DPr. Joan Nichols Dr. Shang-Tian Yanq Dr. Jean Schwarzbauer
University of Texas Medical The Chio State University Princeton University
145 Branch at Galveston Bioreactor Systems with Regulation of Wound Cell
Isolation and Characterization of | Three-Dimensional Fibrous Functions
p.m. a Novel Human Peripheral Scaffolds for Culturing by Provisional Matrix
Blood-Derived Stem Celf Engineered Human Cells and
Tissues
Dr. Patricia Chang Dr. Wiltiam L. Warren Dr. Jonathan Mansbridqe
McMaster University Sciperio, Inc. Smith & Nephew Wound
2:30 | MRI-Visible Microcapsules for Digital Printing of Viable 3-D Management
p.m. Gene Therapy Engineered The Treatment of Chronic
Tissue Constructs Wounds with Three-dimensional
Fibroblast Cultures
Dr. Carmelita Frondoza Dr. Jianying Zhang Dr. Stelios Andreadis
Johns Hopkins University University of Pittsburgh and State University of Buffalo
300 Human Mesenchymal Stem Cells|  Camegie Mellon Uriversity at New York
) Differentiate in Spinner Cufture Thres-Dimensional Retroviral Gene Transfer to
p-m- Biocompatible Ascorbic Epidermal Stem Cels:
Acid-Containing Scaffoid for Implications for Tissue
Bone Tissue Engineering Engineering
Zhiqun Long
BCS Ine.
330 OOARRS—M% An Effort Towards the
to Commercialization of Cuftured
z:omo Skin Autografts in Japan
LIRS — %

TR B L0 — A< — DR abstract FBIC L THEEW, FRTE. DA b L

A2 ML T A O—TERERICONTIRRDS

(1) Tissue Engincering: Great Expectations

Michael J. Lysaght, PhD
Professor and Director, Center for Biomedical Enginecring, Brown University
Tissue Engineering 2B 3BROEATH -7, BIE, KEHBIZOUMNEE > THY.
TORNBEAEA TN S, Phase DRT THETFAYEIE LTS Hepatassist % Acticel D—F.
Pipeling IZR>TWHHDBHH 5, 2000 £5 5 OFHI UBICEE S TNBA, FOREIT R
VA 80%TH 2o b DATT AU S48 54%, ROW (Rest of world)A 54% & 725 TS,
Fr—FIOETEESMLT. BEVORDDSREEES 1S 2 ETHOLLS oz

(2) An Alternative Cell for Use in Tissue Engineering
Dr. Charles Vacanti Harvard Medical School and
Brigham & Women's Hospital
—RNBRAEBATNOZ T, BITHERNRE UTEHREEMICO LTSRS ED - /=,

(3) Targeting Mesenchymal Stem Cells for Tissue Engineering
Dr. Amold Caplan, Case Western Reserve University

site-specific delivery of reparative cells 2B L T, protein G 2 BT ZhafiaRBicEe X
DTETLD, ISk E DT, B ET 28N target TOFRICWTERE, =
2. BBBERETIIS M. BEENOHETHRICEEE525 0 k< FRETETWS, Th
NoDREERNRHKINS,

13



(4) Artificial Vasculature through a Microfabricated Biodegradable Elastomer
Dr. Yadong Wang, Massachusetts Institute of Technology

PLGA IZHE L TAEDMESZER R ENBR TV S,

(5) Digital Printing of Viable 3-D Engineered
Tissue Constructs Dr. William L. Warren Sciperio, Inc.

MM ZRE M T 3 RITMEEEMET D HM OB, BIRTH 6Layer 4 different pattems 3

materials 3 nozzles HYEI G 8L,

(6) Human Mesenchymal Stem Cells Differentiate in Spinner Culture
Carmelita G Frondoza, PhD Department of Orthopaedic Surgery

RA7OF v UTERWEAEF—T7 5 X088 T, MSC O4MbERIERERAHL, Ei
ZRABIEIELD, BIBEOLANTOMEBEBERNTE, MOHHEEDERNT

BEOREINTVWARNDT, ENEFEEENTNSNIZRE?

