Updated:  June 8, 2009
Following Vancouver, Canada F04 TEMPs, May 20, 21, 2009
Structure for F04.40 – Division IV on TEMPs


Co-Chair
Anthony Ratcliffe


Co-Chair
Warren Haggard



Exec. Sec
David Kaplan
Strategic Planning Meeting:  
Proposed Division IV Workshops
1) F04.41 – Classification and Terminology for TEMPs
Scope: To develop classification of areas for standards for tissue engineered medical products and standard definitions of the terminology for use with standards for tissue engineered medical products.
a. Leadership

Chair

Fred Cahn

Vice-Chair
Kent Lowry (Proposed)
Secretary
Open 

b. Published Standards (No Action Required)
i. F2211-04 – Standard Specification for General Classification for Tissue Engineered Medical Products.  
a. Contact: Fred Cahn or David Kaplan.
ii. F2311-08 –Standard Guide for the Classification of Skin Substitutes.    
a. Contact: Fred Cahn
c. Published Standards which require re-ballot or other action
i. F2312-04 – (WK15212, TG05) Standard Terminology Relating to Tissue Engineered Medical Products. Fred Cahn held teleconference to discuss revised draft F2311-06.  Persuasive Negative Votes.  Ballot withdrawn.  No ballot scheduled for the upcoming ballot cycle. 
a. Contact: Fred Cahn, Byron Hayes, Russ Alberts, Dave Williams
d. Withdrawn or Inactive Standards or Work Items

i. Carrier to release agent (Develop in F04.44).  Contact:  Jack Parr & Warren Haggard (Temporary Chairs). (Inactive)
ii. Carrier containing cells (Develop in F04.44).  Include references in document for measuring cell adhesion (F04.43) & cell viability (F04.43).  Contact:  Jack Parr & Warren Haggard (Temporary Chairs).  Cross with Cell Signaling SC.  Anne Plant/Manny Horowitz to help find permanent chairs.  (Inactive).
iii. ISO TC-150 N593 - Risk-Based Classification Of TEMPS –Document not recommended for next ballot level at Korea meeting 05.  New ISO TC150 SC7 formed. Work to develop a “manufacturing” standard which references appropriate ASTM standards to accelerate ISO workflow and standards development with recognition to existing work.  (Meeting with Marlowe, Lemons, Schultz, Kirkpatrick).
a. Contact: David Kaplan 

b. Contact: Dr. Hwal Suh (ISO).
iv. TG03 – Preclinical Evaluation of TEMPs Involving Scaffold with Additional Components.  (New Work Item, Norfolk 07).  This document will elaborate on the rationale for testing combination products.  Task group will develop a decision tree to define product and what type of testing should be performed.  SC voted at Tampa 07 meeting to table activity on this document.  (Withdrawn).
a. Contacts:  Barbara Blum, Michael Doser, Yusef Khan, Katherine Sale and Elliott Sanders, Reto Luginbuehl, Jack Parr, Victor Zaporojan.
e. Work Items
i. Consolidation of terminology for Division IV.  (May 2009) Goal:  Wherever possible, when multiple definitions exist for a term, reduce to one definition.  If a single definition is not possible, reference the alternate definitions to the standard in which they are used.
a. Contact:  Fred Cahn.

b. Terminology Subcommittee:  Barb Blum, Monika Geiger, Kent Lowry (klortho@newnorth.net) and Matt Hull (matt.hull@aesculap.com)   

2) F04.42 – Biomaterials and Biomolecules
Scope:  To develop standards for both natural and recombinant biomolecules, biomaterials, and other non-cellular components of tissue engineered medical products.
a. Leadership


