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Dioxin and PCB

Dioxins and polychlorinated byphenyls (PCBs) are groups of compounds that include chemicals that may be carcinogens at low
levels of exposure over extended periods of time and may have other types of toxicological effects.

Since there are no tolerances or other administrative levels for dioxins in food or feed, the appearance of these compounds in a food
or feed supply is of gravest concern. Tolerances for PCBs for feed and foodstuffs can be found in 21 CFR 109.30 and 509.30. FDA,
in conjunction with the European Union and the USDA, is addressing both international and domestic dioxin and PCB concerns.

International Concerns

Domestic Concerns

Updated Friday, June 16, 2000 at 10:05 AM ET
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Privacy Statement

Send comments about this Web site

We welcome your comments regarding the contents of this site. We would like to know how you are using the documents on this site, and
any problems you may be having or suggestions you have for improvement. Any requests for CVM publications should be addressed to our
Communications Team.

(HFV-12) Room N456
FDA-Veterinary Medicine
7500 Standish Place
Rockville, MD 20855

Send e-mail to CVMHomeP@cvm.fda.gov or complete the Feedback Form below, and click the Submit Comments button.

Please use the subject line to indicate what your message is regarding. Use a subject line like "Structural elements" for problems such as
non-working links, broken graphics, or special characters that are not loading properly. Use a subject line like "Content" for comments
regarding the content of this site. Content issues would include specific questions about Freedom of Information Summaries, CVM
Updates, or Guidelines. Please note: FDA cannot comment about drugs that are in the review process, e.g., we cannot answer a question
about when a drug will be approved or not approved.

Name and E-Mail Address are optional.

Subject

Name

E-Mail

Comments

Submit Commentsl | Clear FormI

Updated Tuesday, January 2, 2001 at 12:24 PM ET
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» Chapter 5: Products Hearing Notice None as of December 31, 2000
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m FDA Response to Citizen Petition, dated March 9, 1999,

Submitted by the Center for Science in the Public Interest,
Docket # 99P-0485

= Letter from Dr. Sundlof, Director, Center for Veterinary Medicine, Announcing the Postponement of the
Public Meeting on "Establishment of Resistance and Monitoring Thresholds in Food-Producing
Animals", dated August 31, 2000

» FDA Response to Citizen Petition, dated October 21, 1999, Submitted by Robert Cohen, Docket #
99P-4613

m Letter on Fluroquinolone Drug Products for Animals

m Letter from L. Tollefson, D.V.M., M.P.H., Director, Office of Surveillance and Compliance, Center for
Veterinary Medicine, to Producers and Users of Clay Products in Animal Feeds (pdf)

m Current Labels
CVM Program Policy and Procedures Manual Index

Medicated Feed Mill Licensing Documents

Notice of Regulatory Activity Letters to Pharmaceutical Companies

Veterinary Compliance Policy Guides (CPG) Manual

Veterinary Master Files

Veterinary Medicine Advisory Committee

o o o o o o o

Obtaining Information from Other FDA Sources
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http://www.fda.gov/cvm/efoi/FY2000_sig_approvals.pdf
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= Certain materials about CVM-related matters that were prepared for public distribution (e.g., press
releases, consumer publications, speeches, congressional testimony) are available from both the FDA

Internet site and the FDA Electronic Freedom of Information Reading Room . Some materials are also
available locally from the more than 40 FDA public affairs specialists throughout the United States.

Submitting an FOI Request

= [f the information you seek is not available from any of the above sources, you may want to submit a
Freedom of Information (FOI) Act request to FDA in written form. CVM is not able to accept FOI
requests via E-mail. Information on how to submit an FOI request can be found in Handbook for

Requesting Information and Records from FDA.

