Translational Models for Musculoskeletal

Tissue Engineering and Regenerative Medicine
Sunday, December 7, 2008
2008 Pre-TERMIS-NA Special Interest Group Workshop
http://www.termis.org/na2008/
Sponsored by NIAMS, NIH

Date and Location: Sunday December 7, 2008 9:45am-5:30pm
Participants: Open to all TERMIS-NA registrants and speakers/session chairs

Purpose: To identify translation models and research and development pathways for engineered tissues
and regenerative medicine therapies that target bone, cartilage, disc, ligament, meniscus, and tendon.

Questions: The workshop will address the following issues in order to complement the TERMIS-NA

meeting that addresses emerging TE-RM therapies at various stages of research and development.

1. From the clinical perspective, what are unmet clinical needs and opportunities for injury and disease
of musculoskeletal tissues and organs that may be amenable to TE-RM therapies?

2. Are there appropriate models (e.g., animal) for particular injuries and diseases in order to address
efficacy, safety, and mechanism of action?

3. Are there needs to develop standardized animal models? If so, is it possible to develop such models
and what would be the best ways to achieve the goal?

4. What are the translational pathways for engineered tissues and regenerative medicine therapies for
these injuries and diseases that successfully lead to clinical trial and therapeutic development?

Draft Agenda

9:45a-10:00a Welcome & Introduction
Anthony Ratcliffe, PhD (Synthasome) & Robert Sah, MD, ScD (UCSD)

Part 1: Moderator - Linda Sandell, PhD — Sessions I-III

10:00a-10:45a Session |. Intervertebral Disc

* Jeff Lotz, PhD (University of California, San Francisco), Degeneration Models and Stem Cell Therapy.

e Koichi Masuda, MD (University of California, San Diego), Disc Degeneration Models and
Advancement of IVD Therapies into Clinical Trials.

10:45a-11:30p Session Il. Ligament
* Kurt Spindler, MD (Vanderbilt University), Clinical Challenges for Ligament
* Martha Murray, MD (Boston Children’s Hospital), Translational Research for ACL Repair

11:30a-12:00n _Session lll. Perspective from the FDA
* Charles Durfor (CDRH, FDA) and Richard McFarland (CBER, FDA), Perspective from the FDA.

12:00p-1:15p _ Lunch

Part 2: Moderator - Richard Coutts, MD — Sessions IV and V

1:15p-2:15p  Session IV. Articular Cartilage

e Constance Chu, MD (University of Pittsburgh), Orthopaedic Challenges of Cartilage Injury and
Degeneration and Solutions through Translational Research

Timothy M. Simon, PhD (Applied Biological Concepts, Inc) Testing in a Surrogate Animal Model

* Lori Setton, PhD (Duke University), Strategies for Drug Delivery to Promote Cartilage Regeneration

2:15p-3:00p _ Session V. Muscle and Tendon




* Herman Vandenburgh, PhD (Brown University), Tissue engineering contractile tissues for clinical

applications

e Kathe Derwin, PhD (Cleveland Clinic), Animal Models for Rotator Cuff Tendon Repair

3:00-3:30p Coffee Break

Part 3: Moderator - Christine Kelly, PhD — Sessions VI and VI

3:30p-4:15p _ Session VI. Meniscus

* Tom Carter (Arizona State University), Clinical Challenges for Meniscus Repair and Regeneration
» Steve Arnoczky, PhD (Michigan State University), Translational Models for Studying Meniscus Repair:

What they Can and Can’t Tell Us

4:15p-5:15p  Session VII. Bone

e George Muschler, MD (Cleveland Clinic), Orthopaedic Challenges and Stem Cell Therapies for Bone

Regeneration

e Eddie Schwarz, PhD (University of Rochester), Gene Therapies for Bone Regeneration
e Dietmar Hutmacher, PhD (Queensland University of Technology), Translational Therapies for Bone

Regeneration

5:15p-5:30p  Summary & Closing Remarks

Robert Sah, MD, ScD (University of California, San Diego) & Anthony Ratcliffe, PhD (Synthasome)
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