Chair

Liisa Kuhn

Vice-Chair
Monika Geiger
Secretary
Byron Hayes

b. Published Standards (No Action Required)
i. F2027-08 – (TG13 WK9442) --Standard Guide for Characterization and Testing of Raw or Starting Biomaterials for Tissue Engineered medical Products.
a. Contact: Liisa Kuhn (lkuhn@uchc.edu) 

ii. F2064-00(2006) – Standard Guide for Characterization and Testing of Alginates as Starting Materials Intended for Use in Biomedical and Tissue-Engineered Medical Products Application 
a. Contact: Michael Dornish and David Kaplan 
iii. F2103-01(2007)e1 – (TG15, WK13391) - Standard Guide for Characterization and Testing of Chitosan Salts as Starting Materials Intended for Use in Biomedical and Tissue-Engineered Medical Product Applications.  Re-approve.

a. Contact: Michael Dornish and David Kaplan 
iv. F2131-02(2007)e1 – (TG16, WK13392) - Test Method for In Vitro Biological Activity of Recombinant Human Bone Morphogenetic Protein-2 (RHBMP-2) Using the W-20 Mouse Stromal Cell Line.  Editorial changes to document received for document will be incorporated at a later date.
a. Contact: Monika Geiger (mgeiger@wyeth.com).

v. F2150-07 (TG14, WK11409).  Standard Guide for Characterization and Testing of Biomaterial Scaffolds Used in Tissue-Engineered Medical Products.     
a. Contact: Byron Hayes (bhayes@wlgore.com).

vi. F2259-03(2008) – (TG18) Test Method for Determining the Chemical Composition and Sequence in Alginate by Proton Nuclear Magnetic Resonance (1H NMR) Spectroscopy. 
a. Contact: Michael Dornish
vii. F2260-03(2008) – (TG19) Test Method for the Determination of the Degree of Deacetylation of Chitosan Salts by Proton Nuclear Magnetic Resonance (1H NMR) Spectroscopy.  
a. Contact: Michael Dornish.

viii. F2602-08—(TG03, WK965) Standard Test Method for the Determination of the Molar Mass of Chitosan and Chitosan Salts by Size Exclusion Chromatography with Multi-angle Light Scattering Detection (SEC-MALS).  

a. Contact:  Michael Dornish
b. Additional distribution:  Martin Fritts, SAIC-Frederick, Inc., (frittsm@ncifcrf.gov).
ix. F2603-06— Std. Guide for Interpreting Images of Polymeric Tissue Scaffolds.  (WK7980 TG08).  
a. Contact:  Paul Tomlins and Marc Cicerone.
b. Additional distribution:  Byron Hayes.
x. F2605-08—(TG04, WK964)  Standard Test Method for the Determination of the Molar Mass of Sodium Alginate by Size Exclusion Chromatography with Multi-angle Light Scattering Detection (SEC-MALS).
a. Contact:  Michael Dornish
c. Published Standards which require re-ballot or other action
i. F2212-08e1 (TG17, WK23753) – Guide for Characterization of Type I Collagen as a Starting Material for surgical Implants and Substrates for Tissue Engineered Medical Products.  Passed SC ballot.  Main Ballot 6/10/09.
a. Contact: David Kaplan and Ken Olson.
b. Randy Thoma, Michael Messenger, Anne Plant, Angela Blackwell, Andy Bailey, Monika Geiger.

ii. F2347-03 – (TG20, WK15701) Guide for the Characterization and Testing of Hyaluronan as Starting Materials Intended for Use in Biomedical and Tissue Engineered Medical Product Applications. Document revised.  Not discussed May 09.
a. Chair:  Michael Dornish and David Kaplan

b. Contacts:  Charles Durfor, Additional FDA/ODE reviewers, Richard McFarland, Ove Wik, Phil Band, Mary Cowman, Kip Thacker