Links To Other FDA EFOIA Reading Rooms
s FDA

= CBER

= CDER

= CDRH

s CFSAN

m Dockets Management Branch

« About the Center

s CVM Logo
= Mission Statement

= Vision Statement

= CVM Organization Chart [ppt], [pdf]
= Introduction

m A Historical Perspective of CVM

= Structure and Responsibilities

s Safeguarding Animal Health to Protect Consumers
n FDA/CVM Office of the Director(OD)
= CVM and Budget Information
n FDA/CVM Office of Management and Communicationtions (OMAC)
s FDA/CVM Office of New Animal Drug Evaluation (ONADE)
n FDA/CVM Office of Surveillance and Compliance (OS&C)
s FDA/CVM Office of Research (OR)

« FDAMA

ul

e o |

99N-1415 - Supplements and Other Changes to Approved New Animal Drug Applications [pdf],[txt] (New
10/01/99)

CVM Stakeholders' Meeting - April 28, 1999 - Kansas City - Dr. Sundlof's Slide/Text Presentation
CVM Stakeholders' Meeting - April 28, 1999 - Kansas City - Summary of Proceedings

CVM Stakeholders' Meeting- April 28, 1999 - Slide/Text Presentation, and Transcripts

FDA Attendees/Speakers Stakeholder Meeting, 4/28/99

FDA/CVM Stakeholders Meeting - Stakeholder Attendees

CVM Stakeholders Meeting - Stakeholder Speakers

View Replay of FDA's April 28th Live Satellite Teleconference

Invitation Letter to Live Satellite Teleconference and CVM Meeting on April 28, 1999
CVM Stakeholders Meeting Agenda, April 28, 1999
Section 406b Agency Plan for Statutory Compliance and Annual Report-CVM
CVM Stakeholders 1999 Meeting Information Packet
n CVM Progress Report on FDAMA
= [ssues Relating To New Animal Drug Review
CVM FDAMA Comments Docket

» 98D-1146-Microbial Effects of Antimicrobial New Animal Drugs Intended for Use in Food-Producing
Animals (New 5/10/99)
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http://www.fda.gov/cvm/aboutcvm/oomstructxt.html
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http://www.fda.gov/cvm/aboutcvm/aboutor.htm
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http://www.fda.gov/cvm/fdama/stksum.htm
http://www.fda.gov/cvm/fdama/stakeholders/stakeholders.htm
http://www.fda.gov/cvm/fdama/FDA%20ATTENDEES.doc
http://www.fda.gov/cvm/fdama/attend.doc
http://www.fda.gov/cvm/fdama/speakers.doc
http://fda.internetstreaming.com/
http://www.fda.gov/cvm/fdama/letter.htm
http://www.fda.gov/cvm/fdama/agenda.doc
http://www.fda.gov/ohrms/dockets/dockets/98n0339/98n339v/98n339v.htm#t
http://www.fda.gov/cvm/fdama/stk_mtrx.PDF
http://www.fda.gov/cvm/fdama/stakhold.htm
http://www.fda.gov/ohrms/dockets/dockets/98d1146/98d1146.htm
http://www.fda.gov/ohrms/dockets/dockets/98d1146/98d1146.htm
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97N-0217-Animal Drug Approvals for Minor Species and for Minor Uses
99N-0386-Talking with Stakeholders About FDA Modernization (Updated 5/20/99)

0 Lodging Information for Stakeholders attending CVM Meeting in Overland Park, KS, on April 28, 1999

o CVM FDAMA Archives

« Antimicrobial Resistance

0 Latestin Antimicrobial Resistance Information:

NADA 141-017, CVM 2000100. Animal Drugs, Feeds, and Related Products; Sarafloxacin for Poultry;
Withdrawal of Approval of NADAs. Page 21282 [FR Doc. 01-10069]
April 30, 2001 | htm | | pdf |

NADA 141-017, Docket No. 01N-0170, CVM 200099. Abbott Laboratories’ Sarafloxacin for Poultry;
Withdrawal of Approval of NADAs. Pages 21400-21401 [FR Doc. 01-10067]
April 30, 2001 | htm | | pdf |

Effect of the Use of Antimicrobials in Food-Producing Animals on Pathogen Load: Systematic Review
of the Published Literature, October 2000
| PathRpt.doc | | PathTables.xIs (Tables 1,2,3 and 4) | | PathFigure.doc |

Guidance for Industry #121: Expedited Review for New Animal Drug Applications for Human Pathogen
Reduction Claims, March 6, 2001 | doc | | pdf |

