Record of Meeting    
Date: 26 October 2000

Place: Room 181, Center for Veterinary Medicine, 7519 Standish Place

Rockville, MD 20855

Duration: 1 hour

Purpose:   To discuss the status of the CSPI request (CP99P-0485) that FDA withdraw the approvals for all subtherapeutic uses of antimicrobials in livestock, the Framework Document, and other matters.

Participants:
Stephen F. Sundlof

FDA/CVM



Andrew J. Beaulieu
FDA/CVM



Bert Mitchell

FDA/CVM



Sarah Lister


Am. Public Health Assoc.



Carol Tucker Foreman
Consumer Federation



Margaret Mellon

Union of Concerned Scientists



Michael Jacobson

Center for Science in P. interest



Deborah Huang

CSPI



Karen Florini

Environmental Defense Fund



Glenn Morris

U. MD Medical School



Richard Wood

Food Animal Concerns T.


And by telephone



David Wallinga

Inst. for Agr. & Trade Policy



Rebecca Goldburg

EDF



Kirk Smith


NASPHV/MN State Dept. H.

Discussion: 

This meeting was a follow up to the meeting with the Commissioner and Dr. Sundlof in January 2000.  Karen Florini said the groups wanted a report on the status of their request that FDA withdraw the approvals for the subtherapeutic uses of antimicrobials in livestock and to encourage the CVM to expedite this work.

A copy of the NOOH proposing to withdraw the approval for use of fluoroquinolones in chickens which was on display at the Office of the Federal Register, was given to the groups.

Dr. Sundlof announced that a paper outlining our thinking on establishing thresholds would be available in early December and that a notice of its availability would appear in the Federal Register. 

The groups asked that FDA and CVM make public pronouncements about the harm caused by subtherapeutic uses of antimicrobials in livestock.  Dr. Sundlof advised them that FDA could not do that without the evidence to initiate withdrawal action and that if we had that evidence we would be taking action to withdraw the approvals rather than talking about it.  

The groups wanted an estimate of how long it would take to review and decide to withdraw the approvals of the subtherapeutic uses of antimicrobials in livestock.  Dr. Sundlof advised that we had evidence to initiate the withdrawal of the fluoroquinolones and that we were acting on our findings.  It is not possible at this time to make a specific time estimate for subtherapeutic uses.

The groups asked that CVM fully comply with the requirements for conflict of interest declarations for all consultants and speakers at VMAC meetings.   They made specific reference to speakers sponsored by the AVMA.

Lastly, the groups wanted to know how CVM would spend the $3 million of new funding provided under the Brown bill.  Dr. Sundlof noted that the President had not yet signed the bill and that CVM had just started its work to administer the most effective spending of this money on antimicrobial resistance.
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