iii. F2450-04 – (WK18437)Standard Guide for Assessing Microstructure of Polymeric Scaffolds.  Modifications proposed, including revision of pore size characterization table..  Ballot SC/Main, 9/18/09.
a. Contact:  Paul Tomlins and Byron Hayes.
d. Withdrawn or Inactive Standards or Work Items
i. WK2326 (Withdraw Work Item) – Standard Guide on Protein Concentration Determination. 
a. Contact:  Tom Porter 
ii. WK3502 – TG12 (Withdraw Work Item).  Standard Test Method for the Determination of Protein Concentration by Ultraviolet Spectrophotometry.  Currently 2 docs that provide needed information:  EP 2053 and USP 1047.   
a. Contact:  Monika Geiger (mgeiger@wyeth.com). 
b. Additional distribution:  Matthew Hollenbeck (mhollenbeck@orthovita.com).
iii. WK???? TG10 (Withdraw Work Item) – Standard Guide for Biocompatibility of Alginates.  
a. Contact:  Michael Dornish and David Kaplan
b. Additional Distribution:  Victor Zaporojan (victor.zaporojan@zimmer.com), Martin Fritts, SAIC-Frederick, Inc., (frittsm@ncifcrf.gov).
e. Work Items Jointly Worked on by 2 or more Subcommittees
i. WK13687 TG09–Standard Test Method for Characterizing Hydrolytically Degraded Poly(caprolactone) scaffolds  for Tissue Engineering.  Kuhn led discussion.  Need additional information on the intended scope from Wang.  Perhaps a general degradation document jointly between 4.42 and 4.15.  Suggested title revision:  SG for characterization & assessment of Bioabsorbable devices.
a. Contact:  Francis Wang, Propose joint with F04.15.
b. Additional distribution:  Ken Metzer, Carl Simon, Marc Cicerone, Paul Tomlins, Byron Hayes, Mosely, Demian, Tim Topoleski and FDA/CDRH ceramics people.
ii. WK15152 TG07– Standard Guide for Characterization of ceramic and mineral based scaffolds used for Tissue Engineered Medical Products (TEMPs) and as medical devices for surgical implant applications.  Geiger presented.  Ballot SC/Main, Jun 09.    
a. Contact:  Reto Luginbuehl. reto.luginbuehl@rms-foundation.ch
b. Co-chair:  Gary Fischman, John Goode or Floyd Larson, Sandy Williams, Toshie Tsuchiya, Barbara Blum, Francis Wang.
c. Concurrent F04.13 and F04.42.  Courtesy ballot F04.13 and other interested Committees.
d. Additional contacts:  Randy Thoma.
f. Active Work Items
i. WK6507 TG06– Development of reference scaffolds for Tissue Engineering.  Carl Simon (NIST):  Three types of reference scaffolds with different strut spacing are now available (Apr09) (NIST traceable):  Strut spacing are 200, 300 and 450 μm.   Future work will focus on adding permeability measurements and cell culture testing to the Report of Investigation.
a. Contact:  Carl Simon and Michael Yaszemski
ii. WK11381 TG11 – Standard Guide for Assessment of Surface Texture of Non-Porous Biomaterials in two Dimensions.  Modified title to address negative meeting.  Ballot, SC/Main, Jun 10, 2009.  

a. Contact:  Paul Tomlins.

b. Additional distribution:  Hayes
iii. WK21927 TG22 – Standard Guide for the Characterization of Hydrogels Used in Regenerative Medicine.  SC Ballot Sept. 18, 2009.  

a. Contacts:  Melissa Mather (melissa.mather@npl.co.uk) and Paul Tomlins.

b. Additional contacts:  Blackwell, Hayes, Luginbuehl, Kuhn, Tomlins, Kaplan, McDermott.

c. Concurrent with F04.11 (polymers).

d. Additional topics recommended covering:  chemical composition, leachables, impurities, inflammatory process, setting time, swelling, delivery, etc. 
iv. WK24374 – SG for Determining the Permeability of Tissue Engineering Scaffolds.  (New Work Item Vancouver 09).  Draft by Nov 2009 or May 2010 meeting.

a. Contacts:  Paul Tomlins.

b. Additional distribution:  Carl Simon, Byron Hayes.

v. WK???? TG21 – Test Method for Molar Mass of Hyaluronan as Determined by Intrinsic Viscosity. (New Work Item Tampa 07).  Document not discussed, May 09.

a. Contact:  Michael Dornish.