Docket No. OON-1571, CVM 11. Enrofloxacin for Poultry; Opportunity for Hearing; Correction. Pages
6623-6624 [FR Doc. 01-1866]. Written comments by February 21, 2001 | html | | pdf |

An Approach for Establishing Thresholds in Association with the Use of Antimicrobial Drugs in
Food-Producing Animals, December 19, 2000 | doc | | pdf |

NOOH for Poultry Fluoroquinolones — Background Information

Important Notice: Working @RISK model of the analysis described in the report of "The human
health impact of fluoroquinolone resistance Campylobacter associated with the consumption of
chicken." Please note that despite the *.xIs extension, this file will not be functional and will not have
numeric values printed in all the cells unless the user opens it with @RISK 4.0. If the user does not
have this software available, opening the file in Excel will allow the user to see input data values and
the functions that were used to generate intermediary and final outputs of the model. The output cells,
however, will contain "#NAME?" because the @RISK 4.0 functions will be unknown to Excel.

@Risk Model - Analysis of the human health effect of fluoroquinolone resistant Campylobacter in
domestically reared and consumed broilers

Notice of Opportunity for Hearing (NOOH) - Docket No. 00N-1571, CVM 76. Enrofloxacin for Poultry;
Opportunity For Hearing. Pages 64954-64965 [FR Doc. 27832], Written comments by January 2, 2001
| txt | | pdf |

Risk Assessment - Human Health Impact of Fluoroguinolone Resistant Campylobacter Associated
with the Consumption of Chicken, dated October 18, 2000, Revised January 5, 2001

Antibiotic Resistance in Livestock, USDA/HHS Response to the House and Senate Reports:

Agriculture, Rural Development, Food and Drug Administration, and Related Agencies, Appropriations
Bill, 2000, September 14, 2000 (pdf)

Draft Public Health Action Plan to Combat Antimicrobial Resistance, Centers for Disease Control and
Prevention, June 2000

= Federal Register Notice: | doc | | pdf |

Draft Public Health Action Plan to Combat Antimicrobial Resistance - HHS Response to House Report
106-157 - Agriculture, Rural Development, Food and Drug Administration, and Related Agencies,
Appropriations Bill, 2000, April 28, 2000

Risk Assessment of the Public Health Impact of Streptogramin Resistance in Enterococcus faecium

Attributable to the Use of Streptogramins in Animals; Request for Comments and for Scientific Data
and Information. [pdf] [txt]

Human-Use Antibiotics in Livestock Production

0 (NARMS) - National Antimicrobial Resistance Monitoring System

O Public Meetings

January 22-24, 2001 - Use of Antimicrobial Drugs in Food Animals and the Establishment of
Regulatory Thresholds on Antimicrobial Resistance Public Meetings Previously Held On Antimicrobial
Resistance

Public Meetings Previously Held On Antimicrobial Resistance

0 CVM Updates

Deadline Extended for Submitting Data for Poultry Fluoroquinolone NOOH
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http://www.fda.gov/OHRMS/DOCKETS/98fr/103100a.htm
http://www.fda.gov/OHRMS/DOCKETS/98fr/103100a.pdf
http://www.fda.gov/cvm/antimicrobial/Risk_asses.pdf
http://www.fda.gov/cvm/antimicrobial/Risk_asses.pdf
http://www.fda.gov/cvm/antimicrobial/jtrpt091400.pdf
http://www.cdc.gov/drugresistance/actionplan/
http://www.fda.gov/cvm/antimicrobial/APAR.doc
http://www.fda.gov/cvm/antimicrobial/APAR.pdf
http://www.cdc.gov/drugresistance/actionplan/
http://www.fda.gov/cvm/antimicrobial/041900c.pdf
http://www.fda.gov/cvm/antimicrobial/041900c.txt
http://www.fda.gov/cvm/antimicrobial/HRESP106_157.htm
http://www.fda.gov/cvm/antimicrobial/HRESP106_157.htm
http://www.fda.gov/cvm/antimicrobial/ARThres.htm
http://www.fda.gov/cvm/antimicrobial/ARThres.htm
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m Thresholds Discussion Document Available

