
Dr. Lester M. Crawford 
Acting Commissioner 
Food and Drug Adnhistmtion 
5600 Fishers Lane 
R.dwiI!e, MD 20857 

Dear Dr. Crawford: 

We are writing to oxpnss our concern at the process by which FDA’s Center for 
Veterinary Medicine (CVM) is proposing to withdraw approval for the ‘use df a fluoroquirio~one 
(enrofloxacin) in poultry. WC strongly support FDA’s public-he&h mission, but WC also believe 
the long-term consequences of banning ff uoroquinolone use in pouItiy &ircs the agency to “go 
the extra mile” in ensuring the scicnlifio validity of its action. 

Whkn the agency approved fluoroquinolonc USC in pouhry in 1996, it was ihe result of 
one of the most exhaustive animal drug reviews in CVM’s history. S&guards were put in place 
to ensure the drug’s safe, effective use and to monitor potential inomascs in a&biotic resistance 
among animals and humans. An additionsf protection was added in 1997, when CVM banned 
“extra-Iabel” use of ffuoroquinoloncs. As a resuft of these safeguards - and the high cost of the 
drugs - fluoroquinolones are among the most sparingly used animal dnxgs in this country. 
Reliable estimates indicate less than 2 percent of alI chickens and only about 4 paccnt of all . 
turkeys are treated with the drug. However, when the drug is used h po&ry production, it, is 
absolutely esscntiaI to protecting the health of the birds. 

Resistance data since the drugs’ approval indicate the incidence in humans of 
campylobacteriosis - the illness of most concern to CVM - decreased from 2.4 million casks to 
1.4 milbon cases the first three years the drug was in use, More significantly, the incidence of 
fluorqquinolone-resistant Campylobactcr infbotions in humans decreased &OM 3.28 to 2.62 cases 
per 100,000 population between 1997 and 2001.’ Finally* there tie cffc&k &ern&ivcs available 
to trcakunpylobactsis in humans, while there arc almost no practical alternatives to treat the 
poukry diseases for which fluorocpinolams are prcscriied. 

. 

Despite this cv$dence, CVM in 2000 began to move tow&d banning ffuoroquinolone use 
in poultry. AtIer 8 lengthy hearing, an FDA Administrative Law Jud&‘s?I6itial Decision this 
March ruled in favor of CVM and against the nzanhturer of the only remaining 
fluoroquinolonc product on the nx&zt. The manufactxzrcr and CVM have fkd c~ccptions to the ’ . . . . 
judge’s fIndings, and both parties will respond to those exceptions by mid Suly. A.&x that, it wiIl -’ 
be up to you to decide whether to accept .the judge’s Initial Decision and withdraw appr01~I for 
the drug or to take some other cwrsc of &ion. & 

We believe the circumstances of th& case justify setting aside’ the wishes of FDA’s Center 
for Vdcrinary Medicine and the findings of ari Adrhistrative Law Judge, That is ample 



evidence to indicate the Administrative Law Judge made erroneous findiugs on such key matters 
as the probability of transfening nsistant Campylobacter lz&tion~ firom’p&ry to humans, the 
incidence of fluoroquinolon~resistant campylobactiosii in hrimirng; the duration of iIhzess for 
people who contract resistant campylobacteriosis and the public he&h’b&efiti reali& ‘fixG the 
use of fhoroquiuoIon8s in poultry. 

Fir&y, the judge &es the very surprising conclusion @t fl~~roquinoIone qe in 
turkeys may be withdrawn based on studies that were ~ooducted aIm0s-t p+sively on chickens, 
Tha judge used this data to rule the cfkt of &oroquinoIono tigti the &me on both speaieg. 
CVM long has held that no drug fbr turkeys may be approved based soMy on data from chickens, 
or vice versa, CV’M presented no data on turkeys at the time it moved to ban fluoroquinolone use 
in poultry and presented only scant evid~relating to turkeys during the.heari&process. By 
allowing the drug to be banned for one spesss based on @a fmm another species &ates an 
egregious double standard and is a blatant abuse of q&tory auth&rity. * 

For aU of these masons &ted above, we strong& urge you to set aside tbo judgo’s 
decision and insure a thorough end objective review of all tba scier&ic evidence to weigh the 
risks, along with the benefih f5om the euntinued use of fXuoroq&olones in poultry. 