3) F04.43 – Cells and Tissue Engineered Constructs 

Scope:  To develop standards for cells in tissue engineered medical products that may contain a local- and/or systemically-acting cellular or tissue component of autologous, allogeneic, or xenogeneic origin or genetically modified cells of any species which may be formulated with a synthetic or natural material and/or biomolecule.  Also to develop standards for structural and mechanical characterization, for delivery systems and for the construct.
a. Leadership


Chair

Barbara Blum

Vice-Chair
Open 
Secretary
David Kaplan

b. Published Standards (No Action Required)
i. F2149-01(2007) – (WK15644, TG09). Standard Test Method for Automated Analyses of Cells—the Electrical Sensing Zone Method of Enumerating and Sizing Single Cell Suspensions.  Document to be reviewed for possible updating of data evaluation section.
a. Contact: Jens Karlsson.
ii. F2664-07 – Standard– Standard Guide for assessing the attachment of cells to biomaterial surfaces by Physical Methods.  (WK3936 TG05)

a. Contact:  David Kaplan and Paul Tomlins.

iii. F2739-08– Standard Guide for Quantitating Cell Viability within biomaterial scaffolds.  WK13589 TG04 .  

a. Contact:  Liisa Kuhn.

c. Published Standards which require re-ballot or other action
i. F2210-02 (WK21734, TG10) – Guide for the Processing of Cells, Tissues and Organs for Use in Tissue Engineered Medical Products. Select TG to decide if this standard is still relevant and specific situations where this standard could be used. 
a. Contact: Alyce Jones, Richard McFarland (FDA- contact Tissues Div. FDA/CBER), Scott Brubaker (AATB) and Kent Lowry
ii. F2315-03 (WKXXXXX) – Standard Guide for the Immobilization or Encapsulation of Living Cells or Tissue in alginate Gels.  Scheduled for reballot. M. Dornish to take lead on possibly updating. 

a. Contacts:  Michael Dornish and David Kaplan.

b. Additional Contacts:  B. Boyan, W. Haggard

iii. F2386-04 (WK17334, TG11)– Guide for Preservation of Tissue Engineered Medical Products.  Select TG to decide which parts of the standard should be updated. TG to report back in Jun or Jul with recommendations on updating document.  Also, need to clarify relation between this document and the "Cell Storage" draft proposed in Cell Signaling (4.46). 
a. Contact: Jens Karlsson (Alison Hubel).
b. Additional Contacts:  Alyce Jones, Kelvin Brockbank (volunteered by Alyce Jones), Juleah Joseph (AAOS), Barbara Blum (track follow-up with Alyce).

c. Action:  Alyce to consult with vitrification expert Kelvin Brockbank for input.

d. Withdrawn or Inactive Standards or Work Items
i. Z9170Z – (Withdraw Work Item due to inactivity).  Test Method for Use of Fibrin Sealant in the Delivery of Cell and Bioactive Agents for Tissue Engineering Applications.    
a. Contact: Bill Tawil

ii. (Withdraw Work item due to inactivity)– Biomarkers for Safety.

a. Contact:  Henry Rodriguez

e. Work Items Jointly Worked on by 2 or more Subcommittees
i. WK8031 TG06-- Standard Guide for Immunogenicity of TEMPs.  Nov 05 held joint meeting with Ken St John (F04.16, biocompatibility).  Ken recommended that a new document not necessary, but could modify F748 to include TEMPs.  Ken and Liisa will meet to discuss changes.  (Document Inactive)

a. Contact:  Liisa Kuhn/Lisa Olson.
f. Active Work Items
i. WK11468 TG08—Standardization of in situ visualization/quantification of mineralized matrix by osteoprogenitors.  (Revised Work).  Recommend expand scope to include more than mesenchymal cells.  SC ballot Sept 2009.
a. Contact:  Kuhn (new chair).  Hirose (moto-hirose@aist.go.jp) unavailable until 2010. 
b. Additional contacts:  David Rowe, Paul Tomlins, Sandy Williams, Joel Bumgardner (UMem, volunteered by W. Haggard), Barbara Boyan, Kuhn graduate students, Juleah Joseph (AAOS), Kent Lowry, Damian Marshall.
c. Topics for inclusion:  Mice with GFP on Col II; osteoprogenitor cell calvaria; reporter cells; Fluorescent intensity mineralized nodules (xylenol orange stain); Ca content measurement.