Biornubber EIEEINBET LS 1 S DESEYE Safford DFIFIZDOWT, HEBEBLUOE
BEEY BER) ZERL THRZBEL. MROBMIZEERATVNS, Biomubber ILAERD

3A19H
Opening and Welcome
8:00 Alan J. Russell, PhD Carl Feldbaum, President
am. Pittsburgh Tissue Engineering Initiative and Biotechnology Industry Organization

McGowan Institute for Regenerative Medicine

Opening Keynote Presentation

8:25 Tetou Okano, PhQ
a.m. Institute of Advarced Biomedical Engineering and Science, Tokyo Women's Medical University
Ceil Sheet Engineering for Tissue and Organ Regeneration
as
Wound Card_:_?s\;u:ular Musculoskeletal Tissue Neuronal
ealin Ineerin
Healing Engineering Engineering Tissue Englneering
r. David Dr. Robert Nerem Dr. Jeffrey O. Hollinger r. Michelle LaPlaca
Steed Georgia Institute of Camegie Mellon University Georgia Institute of
University of Technology Animal Models in Bone Tissue Technology
9:00 Pittsburgh Enginaering a Engineering Extraceilular
. Development of | Small Diameter Matrix-Based Scaffolds
a.m. | New Therapies | Vascular Graft An for Sten Cell Delivery to
in Wourxd Assessment of the Injured Brain
Healing Progress fo Date
Or. Bil Tawjl | Dr. Doris Taylor Sco e Dt Masavukj Yamato
Baxter Duke University Johnson & Johnson Tokyo Women's Medical
BioSurgery, Medical Center | Autologous Growth Factors and Stem University
Baxter Skelstal Myoblasts Celis as Effactiva Componerts in Functional
940 BioScience of Marrow for Tissue-Engineered Orthopasdic Tissue-Engineersd
' Fibrin Sealant Myogenesis: Products Hurnan Cormeal
am. b for Detivering | How Does it Work? Epfthelial Sheet Grafts
Fibroblasts and from Limbal Stem Celfs
Keratinocytes to Expanded Ex Vivo on
Treat Chronic Temperature-Responsive
Wounds Cell Cufture Surfaces
10:30 Dr. Vincent Dr. Yasuhiko Dr. Dianne Rekow Dr. Molty Shoichet
' falanga Jzbata New York University College of University of Toronto
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am. Boston Kyoto University Dentistry Guided Neural Tissue
University Cardiovascular | Affects of Scaffold Features on Bone Regeneration
Biosngineered | Tissue Engineering Formnation
Skin for Chronic| Based on Reloase
Wbourxds: The Technology of
Expectod and Growth Factor
the Unexpected
Dr. Warren Dr. Michael V. Dr. Cato T. Laurencin Dr. Douglas Kondziolka
Gamer Sefton Drexel University University of Pittsburgh
University of University of Robust Strategies for Bone Tissue | Neuwronal Transplantation
Southern TJoronto Enginesting for Motor Stroke from
11:00 California Strategies for the Basal Ganglia Infarction:
a.m. | Medical Center | Vascufarisation of Results from a Phase 2
Bioengineering 3D Tissues Clirnical Trial
at the Bedside:
What Happens
in the Bum Unit
Dr. Mike Leek
Intercytex Ltd.
Tissue
11:30 engineen‘ng -
An industrial
Perspective
Joseph Bielitzki, Defense Science Office, DARPA
Defense Science Meets Tissue Engineeting DARPA's ETC Program
12:00 Mark Cohen, Partner - Eitan, Pearl, Latzer & Cohen Zedek
p.m. Patentability and Free-to-Operate Issues of Stem Ceils
