Ay

be disseminated for in - depth review by the investigator steering
committee. and follow - up discussion at investigator meetings. It should
also be submitted to FDA and each reviewing IRB annuvally, along with the
general information in the attached 'Suggested Format for IDBE Progress
Reports' (Appendix V).

APPENDICES
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IXI. Process Validation
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V. IDE Report Format
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» Jonathan Leor, Sharon Aboulafia-Etzion, et al. Cardiac Grafts : A New Approach to
Repair the Infarcted Myocardium?

+ Survival and Function of Bioengineered Cardiac Grafts

« W.-H. Zimmermann, K. Schneiderbanger, Tissue Engineering of a Differentiated
Cardiac Muscle Construct

- Tatsuya Shimizu, Fabrication of Pulsatile Cardiac Tissue Grafts Using a Novel
3-Dimensional Cell Sheet Manipulation Technique and Temperature-Responsive Cell
Culture Surface

« W.-H. Zimmermann, et al, Stem Cell Repair of Infarcted Myocardium: An Ovérview for
Clinicians
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- W.-H. Zimmermann, K. Schneiderbanger, Tissue Engineering of a Differentiated
Cardiac Muscle Construct

+ Tatsuya Shimizu, Fabrication of Pulsatile Cardiac Tissue Grafts Using a Novel
3-Dimensional Cell Sheet Manipulation Technique and Temperature-Responsive Cell
Culture Surface
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TC 194/WG 1

terminoloay

Systematic approach to biological evaluation and

TC194/WG 2

Degradation aspects related to biological testing

TC 194/WG 3

Animal protection aspects

TC 194/WG 4

Clinical investigations of medical devices in humans

TC 194/WG 5

Cytotoxicity

TC 194/WG 6

Mutagenicity, cancerogenicity and reproductive toxicity

TC 194/WG 7

Systemic toxicity

TC 194/WG 8

Irritation, sensitization

TC 194/WG 9

Effects on blood

TC 194/WG 10

Implantation

TC 194/WG 11

Allowable limits for leachable substances

TC 194/WG 12

Sample preparation and reference materials

TC 194/WG 13

Toxicokinetic study

TC 194/WG 14

Material characterization

TC 194/WG 15

Strategic approach to biological assessment
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Committee

Title

TC 150/WG 7

Fundamental standards

TC 150/WG 8

Breast implants

TC 150/WG 10

Data on implanted and retrieved devices

TC 150/WG 11

Tissue engineered implants

TC 150/SC 1 Materials

TC 150/SC 2 {Cardiovascular implants and extracorporeal systems
TC 150/SC 3 [Neurosurgical implants

TC 150/SC 4 [Bone and joint replacements

TC 150/SC 5 |Osteosynthesis and spinal devices

TC 150/SC 6 [Active implants
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IS0 10993-6:1994

Tests for local effects after implantation

IS0 10993-7:1995

Ethylene oxide sterilization residuals

IS0 10993-9:1999
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HEstablishment of allowable limits for leachable substances

IS0 10993-18 Chemical characterization of materials
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