d. Action:  Upon availability, it was suggested that example images of nodules be distributed to several TG members/facilities for counting to determine variability.

ii. WKXXXXX – Cell Adhesion Test method.

a. Contact:  David Kaplan

b. Additional Contacts:  Andre Garcia (GA Tech/volunteered by B. Boyan), Paul Tomlins
4) F04.44 - Assessment
Scope:  To develop standards for the pre-clinical evaluation of tissue engineered medical products, including 
a. Leadership


Chair

Barbara Boyan


Co-chair
Jack Parr


Vice-Chair
Floyd G. Larson 


Secretary
Yusef Khan


b. Published Standards (No Action Required)
i. F2451-05 – Standard Guide for the Assessment of Implantable Devices Intended to Repair or Regenerate Articular Cartilage.
a. Contact:  Russ Alberts
ii. F2721-08 – Standard Guide For Pre-Clinical in vivo Evaluation of Critical Size Segmental Bone Defects (WK8032).    
a. Contact:  Monica Geiger and Byron Hayes.

b. Task group:  Luginbuehl, Brown, Gao, Blum, Haggard, Yaszemski, Zian, Boyan, Parr, Hany, Aric Kaiser.

c. Published Standards which require re-ballot or other action
d. Withdrawn or Inactive Standards or Work Items
i. Z9120Z – (Guide Inactive) Guide for the Normal Biological Function of Aortic Heart Valves.  (Boyan will request Ajit Yoganathan to develop document.)
a. Contact: 

ii. WK???? – (Withdraw Work Item).  Standard Guide for Vascular Grafts. (Proposed new work item, Washington D.C. 04).

a. Contact:  Barbara Boyan and Robert Nerem.
iii. WK8034 TG07 (Withdraw Work Item).  Std. Guide For Performance Of Articular Cartilage TEMPS In Animal Models.  May 05:  Draft discussed, working group formed, new work item requested.  Jack Parr will get status report from Russ.
a. Contact:  Russ Alberts.

iv. WK8030 TG05– (WK Item Inactive by TG chair request). Std. Guide For In Vivo Assessment of Dermal Regeneration Performance.  No progress on draft.  Fred wants a second document on Clinical Focus.
a. Contact:  Fred Cahn.

v. WKXXXXX – TG11 (WK Item Inactive by TG chair request, low priority document). SG for pre-clinical in vivo evaluation for bone defects with continuity (partial segmental defect).  (New Work Item, Norfolk07).

a. Chair:  Hwal Suh, B. Blum

vi. WKXXXXX – TG12 (WK Item Inactive by TG chair request, low priority document). SG for pre-clinical in vivo evaluation for intramembraneous bone healing.  (New Work Item, Norfolk07).

a. Chair:

vii. WK13650 TG09 – Standard Guide for Evaluating Viscoelasticity of Tissue Engineered Cartilage using Noninvasive Photo-Acoustic Method.  New Work Item 12/06.  Draft discussed (May 2009). Recommendation:  Table document pending further clarification from Dr. Fujisawa. 