» Additional Day Added to Meeting on Establishing Requlatory Thresholds on Antimicoribial Resistance

m Final Risk Assessment on Fluoroguinolones Available

n FDA/CVM Proposed to Withdraw Poultry Fluoroquinolones Approval

» FDA Holding Meeting on Establishing Resistance and Monitoring Thresholds

» Update On CVM's Antimicrobial Resistance Workshop

» Public Meetings On Antimicrobial Resistance To Be Held

= Antimicrobial Resistance Documents Available

» Revised Draft Risk Assessment Available; Comment Period Extended

= CVM Requests Information and Comments on Antimicrobial Resistance Risk Assessment

Framework Document:

= Proposed Framework For Evaluating And Assuring The Human Safety Of The Microbial Effects Of
Antimicrobial New Animal Drugs Intended For Use In Food-Producing Animals [html] [pdf]

Comments on Framework Document

= First Group of Documents - Microbial Effects of Antimicrobial New Animal Drugs Intended for Use in
Food-Producing Animals

m» Second Group of Documents - Microbial Effects of Antimicrobial New Animal Drugs Intended for Use
in Food-Producing Animals

= Third Group of Documents - Microbial Effects of Antimicrobial New Animal Drugs Intended for Use in
Food-Producing Animals

FDA Response to Comments on A Proposed Framework for Evaluating and Assuring the Human Food
Safety of the Microbial Effects of Antimicrobial New Animal Drugs Intended for Use in Food-Producing
Animals [pdf]

VMAC Testimony Transcript
s Dayl
m Day?2

« Biotechnology in Animals and Feeds

O Regulatory Overview

= Regulatory Issues In Agricultural Biotechnology 00 FDA Veterinarian O January/February 1998

0 Animal Feeds and Genetically Engineered Plants

= Docket No. 00D-1598, CFSAN 123. Draft Guidance for Industry: Voluntary Labeling Indicating
Whether Foods Have or Have Not Been Developed
Using Bioengineering; Availability.
Pages 4839-4842 [FR Doc. 01-1047] January 18, 2001| htm! | | pdf |

» FDA to Strengthen Pre-Market Review of Bioengineered Foods 0 HHS News[] May 3, 2000
= Update on Biotech Plants 0 FDA Veterinarian [0 January/February 1997
» FDA Review of Biotech Plants [0 FDA Veterinarian 0 September/October 1995

o0 Animal Drugs and Genetically Engineered Animals

= Docket No. 96M-0311 , CBER 38. PHS Guideline on Infectious Disease Issues in
Xenotransplantation.
Pages 8120 -8121 [FR Doc. 01-02125] January 29, 2001 | html | | pdf |

= The Guidance

= Docket No. 00N-0989, CBER 9863. Availability for Public Disclosure and Submission to FDA for
Public Disclosure of Certain Data and Information Related to Human Gene Therapy or
Xenotransplantation.
Pages 4688-4706 [FR Doc. 01-1048] January 18, 2001 | html | | pdf |

m Questions and Answers About Transgenic Fish - February 2000

= Transgenic Fish Developments: Are Transgenic Fish & Shellfish in Our Future?, presented at

"Genetically Engineered Advances in Aquaculture: Reshaping America's Seafood Supply", San
Francisco Seafood Show, November 4, 1999

= How Transgenics are Produced - FDA Veterinarian - July/August 1999

= Will Transgenic Fish Be the First Ag-Biotech Food-Producing Animals? - FDA Veterinarian - May/June
1999