Linda Powers, Managing Director - Toucan Capital Corp
Financing Tissus Engineering Ventures in a Tough Market
Blohybrid Dr. Michael S. Dr. Johnny Huard Katrina Tearse
and Sacks University of Pittsburgh University of Nottingham
Visceral University of Tissue Engineering Based on Designing a Delivery
Organs Pittsburgh Muscle-Derived Stem Cells: Potertial | System for Olfactory
Biomechanical for Musculoskeletal Enshesthing Cefls
Dr. Anthony | Considerations in Tissue Regeneration and Repalr
115 Atala Heart Valve Tissue
p.m. Children's Engineering
Hospital and
Harvard
University
Instruction
Manual: How to
Build an Organ
Dr. H. David | Karen Christman Dr, Daniel Gazit Dr._Jeffrey D. Rothstein
Humes UC Berkeley/UCSF Hebrew University of Jerusalem Johns Hopkins University
University of Joint Genetically Engineered Adult Stem Casll Therapy for
Michigan Bioengineering | Mesenchymal Stem Cells as Plattorms Neurodegenerative
Medical Schoot | Graduate Group for Skeletal Gene Therapy, Tissue Disease: Amyotropic
Early Clinical Injectable Engineering and Gene Expression Lateral Sclerosis as a
1:45 | Results with the Biopolymer Profiling Tost System
p.m. Biohybrid Pravents Negative
Kidney inICU | Left Ventricular
Patisnts with | Remodeling and
Acuts Renal | Preserves Cardiac
Failure Function ater
Myocardial
Infarction
Dr. Yoram r. Douglas Dr_ Robert Gassner Dr. Ravi Beltamkonda
Vodovotz Hamilton University of Pittsburgh Case Western Resetve
2:90 Universlty of Unjversity of lntmcellm'gr Signaling by Mechanical University
p.m Pittsburgh Improved Pittsburgh Strain Inltiates Repair and Is CNS Regeneration
o Physiclogical Cyclic Strain Regeneration In Chondrocytes: Being ‘GAG’ed?
Paramaters of Up-regulates Implications in Tissue Engineering
Porcine Kidneys Smooth Muscle
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Maintained on Actin and
Pulsatile Perfusion h1-calponin in
with Both & Nitric Bone
Oxida Donorand en | Marrow-Derived
inkibior of inducibie | Progenitor Celis:
Nitrlc Oxide Synthase|  Implications for
Vascular Tissue
Engineeting
DrigorM, |  De Viadimic aroline Ho £ P sco
Sauer Mirinov Ecole Polytechnique, Montreal, and University of Utah
Humboldt Medical University Biosyntech, Laval Quebec Mining the Borderland
University, of South Carolina ] Fult-Thickness Cartilage Repalr Using | Between Biomaterials
Berlin Organ Frinting an infectable Chitosan Scaffold, and the Central Nervous
Clinical BST-Car-Gel System
application of
3:00 the Modular
p.m. | Extracorporeal
Liver Support
{MELS) using
primary human
fiver cells
originating from
discarded donor
organs
. Dr. Savio L-Y Woo Dr. Martin Qudeqa
Oral Poster Presentations ey P ke
University of Pittsburgh University of Miami
330 | (T Advanced fechmlogy Program FunctonelTissus Engineering of |  Schoclof Medne
" . igaments and Tendons egeneration in the Adul
sfgo ofNé.?‘;(‘) g"nﬁ"fogvsﬁem Spinal Cord: A Schwanrn
p.m. T R Cell Eridge fo the Future
OWHRS--NE