a. Contact:  Akira Fujisawa (a-fujisawa@aist.go.jp)

b. Additional contacts:  Dreher, Masato Sato, Iya Ishihara
e. Work Items Jointly Worked on by 2 or more Subcommittees
f. Active Work Items
i. WK????? TG15—Terminology for Assessment SC.  (Formed May08).  Definitions should be included in F2312 terminology document.
a. Contact:  Boyan

ii. WK3551 TG02—Standard Guide for the Assessment of in vivo demineralized Bone Inductive Materials.  WK3551 and WK16591 will be combined into one new standard.   Draft version for TG review prior to Sept 18, 2009 SC ballot.    
a. Contact:  Jones/Eitmanas (Co-Chairs).
b. Task Group:  Alyce Jones, Simon Bogdansky, Alyce’s admin. Assist (incorporating changes to document), Malcom (FDA/CBER), Hany Demian and Dave Kaplan (FDA/CDRH), Daniel Shimko, Keyvan Behnam and Donald Palme II.

iii. WK16591 – TG10 SG for the Assessment of Bone Forming Materials and Products. WK3551 and WK16591 will be combined into one new standard.   
a. Chairs: Jones/Eitmanas (Co-Chairs).

b. Task Group:  same as WK3551.
iv. WK6472-(Work Item Renamed & Redefined, formerly Z9744Z).   Testing of Cartilage ex vivo Before Implantation.  Develop draft for Nov. 2009.
a. Contact: Boyan
v. WK 17533 – TG13 SG for pre-clinical in vivo evaluation of spinal fusion. (New Work Item, Norfolk07). Resolve FDA and Orthovia Negative.  Ballot SC/Main Jul 31, 2009.  
a. Chair: Jeff Scifert and Julia O’Connell
b. Task Group:  Dan Shimko, 
c. FDA action items:  Provide write-ups:

i. 5.1.7 Factors to ensure good results with animal studies.

ii. Use of pig model (validated).
d. Negative Resolution.
i. Pig model.  Vote:  Y:0, N:4, Abstain 15.

ii. More info. Needed for person to use standard as a guide.  Vote:  Y:1, N:1, Abstain 5.

iii. Standard has too many references.  Vote:  Y2, N:0, Abstain 7.

iv. SC recommends placing references in Appendix.

vi. WKXXXXX -- TG14 Standard Guide for Metaphyseal Defect Model.  (New work item proposed Tampa07).  Need to develop scope of work and confirm need.  Generate draft by Nov 2009.
a. Contact:  Barbara Blum (bblum@wmt.com) 

b. Task group:
Tom Buckland, Todd Boyce, Marissa Darmoc  

vii. WK24333 TG06– Std. Guide For Characterization of Tendons and Ligaments TEMPS.  Revise document.  Members to send comments to Tony.      
a. Contact:  Tony Ratcliffe.

b. Task Group:  Maureen Dreher (FDA), Kent Lowry, Emma Wright, Barbara Blum, Jizong Gao.
c. FDA action items:  Kaplan, Moos to write section on sterilization.  Dreher  and other FDA persons to provide comments.

viii. WK8035 TG03-- Std. Guide For Characterization and Assessment of Tissue Engineered Medical Products (TEMPs) for Knee Meniscus Surgical Repair and/or Reconstruction.  Develop document.  SC ballot Sept. 18, 2009
a. Contacts:  Greg Brown and Victor Zaporojan.

b. Additional contacts:  Maureen Dreher, Barb Blum, Sandy Williams, Suzanne Maher, Malcolm Moos.

c. Action:  Contact Greg Brown for status of document.  Perhaps asks AAOS and/or Ortek (UK company) to provide additional input into document.

ix. WK23734—Hydrogel Creep Recovery

a. Contact:  Linda Bradon (lgb@securebme.com)

b. Document discussed in F04.15.10

x. WK21567 TG04– Std. Guide For Characterization and Assessment of Vascular Graft Tissue Engineered Medical Products (TEMPs).  SC Ballot Jun 10, 2009.
a. Chairs:  Sandy Williams and Alyce Jones (Lito Mejia)
b. Contact:  Barbara Boyan recruited Bob Guldberg.
c. Additional contacts:  Dan Chwirit and FDA participant??; Tomlins, Doser.
xi. WKXXXXX – Heart Valves (New WK item May 09).

a. Chair:  Sandy Williams.

b. Additional Contacts:  M. Dosier, Ajit.

xii. WKXXXXX – Preclinical Models of Rotator Cuff Repair.

a. Chair:  Barb Blum.

b. Action:  B. Blum to review literature of animal models for rotator cuff repair to gauge feasibility of creating SG for animal models of augmentation of repair of rotator cuff tears with membrane materials.