= Transgenic Fish Developments: Are Transgenic Catfish in Our Future?, presented at Catfish Farmers
of America Annual Meeting, New Orleans, February 1999
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http://www.fda.gov/cvm/index/vmac/antimi18.html
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http://www.fda.gov/cvm/index/vmac/FDAResp4_12.pdf
http://www.fda.gov/cvm/index/vmac/vmac25.pdf
http://www.fda.gov/cvm/index/vmac/vmac26.pdf
http://www.fda.gov/cvm/biotechnology/bioengineered.html
http://www.fda.gov/cvm/index/fdavet/1998/january.htm#biotech
http://www.fda.gov/OHRMS/DOCKETS/98fr/011801c.htm
http://www.fda.gov/OHRMS/DOCKETS/98fr/011801c.pdf
http://www.fda.gov/bbs/topics/NEWS/NEW00726.html
http://www.fda.gov/cvm/index/fdavet/1997/january.htm#biotech
http://www.fda.gov/cvm/index/fdavet/1996/biotech95.doc
http://www.fda.gov/OHRMS/DOCKETS/98fr/012901a.htm
http://www.fda.gov/OHRMS/DOCKETS/98fr/012901a.pdf
http://www.fda.gov/OHRMS/DOCKETS/98fr/960311g2.pdf
http://www.fda.gov/OHRMS/DOCKETS/98fr/011801b.htm
http://www.fda.gov/OHRMS/DOCKETS/98fr/011801b.pdf
http://www.fda.gov/cvm/index/consumer/transgen.htm
http://www.fda.gov/cvm/biotechnology/shellfish/index.htm
http://www.fda.gov/cvm/index/fdavet/1999/july.html#transgenics
http://www.fda.gov/cvm/index/fdavet/1999/may.html#transgenics
http://www.fda.gov/cvm/biotechnology/catfish/index.htm
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= Biotechnology: Putting Clones in Context - FDA Veterinarian - March/April 1998

m Food Safety Evaluation of Transgenic Animals - FDA Veterinarian - March/April 1996
O Related Links
m Biotechnology: An Information Resource (USDA)

» Center for Food Safety and Applied Nutrition(CFSAN) - Biotechnology - FDA Policy for new biotech
plant varieties, consultation procedure and completed consultation (list of biotech plants).

= Center for Biologics Evaluation and Research (CBER)
s CBER Guidances/Guidelines - contain links to relevant information on a variety of
biotechnology topics prepared by the FDA Center for Biologics Evaluation and Research.
» CBER Guidance for Industry: FDA Guidance for Human Somatic Cell Therapy and Gene
Therapy, 1999

» CBER 1995 Points to Consider in the Manufacture and Testing of Therapeutic Products for Human
Use Derived from Transgenic Animals

»  Xenotransplantation

= PHS Guideline on Infectious Disease Issues in Xenotransplantation | html | | pdf | (January 19, 2001)
m FDA Bioengineered Foods

m Office of Science and Technology Policy (OSTP)

m Case Studies of Environmental Requlation for Biotechnology

m Science Division - Current Life Sciences Projects
« Contact CVM
0 CVM Employee Phone Listing [ html ]
0 CVM Organization Chart [ ppt ] [pdf]

0 If you have questions or comments about this site, send e-mail to CVMHomeP@cvm.fda.gov or complete the
Feedback Form.

0 If you have questions or comments about the Veterinary Master Files, send email to
VMSTFILE@cvm.fda.gov

0 How to Report an Adverse Drug Reaction

m Veterinary Drug Adverse Reaction Reporting
s FORM FDA 1932a
How to Subscribe to the FDA Veterinarian Newsletter

How to Submit a Freedom of Information Request

How to Comment on Proposed Requlations and Submit Petitions

How to Report a Violation of the Food, Drug, and Cosmetic Act
FDA's District Offices
« Food Safety Initiative

o o o o o

0 Food Safety Initiative Announced
= "National Food Safety Initiative Announced"”, FDA Veterinarian, July/August 1997

0 Surveillance

= Guidance for Industry: Consideration of the Human Health Impact of the Microbial Effects of
Antimicrobial New Animal Drugs Intended for Use in Food-Producing Animals (December 1999) [html

[pdf]

= A Proposed Framework For Evaluating And Assuring The Human Safety Of The Microbial Effects Of
Antimicrobial New Animal Drugs Intended For Use In Food-Producing Animals [html][pdf]

= FDA Response to Comments on A Proposed Framework for Evaluating and Assuring the Human
Food Safety of the Microbial Effects of Antimicrobial New Animal Drugs Intended for Use in
Food-Producing Animals [pdf]