(7)” Engineering a Small Diameter Vascular Graft: An Assessment of Progress to Date”
Dr. Robert Nerem Georgia Institute of Technology

£ X, endothelial-seeded PTFE grafts & Cell-seeded polymer \C BT BB TH o 1. & WL
LWRORE-ZD Lo 45 FTRROXEESRZDOT &,
BEH
@Meinhart JG Deutsch M, Fischlein T, Howanietz N, Froschl A, Zilla P."Clinical autologous in vitro
endothelialization of 153 infrainguinal ePTFE grafis.” Ann Thorac Surg 2001 May;71(5 Suppl);$327-31

(8) “Skeletal Myoblasts or Marrow for Myogenesis: How Does it Work?”
Dr. Doris Taylor, Duke University Medical Center

Cell-based cardiac repair 2R84 3. WA WA RBICE TS WTEER 211,
Bioheart-myocell ¢ First patient D #71 &
@Menasche P, Hagege AA, Scorsin M, Pouzet B, Desnos M, Duboc D, Schwartz K, Vilquin JT, Marolleau
JP.” Myoblast transplantation for heart failure.” Lancet 2001 Jan 27:357(9252):279-80
BRINIZ T safety trial SEHEH. bone Marrow cell, autologous skeletal myoblast D Bl A

(9) Strategies for the Vascularisation of 3-D Tissues
Dr. Michael V. Sefton, University of Toronto

Spheroid ISR E & 51T endothelial cell THES &S 74 F7 DEBA. Tl AN LT
W,
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@Richardson TP, Peters MC, Ennett AB, Mooney DJ. “Polymeric system for dual growth factor delivery.”
Nat Biotechnol 2001 Nov;19(11):1029-34

@Conway EM, Collen D, Carmeliet P. "Molecular mechanisms of blood vessel growth." Cardiovasc Res.
2001 Feb 16;49(3):507-21,

@ Carmelict P."Mechanisms of angiogenesis and arteriogenesis.” Nat Med 2000 Apr:6(4):389-95

@Korfl T, Kimmina S, Martiny-Baron G, Augustin HG "Blood vessel maturation in a 3-dimensional
spheroidal coculture model: direct contact with smooth muscle cells regulates endothelial cell quiescence
and abrogates VEGF responsiveness.” FASEB J 2001 Feb;15(2):447-57

(10) Instruction Manual; How to Build an Organ
Dr. Anthony Atala, Children’s Hospital and Harvard University

HET-RETBE. Y- RELTEDLIBLONBDION, BHELT, E0kS5h
BOVBEON, BREDTETH 1. WHFOEFOHREERRLBbOTIIRN, TR, BRI
TR ST
@Joki T, Machluf M, Atala A, Zhu J, Seyfried NT, Dunn IF, Abe T, Carroll RS, Black PM. "Contimious

release of endostatin from microencapsulated engineered cells for tumor therapy.” Nat Biotechnol. 2001
Jan;19(1):35-9.

(11) Early Clinical Results with the Biohybrid Kidney in ICU Patients with Acute Renal Failure
Dr. H. David Humes, University of Michigan Medical School

RO T 7 N—ZER %k U7 renal tubule assist device RADYC BRI T B84, R1T 71 )3—
HEROPICHEEEDRAALTND, BEFICERELEZ7IN—ICBL T, BYNOT 74 1N—
DICEZ2DEDT7 A N—DECIIER. ESIEYORO Iy N—DECE 12BN 774
N—DICKRERTOILICES>T, RO ERLUEVATLARBELTWS, Pasel RS54
NIRRT L=,

(12) Improved Physiological Parameters of Porcine Kidneys Maintained on Pulsatile Perfusion with Both a
Nitric Oxide Donor and an Inhibitor of Inducible Nitric Oxide Synthase .
Dr. Yoram Vodovotz, University of Pittsburgh

low-level NO using the chemical NO donor S-nitrosoglutathione (GSNO) & iNOS inhibitor (N-omega
iminoethyl-L-lysine; L-NILYZ R W TR 21T o B8N - LHYEMNTH - L OEE, 2L,
ESRLBAEMLE, BRPOSBXEIZTE.
@Light JA, Sasaki TM, Aquino AQ, Barhyte DY, Gage F. "Excellent long-term graft survival with kidneys
from the uncontrolled non-heart-beating donor.” Transplant Proc 2000 Feb;32(1):186-7