Strategic Planning:  Future Work Items.
i. Workshop:  SFB/Orthopedic Device Forum (ORS)/ASTM.  New Advances in Bone Graft Materials.  February 10, 2010 @ ORS meeting.
5) F04.45  Adventitious Agents Safety
Scope:  In order to ascertain and minimize the adventitious agent risk involved in tissue engineered medical products to a state of the art level, the present subcommittee will develop the appropriate standards.  

This effort shall be carried through by task groups that will, either as stand alone or in collaboration with tasks groups in other subcommittees, encompass all the adventitious agent disease risk potential, from biological components procurement to implantation and patient follow up of TEMPs. These risks include but may not be limited to bacteria, fungi, viruses, TSEs, mycoplasma, endotoxins and other pyrogens, and parasitic organisms.  Furthermore, these standards will not only be related to patient user but also to the producers and handlers of the TEMPs.  
This subcommittee will also work with individuals and outside organizations having mutual interests.
a. Leadership

Chairs

Andy Bailey
Vice-Chair
Hwal Suh

Secretary
(open)


b. Published Standards (No Action Required)
i. F2383-05 – Standard Guide for Assessment of Adventitious Agents in Tissue Engineered Medical Products (TEMPs).
a. Contact:  Andy Bailey.
c. Published Standards which require re-ballot or other action
d. Withdrawn or Inactive Standards or Work Items
i. WK9480 TG02– (Withdrawn by SC, Tampa, Nov. 07).  Standard Clinical Safety Guide for the Tissue Engineered Medical Products.  Negative votes persuasive.  
a. Contact:  Hwal Suh
e. Work Items Jointly Worked on by 2 or more Subcommittees
f. Active Work Items
i. WK20564 – (TG03).  Standard Guide for Xenogeneic TEMPs.  (New work item proposed Denver, 08). Andy to develop outline of document and forward to FDA (Moos) and others for recommendations on how to proceed with development of document.   
a. Contact:  Andy Bailey
6) F04.46 Cell Signaling
a. Scope:  The subcommittee will identify, develop and promulgate standards and accurate methods of measurement for cell signaling.  Topics of interest will include, but are not limited to, cells and cell-containing therapeutic products, host-cell implant interactions, biosensors, biomarkers/phenotype, cytotoxicity, and cell signaling pathways and processes.  The subcommittee will establish appropriate liaison relationships with relevant organization both internal and external to ATM international.  (Scope will be re-evaluated and revised, as necessary, following Nov. 06 meeting.)
b. Leadership
Chair

John Elliott 
Co-Chair
Anne Plant and Manny Horowitz (Temporary co-chairs)
c. Published Standards (No Action Required)
d. Published Standards which require re-ballot or other action

e. Withdrawn or Inactive Standards or Work Items
f. Work Items Jointly Worked on by 2 or more Subcommittees
i. WK12008 TG10– Standard Practice for Estimating the Function of Gap Junctional Intracellular Communications (GJIC) by the Scrape Loading Dye Transfer Assay.  (Joint document with Biocompatibility group, F04.16, and Cell Signaling F04.46).  SC Negative vote to resolve.  Find out status of Neg. Vote from Ken St. John.
ii. Contact:  Toshie Tsuchiya (tsuchiya@nihs.go.jp). 
g. Active Work Items:  
i. John Elliott to write strawman scopes to further define each task group and will circulate expanded scopes to TG.
ii. WK???? – TG01 Standard Guide for Classification of Signaling Pathways that define outcome of cell material interaction.  (i.e., G-protein coupled mechanical response, kinases, integrin dependent, Bioinformatics).
a. Contact:  Open