We appreciate your consideration of this rquc& and we look forward to your response. 





DEPARTMENT OF HEALTH & HUMAN SERVICE!3 

Food and Drug Administration 
Fbckville MD 20857 

The Honorable Charles W. “Chip” Pickering, Jr. 
House of Representatives 
Washington, D.C. 205 15-2403 

Dear Mr. Pickering: 

Thank you for your letter of July 22,2004, co-signed by your colleagues, to Lester M. 
Crawford, Ph.D., D.VM., Acting Commissioner of Food and Drugs, regarding the withdrawal 
of approval for enrofloxacin. 

Under longstanding Food and Drug Administration (FDA) regulations governing the 
withdrawal of approval of a new animal drug, communications about this withdrawal 
currently are not allowed between the Commissioner and officials advising the Office of the 
Commissioner and persons outside FDA. (See Title 21, Code of Federal Regulations [CFR] 
$1055(d){ 1)). Thus, the Commissioner is unable to respond to the specific issues regarding 
enrofloxacin that you raised in your letter. However, we are able to provide the following 
information on the regulatory process for formal evidentiary hearings and a brief outline of 
selected milestones in the case of enrofloxacin. In addition, under these regulations, a copy 
of this correspondence and this response must be placed in FDA’s docket and served on the 
participants (2 1 CFR 10.55(d)(3)). 

An Administrative Law Judge (ALJ) under regulations found at 2 I CFR Part 12 conducts 
FDA’s formal hearings. These regulations reflect provisions of the Federal Food, Drug, and 
Cosmetic (FD&C) Act and the Administrative Procedures Act that apply to formal hearings. 

The Center for Veterinary Medicine (CVM) proposed to withdraw approval of new animal 
drug approval O\JADA) 140-828, pursuant to section 5 12(e){ l)(B) of the FD&C Act. CVM 
published a notice of opportunity for hearing (NOON) in the Federal Register on October 3 I, 
2000. Bayer filed a request for a hearing on November 29,2000, and the Commissioner of 
FDA agreed, publishing a notice of hearing on February 20,2002. Subsequently, joint 
stipulations and revised joint stipulations were submitted on September 20 and December 24, 
2002, respectively. Documentary evidence and written direct testimony was submitted by 
CVM on December 9,2002, and by Bayer and the Animal Health Jnstitute (AHI) on 
December 13,2002. Oral hearing for cross-examination of witnesses was held between 
April 28 and May 27,2003. Briefs were filed on July 18,2003, and reply briefs on 
August 15, 2003. The initial decision of the ALJ was issued on March 16, 2004, and the 
parties filed exceptions to the initial decision on May I7,2004. On July l&2004, CVM filed 
its reply to the Bayer and AH1 exceptions, and Bayer and AHI filed their reply to CVM’s 
exceptions. 

-._ ̂ ..-- . 



Page 2 - The Honorable Charles W. “Chip” Pickering, Jr. 

A public docket (OON-1571) was established at the time the NOON was published in 
October 2000. Documents related to the hearing, including the NOOH, referenced scientific 
studies, correspondence, briefs, the initial decision of the ALJ, and subsequent filings by 
CVM and Bayer and AHI can be found in the public docket. 