(13) "Clinical application of the Modular Extracorporeal Liver Support (MELS) using primary human liver
cells originating from discarded donor organs"
Dr. Igor M. Sauer, Humboldt University, Berlin
DrGerlach @ MELS [ZDW T OFROBE, BEERES ORI %2 - MELS Of5 8% %
EBIH D, FHE TS, BASNH L V5 RIT Xenotransplantation 12 TEIRHH OB O TH
- BN EUNTOERGEBALBHNTE TS > E DB D TH - . BITE Primary porcine liver cell
LTI 8 BEOEM. b ML 22 BHEOEH, Bridge-use & L TRATHET 2003 ££4 7
& U Phase]l 2B T HFETHBLOTETHH -,

FES & 37 STHR

@Pascher A, Sauer IM, Hammer C, Gerlach JC, Neuhaus P. "Extracorporeal liver perfusion as hepatic
assist in acute liver failure: a review of world experience.” Xenotransplantation 2002 Sep;9(5):309-24
@Saucr IM, Zeilinger K, Obermayer N, Pless G, Grunwald A, Pascher A, Mieder T, Roth S, Goetz M,
Kardassis D, Mas A, Neuhaus P, Gerach JC. "Primary human liver cells as source for modular
extracorporeal liver support--a preliminary report.” Int J Artif Organs 2002 Oct;25(10):1001-5
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@Sauer IM, Gerlach JC. "Modular extracorporeal liver support.” Artif Organs 2002 Aug;26(3):703-6

{14)FIBROGEN special seminar
HMBABRICE->Ta5 - U2 4FELTWS FIBROGEN #hAUSINT RS2 BB L THEL
7z, TBE Pichia ZHW T3,

3A20H
Biohybrid/ | Cardiovascular | Musculoskeletal
Vlsgeral Tissue Tissue Working with
Organs Engineering Englineering the FDA
Dr. Joyce L. Frey
8:00 Office of Cellular, Tissues and Gene
a.m. Therapies
FDA - Navigating Through
Deborah Lavoie
8:30 OCTGT/CBER/FDA
am. Interactions with the FDA and the IND
Process
Dr. Joerg Dr. John Mayey | Dr. Barbara Boyan Dr. Darin Weber
Gerlach Children’s Hospital | Georgia Institute of | Divison of Cellular and Gene Therapies
University of and Harvard Technology CBER perspsctive on FDA Regulation of
9:00 Pittsburgh Medical Schoot Importance of Tissue Enginesred Medical
a.m. | Bioreactors for ] Tissue Engineering| Scaffold Surface Products
Extracorporeal | of Cardiac Valves Design to
Liver Support and Arteries Tissue Engineered
Bone Formation
Malhar Dr. Laura Niklasen| Dr. Charles Sfeir Dr. Miriam C. Provost
Ambhaikar Duke University University of Dvision of General, Restorative and
Texas A&GM Lifespan Extension Pittsburgh Neurologica! Devices
9:30 University for Vascular Tissus | Nanosized Calcium | CORH Perspective on FDA Regulation of
am. | Kinetic Mode/ Engineering Phosphate Particies|  Tissue Engineered Medical Products
and Design of a for Plasmid Gene
Bioartificial Delivery.
Liver Systemn
r. Mehmet Dr. Greqgory H. Dr. Gadi Pelled
Toner Shriner's Borschel Hebrew University
Hospital and University of of Jerusalem
10:30 Harvarfi Michigan Medical Ligament Tissue
am University Center Enginaering
""" | Biosngineering | Fissue Engineering Mediated By
of a Liver Assist | of Recellularized | SMADS Signaling
Device Small Diameter Moleculs . .
Vascular Grafts Panel Discussion
including all four speakers and experts in
Dr. Peer Portner Wiltiam P._ Sarah Calve prectinical and clinclal #ial design
Stanford Wiesmann MD University of
University Tissue Genesis, Michigan
School of Inc. Mechanical
11:00 Medicine Automated Cell | Characterization of
am. | Cardiac Repair | Culture Technofogy Self-Assembling
or Replacement: for Vascular Tendon Constructs
Mechanical Re-growth
Circilatory
Support Cptions
12:15 Luncheon and Closing Keynote Presentation
p.m. Evan Y, Snyder, MD, PhD
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The Bumham Institute
Neural Stem Cells may be ldeally Suited for CNS Repair