0 CVM Update
» Framework Document Available 12/9/98

= CVM View of Data On Antimicrobials Used in Animals 5/19/99
»  Animicrobial Susceptibility Monitoring Report Available 12/1/98
O FDA Veterinarian, September/October 1998
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http://www.fda.gov/cvm/contactcvm/contactCVM.html#adr
http://www.fda.gov/cvm/index/ade/adetoc.htm
http://www.fda.gov/cvm/forms/fda1932a.pdf
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http://www.fda.gov/cvm/contactcvm/contactCVM.html#office
http://www.fda.gov/cvm/fsi/fsi.html
http://www.fda.gov/cvm/index/fdavet/1997/july.htm#food
http://www.fda.gov/cvm//guidance/guidad78.html
http://www.fda.gov/cvm//guidance/guidad78.pdf
http://www.fda.gov/cvm/index/vmac/antimi18.html
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http://www.fda.gov/cvm/index/updates/frame.html
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= "National Antimicrobial Resistance Monitoring System (NARMS) Update"
NARMS Website

= Center for Disease Control
NARMS Annual Report
Research

s CVM Update: CVM Announces Availability of Research Funds

=» Research Studies on Microbiological Hazards Associated With the Food Animal Production
Environment; Availability of Cooperative Agreements; Request for Applications Federal Register

Notice [pdf][txt]
s CVM Update - CVM Develops Method to Detect Fluoroquinolone Residues in Eggs
= CVM Update - FDA Funds Cooperative Agreements On Food Safety October 20, 1998

= 1. On-farm risk factors for zoonotic enteropathogens associated with cattle feed and water

m 2. Waterborne dissemination of Escherichia coli 0157:H7

m 3. STEC, salmonella virulence and antibiotic resistance in cattle and feed

m 4. Factors affecting numbers of acid-resistant Escherichia coli in cattle

m 5. Survey of antimicrobial resistant Enterococci in animals

= 6. Control of EHEC in cattle by probiotic bacteria

= 7. Evaluation and use of BAM/FDA and rapid methods for on-farm survey
Links to Other Food Safety Initiative (FSI) Pages
m Center for Food Safety and Nutrition (CFSAN)

o Career Opportunities

« Summer Intern Program

ul

ul

Center for Veterinary Medicine Employment Opportunities

Student Intern Summer Program

« Frequently Asked Questions

o

s e o A |
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Information Sources: CVM Search Page CVM Index
| need help with my pet/livestock's health or feeding.

Where can | get information on vaccines?

Where can | get documents that are not yet linked up on this site?

May | copy this site?

Will you put a link to my site on this site?

| am confused about subscripts, superscripts, graphics, or other mathematical issues.

| have a new animal drug product. How do | get it approved?

You use a lot of abbreviations on your Website. Where can | find their definitions?

Why canllt | find any information on a drug called Abcxyz on your site?

My dog had a bad reaction to a drug the veterinarian prescribed. Who do | notify?

| want to market a new pet food or pet treat. Do | need FDA approval?

« Links to Other Sites

O

o 0o o o o o o o g

Veterinary Category of the U.S. Public Health Service

Federal Reqister and other Federal government information

Code of Federal Requlations

Thomas Legislative Information of the Internet

Government Resources

CESAN's Food Safety Initiatve (FSI)

Joint Institute for Food Safety and Applied Nutrition (JIFSAN)
Veterinary Medical Resources

