/Scaffold Products

Charles N. Durior, Ph.D.,
PRSB/DGRND/ODE/CDRH/EDA

December 6-7, 2007



Workshop Objectives:

e leamiwnat guestiens sheuldl e asked when
evaluating a cell/scalield product Inf preparation
oK the first htuman studies.

e learn What /7 Vitrortest metheds aieravailanble
and what analytical precedures need terhe
further researched, developed and/or
standardized te determine: the safety, punity,
potency and censistency: ofi cell/scaffold preducts.



I Vitre Analyses ofi Cell/Scalfola
Products Weoerkshoep - Overview

SESSION/ 13 In Vitre/Benchi llop Characterization
ofi Cell/Scalfold Products

Ovenrview: of Cellular Bieomarkers —
Rocky Tuan, Ph.D. National Institutes of Health

Ovenrview: of Biomaterials
Characterization
Buddy Ratner, Ph.D. U. of Washington



I Vitre Analyses ofi Cell/Scaffola
Products Workshop - Overview

N vitror Characterization: off Hard Tissue

Constructs with Structural Role - David Kaplan,
Ph.D. Tufts University

N Vitrer €haracterization: ofi Skin Constructs

with a Structural Role - Nancy Parenteau, Ph.D.
Parenteau BioConsultants, LLC

IR vitre Characterization oft Cardiovascular

Constructs with a Structural Role - Keith Gooch,
Ph.D. Ohio State University

In vitror Characterization ofi a Bladder Construct
- Tim Bertram, D.V.M., Ph.D. Tengion, Inc.



I Vitre Analyses of Cell/Scaffola
Products Workshop - Overview.

N vitrer Characterization of a Pancreatic Islet
Construct - Melissa Carpenter, Ph.D. NovocCell, Inc.

IR vitrer Characterization: of an Ex VIVe LLINVer
Construct - Scott Nyberg, M.D., Ph.D. Mayo Clinic

IR Vitre Characterizatieon ol a Eetal Lung
Construct - Peter Lelkes, Ph.D. Drexel University

Potency Assays - Kimberly Benton, Ph.D. FDA/CBER

Roundtable Discussion



In Vitro Analyses of Cell/Scaffola
Products Workshop - Overview.

SESSION 2: Systematic and High Threughput
Analyses, of Cell/Scafiold Products

MATESH IWG and MATES Strategic Plan - Fred
Heineken, Ph.D. - National Science Foundation (NSF)

Irends in Tools and Strategies fer Quantifying

Biological Response - Anne Plant, Ph.D. National
Institute of Standards and Technology (NIST)



I Vitre Analyses of Cell/Scaffola
Products Workshop - Overview.

Commerciall Assay’ Development and
Quantification - Ken Giuliano, Ph.D. Cellumen, Inc.

Automated Algerithms fer High Centent

MiCroscopy - Lani Wu, Ph.D. University of Texas, Southwestern
Medical Center

Proteomics ofi Cell Scaffiold Constructs - Dan
Martin, Ph.D. Institute for Systems Biology

Analysis and Manipulatien off Cell Adhesion

Receptors and Extracellular Matrx Ligands -
Andres Garcia, Ph.D. - Georgia Institute of Technology



I Vitre Analyses of Cell/Scaffola

Products Workshop - Overview.

Novel Methods te Quanitify: Tissue Structure and

Multi-Axial Mechanicall Tresting - Michael Sacks, Ph.D.
University of Pittsburgh

Considerations for Quality: Centrel of In Vitre Cell

Cultures - John Elliott, Ph.D. - National Institute of
Standards and Technology (NIST)

Roundtable Discussion

Rapporteur Presentation - Robert Nerem, Ph.D. -
Georgia Institute of Technology

Concluding Discussion



Workshop Objectives:

e leamiwnat guestiens sheuldl e asked when
evaluating a cell/scalield product Inf preparation
oK the first htuman studies.

e learn What /7 Vitrortest metheds aieravailanble
and what analytical precedures need terhe
further researched, developed and/or
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