1:30 Closing Remarks Jeffrey O. Hollinger, DDS, PhDRobert M. Nerem, PhD

(15)"Bioreactors for Extracorporeal Liver Support”
Dr. Joerg Gerlach, University of Pittsburgh
ROT77AN—PRAABRMO 7 71 N—EFEAADZ ok o THRICH T 2 R 415 %
BETZLENITATT., BORBELERCBLWTHREAUPIF7RAShE, ELWEITTS
Z2EE, 800g10mL OREEHLTWS, E/-, BAL AOFHELATZ 100-300mL OB DOWT
MRI ZHWTRZEL. NOFEEDIS W ETANETTEINEMFLTWS, OEEIT
100-250mL/min T 24h/day DILEE, 800g TLEIZ T+ EE I TVAM, BRI/,
http://www.xsdall nl/~reitsma/wwwarticleL.html 8

(16)"Kinetic Model and Design of a Bioartificial Liver System"
Malhar Ambhaikar, Texas A&M University

BIRWPRDOWT, TNXTOXESR S5ETIMEL. Packed-bed + Fluidized bed 2SI TH 5 &
DFEREEBLR, TEFNOBHLIRL, Y2 0EOBR, £, PAFAELTOREL R4,
HEDEZA, BBEREBDFENES,

(17)"Bioengineering of a Liver Assist Device"
Dr. Mehmet Toner, Shriner's Hospital and Harvard University

Double gel sandwich &FF&. single cell D L F% gel THAA TR % F| B LT micro co-culture
BRETHIEITLYD, FROMEZEEEL LS L7585, LTI 23 4 hepatocyte TH&
D13 FHOMIBNSR-TNS, ThEBHBETS ZETIRAMOEE IS L5t LR %
REl. Micro-fabrication 2B W TE 512 2 EOHREER LT DY 2RAbIFo TS, 3517
ERBBICE LU TR TROMERN LT, EEBD O I FAICD T H 487 DrMasaya
Shito @D 2003 4F LSurg Res /2 DWW T HBA LTz,

@Tilles AW, Baskaran H, Roy P, Yarmush ML, Toner M. "Effects of oxygenation and flow on the viability
and function of rat hepatocytes cocultured in a microchannel flat-plate bioreactor.” Biotechnot Bioeng 2001
Jun 5;73(5):379-89

Double gel sandwich ICB L TR FRESBHIITAH L LW EEDNS, GEEFICIIAV FERT
EWizinoiz)

@Ezzcll RM, Toner M, Hendricks K, Dunn JC, Tompkins RG Yarmush ML."Effect of collagen gel
configuration on the cytoskeleton in cultured rat hepatocytes."Exp Cell Res 1993 Oct;208(2):442-52

(18)" Automated Cell Culture Technology for Vascular Re-growth"
William P. Wiesmann MD, Tissue Genesis, Inc.

RBEBHLIOT. BENTSN, MERLEXNL LS50 ET, HHEELE Bio-Optimization
System (BOS) IZDWT DM, WANARKITHENTESL LORETH - 0 EEM- T
DR LVBOR, fRED TRINTVZONEELWERRAIESRS 7=,

http://www.tissuegenesis.com/

SHPIZHN - RE
FDA. CBER iZBISHEFIZOVTOREL AL FDA 7= CD-ROM
FDA IZ33W"Tid, CBER (Center for Biologics Evaluation and Research) ISP AR T 28 1c DWW T 04
WeBHERD, RELTHT 2B, FMEMICRE2 A bOEAETo TV,
COT=ATEME X TV CD BT S hTWE T v 1L & FRISRT, #F#liL CBER MR
T ANR—UH, BfIh CD 2823 hi-n,
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FDA B4t CD H &

CJEZ Cellular, Tissue and Gene Therapy Documents
-—F?BRMAC Transcripts
77BRMAC Jul 2000