Thank you again for contacting us about this matter. We hope this information is helpful. If 
we can be of further assistance, please let us know. An identical letter has been sent to the 
co-signers of your letter. 

cc: Docket Management Division 
(Docket No. OON-1571) 

..- 



c 
DEPARTMENT OF HEALTH & HUMAN SERVICES 

AUG 1 7 2004 

hod and Drug Administratjon 
Rockville MD 20857 

The Honorable Marion Berry 
House of Representatives 
Washington, D.C. 205 I S-0401 

Dear Mr. Be+ 

Thank you for your letter of July 22,2004, co-signed by your colleagues, to Lester M. 
Crawford, Ph.D., D.VM., Acting Commissioner of Food and Drugs, regarding the withdrawal 
of approval for enrofloxacin. 

Under longstanding Food and Drug Administration (FDA) regulations governing the 
withdrawal of approval of a new animal drug, communications about this withdrawal 
currently are not allowed between the Commissioner and officials advising the Office of the 
Commissioner and persons outside FDA. (See Title 21, Code of Federal,RermJations [CFR] 
6 10.55(d)(l)). Thus, the Commissioner is unable to respond to the specific issues regarding 
enrofloxacin that you raised in your letter. However, we are able to provide.the following 
information on the regulatory process for formal evidentiary hearings and a brief outline of 
selected milestones in the case of enrofloxacin. In addition, under these regulations, a copy 
of this correspondence and this response must be placed in FDA’s docket and served on the 
participants (2 I CFR 10.55(d)(3)). 

An Administrative Law Judge (ALJ) under regulations found at 2 I CFR Part 12 conducts 
FDA’s formal hearings. These regulations reflect provisions of the Federal Food, Drug, and 
Cosmetic (FD&C) Act and the Administrative Procedures Act that apply to formal hearings. 

The Center for Veterinary Medicine (CVM) proposed to withdraw approval of new animal 
drug approval (NADA) 140-828, pursuant to section 5 12(e)(l)(B) of the FD&C Act. CVM 
published a notice of opportunity for hearing (NOOH) in the Federal Regjster on October 3 1, 
2000. Bayer filed a request for a hearing on November 29,2000, and the Commissioner of 
FDA agreed, publishing a notice of hearing on February 20,2002. SubsequentIy, joint 
stipulations and revised joint stipulations were submitted on September 20 and December 24, 
2002, respectively. Documentary evidence and written direct testimony was submitted by 
CVM on December 9,2002, and by Bayer and the Animal Health Institute (AHI) on 
December 13,2002. Oral hearing for cross-examination of witnesses was held between 
April 28 and May 27,2003. Briefs were filed on July 18,2003, and reply briefs on 
August 15,2003. The initial decision of the ALJ was issued on March l&2004, and the 
parties filed exceptions to the initial decision on May 17,2004. On July l&2004, CVM filed 
its reply to the Bayer and AHI exceptions, and Bayer and AHI filed their reply to CVM’s 
exceptions. 
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A public docket (OON-157 I) was established at the time the NOQH was published in 
October 2000. Documents related to the hearing, including the NOOH, referenced scientific 
studies, correspondence, briefs, the initial decision of the ALJ, and subsequent filings by 
CVM and Bay‘er and AH1 can be found in the public docket. 

Thank you again for contacting us about this matter. We hope this information is helpful. If 
we can be of further assistance, please let us know. An identical letter has been sent to the 
co-signers of your Ietter. 

Assistant Commissioner 

cc: Docket Management Division 
(Docket No. OON- 1571) 



DEPARTMENT OF HEALTH & HUMAN SERVICES 

Food and Drug Admkliiatjoll 
Rockville MD 20857 

The Honorable Charlie Nor-wood 
House of Representatives 
Washington, D.C. 205 I S- 1009 

Dear Mr, Nor-wood: 

Thank you for your letter of July 22,2004, co-signed by your colleagues, to Lester M. 
Crawford, Ph.D., D.VM., Acting Commissioner of Food and Drugs, regarding the withdrawal 
of approval for enrofloxacin. 

