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IMPORTANT: Guidance document for EC1069/2010 - EC 142/2011 Revision 2

New Regulations and Related Documents

Regulation No 1069/2009 Consolidated
Requlation No 142/2011

New USDA pre-inspection packages

° Warehouse

° Intermediate products

° Equine

° Samples

° Technical blood other than equidae
Other documents

* Notes from APHIS Meeting of 2/24/2011
» Statement about Certificate 4A Implementation

Sixth Annual Meeting

» List of attendees

» Sixth Annual Business Meeting Presentation

* Minutes of the Sixth Annual Business Meeting
+ Directors and officers for 2011-2012

« USDA presentation - Wayne Burleson

+ USP Presentation - Fouad Atouf

+ European Team Presentation - Marc Wintgens




» European Issues

» Project review - Steve Doelger
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Important ISIA documents

Traceability Policy Documents

Approved Version 04/2009 - Audit Guidelines
Approved Version 04/2009 - Audit Checklist
* Program Registration

Reports of Non-Compliance

Non-Compliance of Non-members

Other ISIA documents

» Association Bylaws

Membership Application form

» Associate membership Application form

Membership Incentive Program 2010 - 2011

* Advisory Team membership

Other New Documents

Draft WHO Recommendations for the evaluation of animal cell cultures as

substrates for the manufacture of biological medicinal products and for the

characterization of cell banks
« SANCO 7177/2010
« EU 790/2010
+ EU Req /2011-35
+ The US/EU Beef Hormone Dispute
+ USP <90> Fetal Bovine Serum - for comment
+ TSE Guidelines Draft 4
+ ISIA response to revision of TSE guidelines