7 Agenda 362%al.doc, 3629al.pdf
7~Briefing documents 3629b1.htm, 3629bla.pdf, 3629b1b.doc, 3629b1b[1].pdf
77 Questions 3629q1.doc, 3629q1.pdf, 3629q2.doc, 3629q2.pdf
> Transcripts 3629t1.1tf, 3625t1a.pdf, 3629t1b.pdf, 3629t1c.pdf, 3629t1d pdf
CBER 200 Meeting Documents.htm
L—7~CBER 200 Meeting Documents.files

——"7Cell Therapy
1r101493.pdf, GDEXV_TXT.htm, mab032901.pdf, ptc_mab.txt,
somgene.pdf, somegene.txt, xveme. txt

——~Clinical Trials clineff]1].pdf

= CMC

—Blue Book Memos - Required Biocompatibility Training and Toxicol htm
L—~Blue Book Memos - Required Biocompatibility Training and Toxicol

——3630fnl.pdf. 042098b.pdf, cmcdba pdf, cmedna txt, cntanr htm, cntantpdf,
compest.pdf, comptest.txt, environ. pdf, FR06ja98R pdf, ichbiotest.pdf, ichbiotest.txt
ind052501.htm, ind0502501.pdf, mab032901.htm, 01d027fn.pdf, ptccellpdf,
Q3A(R)Step4.pdf, Q3C.pdf, q5¢.pdf, qualbiot.pdf, qual.txt, stabdft.pdf

—F~L AL testing

L lal pdf, lalappend_e2.pdf, lalapend_e.pdf, lalaappendb-d.pdf, lalsections pdf

7Gene Therapy

——CBER Letter - Dear Gene Therapy IND or Master File Sponsor.htm

L—7~CBER Letter - Dear Gene Therapy IND or Master File Sponsor files
—{r101493pdf, ptecell.htm, ptecell pdf, ptedna.pdf, ptesupdna, pdf, retrogt1000 htm
retrogt1000.pdf, somegene.pdf, somegene.txt

= General

—CBER Regulatory SOPP 8101_1 Scheduling and Conduct of Regul.htm
L-7CBER Regulatory SOPP 8101_1 Scheduling and Conduct of Regulatory
—Guidance for Industry - Formal Meetings With Sponsors and A htm
L7 Guidance for Industry - Formal Meetings With Sponsors and Applic
—{rFast Track documents

L—6020-3.pdf, 8405.htm, fr1_6_98 htm, fstrk-2.pdf, fsttri~4 pdf, fsttrk pdf
—/"~IND Docs
L—21¢fr50sB.pdf, 21cfr56sA.pdf, 21cfr210.pdf, 21cfr211 pdf, 21cfr312.pdf, 21cfr314.pdf
21cfr600.pdf, 1571.pdf, 1572.pdf, 8007 htm. 8201 htm, 8202.htm gep htm
guidelines.htm, ind.htm, indpubs. htm
—indbiodft.pdf, Introduction to Medical Devices.doc, mtpdufa.pdf, NIH_Gdlnes_Ink 2002zpdf
NIH_Guidelines_Apr_02.htm, phasel.pdf
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= Other Info

—/F7BRMAC Jul 2000 HFI3 EEFC
—Guideline Page. htm
L7~ Guideline Page_files
——CBER Publiications. htm

L—7~CBER Publications_files
—Introduction to Medical Devices.doc

~7Preclinical testing

—s6stepd. pdf
—ICHnews.htm
L—7~ICHnews_files

= Tissue

—CBER - CJD Guidance Change htm

L~ CBER - CJD Guidance Change_files

—CBER - Tissue Action Plar.htm

L—F~CBER - Tissue Action Plan_files

—CBER Letter - Fetal Cellular or Tissue Products In Human CLhtm

L7~CBER Letter - Fetal Cellular or Tissue Products In Human Clinica

—054.htm, 054.pdf, CELLTISSUE pdf, celltissue.txt, cjdvcjd.htm, cjdvcid.pdf,
frtisreg01190 1. htm, Friisreg011901.pdf, gtp010801pr.htm, gtp010801pr.pdf,
suitdonor.txt, xenophs0101.htm