iii. WK???? – TG02 Cell Signaling Mechanism based assay for stress (cytotoxicity). (i.e., Greater predictive value compared to “Live/Dead”).  “Stress” includes:  mutagenicity (as cells taken ex vivo), inflammation, irritation. 
1. WK12008 Gap Junction:  SC Negative vote to resolve.  Find out status of Neg. Vote from Ken St. John.
a. Contacts:  Elliott/Plant.
b. Additional contacts:  Malcolm Moos, D. Kaplan, C. Durfor, M. Doser, Williams, Marty Fritts (Nanotechnology).
iv. WK17329 – TG03 Standard Terminology for Cell Signaling Related to Medical and Surgical Devices.  Main Committee reballot.  

a. Contact:  Horowitz.

v. WK???? – TG04 Standard Protocol for extra cellular matrix materials preparation and presentation.  (Expected response from cells under controlled conditions—ECM preparations to improve signaling from ECM).  Dr. Lee presented abstract of standard.  Scope needs to be clarified.  No new document presented.  
a. Contact:  Soung G. Lee, MD and John Elliott.
b. Additional Contacts:  Durfor, Kaplan.

vi. WK???? – TG05 Standard Guide for Cell Storage (Umbrella document).  (Integrity wrt genetics, response to environment, “health” of cells).  Propose and issues to consider document. Look at F2386-04, Cell Preservation.  
a. Contact:  H. Suh and Jens Karlsson (unable to contact).

b. Scope of document needs clarification, especially on term “cell storage”.

vii. Cell identification and transformation markers.  TG06.  How to measure biophysical properties, assay cell function and optimization of cell function.
a. Contacts:  M. Moos.  (Malcolm will check with CBER management regarding CBER lead)
viii. Standard conditions of cell, cell normalization, defined media.  (Feasibility of developing a Reference Cell Line). TG07.

a. Contacts:  H. Suh. 
ix. Quantitative methods for comparison of cells.  
1.  WK17626 – TG08.  Standard Test Method for Quantitating the Spread Area of Cells on a Material Substrate.  Draft discussed.  Document rec’d 1 negative on SC ballot:  Revise document and SC/Main Ballot, Jul 31, 2009.  
a. Contact:  John Elliott (jelliott@nist.gov).
x. WKXXXXX – TG09  Criteria for Biomarker Validation.  (By what procedure does one determine they have a relevant, validated assay, and what would we look at (multi-marker assays, statistics, etc.).

a. Contacts:  McFarland, Moos, Elliott, Kaplan, Durfor.
xi. WKXXXXX – TG10 SG for Use of Fluorescent Materials for Tagged Cells.  (New document Oct 08).  Propose to include intensity calibration; standards for estimating equiv wavelength (i.e., uranyl glass).  John Elliott to contact Dr. Sassi for update.
a. Contact:  Dr. Mariapaola Sassi (m.sassi@inrim.it) 
xii. WKXXXXX – TG11 Standardization of antibodies (i.e., collagen).

a. Contact:  Michael Messinger

xiii. WKXXXXX – TG12 SG development of Qualified Cell-Based Assay.

a. Contact:  Elliott

b. Potential inclusions:

i. Reports desired response.

ii. Robustness testing to ID sensitive areas.

iii. Interlab testing issues have been considered.

iv. Alternate modes of action causing false positive and false negative response are considered.

v. System Suitability.  Are you measuring something useful to measure?

xiv. WKXXXXX – ST Umbrella document on characterization of cells and TEMPs.  

a. Contact:  

b. Selection, storage and characterization of cells.

c. FDA guidance on cell therapy addresses some of these issues, but not all the issues.

xv. WKXXXXX – Protocol Development TM

a. Contact:  

b. Examples:  Caspase, ROS, etc.

2. PROPOSED WORKSHOP:  

3. Status of TG in F04.46 (May 2009).

a. Consider dropping:  TG06, TG07, TG09.