NRSP-7 Minor Use Animal Drug page

Colleges of Veterinary Medicine
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http://www.fda.gov/cvm/index/fdavet/1998/september.htm#antimicrobial
http://www.cdc.gov/ncidod/dbmd/narms/
http://www.fda.gov/cvm/index/narms/narms_pg.html
http://www.fda.gov/cvm/index/updates/rfundsup.html
http://www.fda.gov/OHRMS/DOCKETS/98fr/021700a.pdf
http://www.fda.gov/OHRMS/DOCKETS/98fr/021700a.txt
http://www.fda.gov/cvm/index/updates/eggup.html
http://www.fda.gov/cvm/index/updates/coopup.html
http://www.fda.gov/cvm/fsi/waterborne.htm
http://www.fda.gov/cvm/fsi/salmonella.htm
http://www.fda.gov/cvm/fsi/factors.htm
http://www.fda.gov/cvm/fsi/antimicrobial.htm
http://www.fda.gov/cvm/fsi/bacteria.htm
http://www.fda.gov/cvm/fsi/abstrct1.htm
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http://www.fda.gov/cvm/vacancy/careeropps.html
http://www.fda.gov/cvm/intern/intern.htm
http://www.fda.gov/cvm/intern/employment.htm
http://www.fda.gov/cvm/intern/student_intern.htm
http://www.fda.gov/cvm/faqs/faqs.html
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http://www.fda.gov/cvm/faqs/faqs.html#vaccines
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http://www.fda.gov/cvm/faqs/faqs.html#copy
http://www.fda.gov/cvm/faqs/faqs.html#sitelink
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http://www.fda.gov/cvm/faqs/faqs.html#newdrug
http://www.fda.gov/cvm/faqs/faqs.html#abbreviations
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http://www.fda.gov/cvm/faqs/faqs.html#market
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http://www.fda.gov/cvm/links/vetres.htm
http://www.nrsp-7.org/
http://www.fda.gov/cvm/links/vetmed.htm
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CVM and International Dioxin Concerns
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CVM and International Dioxin Concerns

FDA has received information that fat from a rendering company in Belgium was contaminated with dioxins and/or PCBs in January
of 1999. This product was shipped to animal feed manufacturers and incorporated into animal feed distributed to poultry, hog and
cattle farms in Belgium, France, and the Netherlands, with the majority of the product going to Belgium. Analysis of chickens and
eggs in Belgium revealed PCBs and dioxins.

On June 4,1999 FDA issued an Import Bulletin to the field directing animal feed, and animal By-Products for animal food from
France, Belgium and Netherlands; and egg-containing products, from Belgium offered for entry into the U.S. to be held at the port of
entry. On June 11, 1999 FDA issued Import Alert 99-24, "Detention Without Physical Examination of Human Food Products and
Animal Feeds Contaminated with Dioxin and/or PCB Compounds".

CVM has extended the import ban to all European countries for animal feeds and pet foods because of the uncertainty on the extent
of the contamination and the lack of measures to prevent exposed animals from being recycled into the feed supply. FDA'’s position
is discussed in a June 11, 1999, FDA Talk Paper: All Egg And Egg-Containing Products From Belgium, France And The
Netherlands And Animal Feed From European Countries To Be Detained At Ports Of Entry - June 11, 1999, and in another FDA
Talk Paper on June 23, 1999, All Milk And Milk-Containing Food Products From Belgium To Be Detained At Ports Of Entry.

In addition to detaining and screening products being presented for import, FDA is tracking and sampling products that may have
already been imported during the January to June, 1999, time period. FDA has given this issue Top Priority. CVM and the Office of
Regulatory Affairs have been assigned the task of collecting and analyzing animal feeds (medicated and non-medicated), feed
ingredients, and pet foods to determine levels of polychlorinated biphenyl’s (PCBs) and/or dioxins. In addition they are assigned the
task of removing unsafe or violative products from consumer channels. For additional information, please see the "Assignment to
Collect and Analyze Domestic-Import Samples Suspected of PCB and Dioxin Contamination”. [html] [pdf]

On August 23, 1999, FDA issued a guidance representing the Agency's current thinking on possible dioxin/PCB contamination of
animal source material in EU countries: Guidance for Industry: Possible Dioxin/PCB Contamination of Drug and Biological Products.
| html| | pdf |

Links

Belgian government

Center for Food Safety and Nutrition

European Commission press releases and decision
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http://vm.cfsan.fda.gov/%7Elrd/tpdiox-4.html
http://vm.cfsan.fda.gov/%7Elrd/tpdiox-4.html
http://www.fda.gov/bbs/topics/ANSWERS/ANS00962.html
http://www.fda.gov/cvm/index/dioxin/dioxasmt.htm
http://www.fda.gov/cvm/index/dioxin/dioxasmt.PDF
http://www.fda.gov/cder/guidance/3310fnl.htm
http://www.fda.gov/cder/guidance/3310fnl.pdf
http://dioxin.fgov.be/pa/ena_frame.htm
http://vm.cfsan.fda.gov/%7Enews/whatsnew.html
http://europa.eu.int/rapid/start/welcome.htm
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CVM and Domestic U.S. Dioxin Concerns