——r7Xenotransplantation

—CBER - Xenotransplantation Action Plan him
L—7~CBER - Xenotransplantation Action Plan_files
—Letter on Stem Cells to Senator Gregg.htm
L—>/Letter on Stem Cells to Senator Gregg_files
—Letter on Stem Cells to Senator Kennedy
L—P~Letter on Stem Cells to Senator Kennedy_files
—cjdvcjd.htm, cjdvejd.pdf, clinxno0201.htm, clinixeno0201.pdf, fr101493.pdf,
humemb. hem, humemb.pdf, q5a.pdf,virsafe. pdf, xenophs0101{1].pdf,
zoobldxeno htm. zoobldxeno.pdf
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ANIST BEUNH NSOty S o —EM
KEOHFEZRDDEWPITH S NIST OFEBFUCBNT, RUT—EMHEHEL T, Enie
WEREREZTHL., HESRELE,
55 NIST Materials Science & Engineering Laboratory - Polymers Division
http://polymers. msel. nist. gov/index cfm
Dr. John A, Tesk http://polymers. msel. nist gov/staff/detail cfm?SID=113
BEE
NIST-1 “Scaffold metrologies” Newell Washburn
Poly-e- caprolactam 2% 7 U 7 VDB MRI ZR WA A= L 7 Elc oW TR,

http://polymers.msel nist. gov/iesearcharea/biomaterials/projects.cfm

NIST-2 “Imaging highly scaffold materials with confocal coheremt microscopy —a multifunctional
non-invasive imaging tool” Marc Cicerone and Joy Donkers(REZ#) 5 H

HIEOERR E—L 2 FEMSE AW 3RTRAF ¢ 74— RAOBERTFEOER. f58LD
LDEWSERTES, FFlLWSOT2 7 MITR. $EiX DrDonkers

http://polymers. msel.nist. gov/projects/detail cfFm?PID=60

BB T3 BE I TRO L0 EBR.
"Optical coherence tomography and microscopy in gastrointestinal tissues”
Izatt JA, Kulkarni MD, Wang HW, Kobayashi K, Sivak MV
IEEE JOURNAL OF SELECTED TOPICS IN QUANTUM ELECTRONICS 2 (4). 1017-1028 (1996)
Abstract
Optical coherence tomography (OCT) and optical coherence microscopy (OCM) are novel techniques for noninvasive biomedical imaging
based on low~coherence interferometry, OCT achicvea high-spatial resolution (<30 mu m in three dimensions) and high dynamic range (>100
dB) in a fiberoptically integrated system which is suitable for applicstion in minimally invasive diagnostics, including endoscopy. The
technique of OCM combines the depth-ranging capability of OCT with the micron-scale resolution imaging capability of confocal
microscopy to extend the available imaging depth of confocal microscopy up to several hundred micrometers deep in highly scattering
tissues. The theoretical and technical bases for OCT and OCM imaging are described. Example OCT images ate provided in gastrointestinal
(GI) tissucs to illustrate contrast between histological layers of the GI mucosa and differentiation of the mucosa from submucosa. Example

OCM images revealing cellular-lovel miorostructure up 1o several hundred micrometers deep in Gl tissn¢ are presented for the first time. The
potential applications of OCT and OCM imaging in clinjcal disgnsotic medicine are discussed.

NIST-3 “Dental materials” Joseph Antonucci

hitp://polymers. msel nist, gov/staff/detail cfm?8ID=111

AT S S Zr-ACP IZB 3 3 HHE. Photo-polymerized-ACP 2D W T H AN S T T=,

NIH #fH
mn@t»intv&yﬁt>5~éﬁﬁ.E#éﬁrﬁmt0MHt%bTu%$®ﬁ?%
Eth?i(%ﬁwﬁﬁéﬁhfﬁ%)&‘E%WEE&Emtomﬁbfﬁthyﬁwm
ARRITRE 2R,
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