In July 1997, FDA found contamination of animal feeds with dioxin, which resulted in elevated levels of dioxin in chickens, eggs and
catfish. Dioxins are potent carcinogens with potential additional toxic and reproductive properties. There are no tolerances or other
administrative levels for dioxin in food or feed. Dioxin contamination was found in animal feeds distributed to over 3,400 consignees
throughout the country.

After lengthy investigation, the source of the dioxin contamination was traced to a mined clay product called "ball clay," which is
used as an anti-caking agent in soybean meal, in other feed components, and in complete animal feeds. CVM worked cooperatively
with the affected industries to halt any further distribution and use of the feed known to be contaminated with dioxin. This was
carried out across the country. FDA is taking steps to ensure that ball clay will not be used in food products in the future.

In FY 1998, FDA initiated steps to determine whether other mined clay products and naturally derived anticaking agents were
contaminated with dioxin, similar to the findings in ball clay. Industry associations met with CVM to determine the type of information
needed, which resulted in a compilation of industry sampling of anticaking agents for dioxins. FDA, with analytical assistance from
EPA, surveyed mined feed ingredients for the presence of dioxins, as a supplement to industry sampling.

The evidence gathered thus far (Spring of 2000) suggests that a primary route for dioxin contamination in food-producing animals
can be through their diet and that the non-fodder components of the animal diet deserve additional scrutiny. CVM has issued an
assignment to the Field to collect samples of various animal feed ingredients, which will be used to better characterize exposure of
animals to dioxins.

Links

Questions and Answers about Dioxins - July 2000 | pdf |

Update on Dioxins and the Food Supply, July/August 2000 FDA Veterinarian Newsletter

Letter from L. Tollefson, D.V.M., M.P.H., Director, Office of Surveillance and Compliance, Center for
Veterinary Medicine, to Producers and Users of Clay Products in Animal Feeds, October 12, 1997

FR Notice: Guidance for Industry: Dioxin in Anti-caking Agents Used in Animal Feed and Feed
Ingredients; Availability

| pdf | | txt |
CVM Update: Revised Guidance on Dioxin in Animal Feed Available, April 20, 2000

Preliminary National Survey of Dioxin-like Compounds in Animal Fats, Animal Meals, Oilseed Deodorizer
Distillates, and Molasses - May 22, 2000

FDA Talk Papers

Catfish Cleared For Processing and Shipping, July 25, 1997

Revised Sampling and Testing Program For Catfish, July 16, 1997

FDA Stops Distribution Of Some Eggs And Catfish Because Of Dioxin-Contaminated Animal Feed, July
7,1997

Guidance Document

#98. Guidance for Industry: Dioxin in Anti-Caking Agents Used in Animal Feed and Feed Ingredients

(Revised 04/14/2000)
| doc | | pdf |

http://www.fda.gov/cvm/index/dioxin/dioxin_domestic.html [6/19/2001 4:46:12 PM]


http://www.fda.gov/cvm/index/dioxin/DioxinQA.htm
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http://www.fda.gov/cvm/index/dioxin/ballclay.pdf
http://www.fda.gov/cvm/index/dioxin/ballclay.pdf
http://www.fda.gov/OHRMS/DOCKETS/98fr/041900f.pdf
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http://www.fda.gov/cvm/index/updates/dioxnew.html
http://www.fda.gov/cvm/index/dioxin/Dioxin_Survey.html
http://www.fda.gov/cvm/index/dioxin/Dioxin_Survey.html
http://www.fda.gov/bbs/topics/ANSWERS/ANS00811.html
http://www.fda.gov/bbs/topics/ANSWERS/ANS00808.html
http://www.fda.gov/bbs/topics/NEWS/NEW00574.html
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http://www.fda.gov/cvm/guidance/guida98.doc
http://www.fda.gov/cvm/guidance/guida98.PDF
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