Under longstanding Food and Drug Administration (FDA) regulations governing the 
withdrawal of approval of a new animal drug, communications about this withdrawal 
currently are not allowed between the Commissioner and officials advising the Offke of the 
Commissioner and persons outside FDA. (See Title 21, Code of Federal Regulations [CFR] 
$1 O.%(d)( 1)). Thus, the Commissioner is unable to respond to the specific issues regarding 
enrofloxacin that you raised in your letter. However, we are able to provide the following 
information on the regulatory process for formal evidentiary hearings and a brief outline of 
selected milestones in the case of enroff oxacin. In addition, under these regulations, a copy 
of this correspondence and this response must be placed in FDA’s docket and served on the 
participants (21 CFR 1055(d)(3)). 

An Administrative Law Judge (AU) under regulations found at 21 CFR Part I2 conducts 
FDA’s formal hearings. These regulations reflect provisions of the Federal Food, Drug, and 
Cosmetic (FDK) Act and the Administrative Procedures Act that apply to formal hearings. 

The Center for Veterinary Medicine (CVM) proposed to withdraw approval of new animal 
drug approval (NADA) 140-828, pursuant to section 5 12(e)(I)(B) of the FD&C Act. CVM 
published a notice of opportunity for hearing (NOOH) in the Federal Register on October 3 1, 
2000. Bayer filed a request for a hearing on November 29,2000, and the Commissioner of 
FDA agreed, publishing a notice of hearing on February 20,2002. Subsequently, joint 
stipulations and revised joint stipulaticns were submitted on September 20 and December 24, 
2002, respectively. Documentary evidence and written direct testimony was submitted by 
CVM on December 9,2002, and by Bayer and the Animal Health Institute (AHI) on 
December 13,2002. Oral hearing for cross-examination of witnesses was held between 
April 28 and May 27,2003, Briefs were filed on July 18,2003, and reply briefs on 
August 15,2003. The initial decision of the AL3 was issued on March 16,2004, and the 
parties filed exceptions to the initial decision on May 17,2004. On July l&2004, CVM filed 
its reply to the Bayer and AHI exceptions, and Bayer and AH? filed their reply to CVM’s 
exceptions. 
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A public docket (OON-1571) was established at the time the NalH was published in 
October 2000. Documents related to the hearing, including the NOOH, referenced scientific 
studies, correspondence, briefs, the initial decision of the ALJ, and subsequent filings by 
CVM and Bayer and AHI can be found in the public docket. 

Thank you again for contacting us about this matter. We hope this information is helpful. If 
we can be of further assistance, please let us know. An identical letter has been sent to the 
co-signers of your letter. 

cc: Docket Management Divisio 
(Docket No. OON-1571) 

I I -. . . - -.- .-. -.- 



DEPARTMENT OF HEALTH & HUMAN SERVICES 

Food and Drug Adminiiaion 
RockviNe MO 20857 

AU6 17 2004 

The Honorable Jerry Moran 
House of Representatives 
Washington, D.C. 20515-1601 

Dear Mr. Moran: 

Thank you for your letter of July 22,2004, co-signed by your colleagues, to Lester M. 
Crawford, Ph.D., D.VM., Acting Commissioner of Food and Drugs, regarding the withdrawal 
of approval for enrofloxacin. 

Under longstanding Food and Drug Administration (FDA) regulations governing the 
withdrawal of approval of a new animal drug, communications about this withdrawal 
currently are not allowed between the Commissioner and officials advising the OffGze of the 
Commissioner and persons outside FDA. (See Title 21, Code of Federal Rermlations [CFR] 
$10.55(d){ 1)). Thus, the Commissioner is unable to respond to the specific issues regarding 
enrofloxacin that you raised in your letter. However, we are able to provide the following 
information on.the regulatory process for formal evidentiary hearings and a brief outline of 
selected milestones in the case of enroffoxacin. In addition, under these regulations, a copy 
of this correspondence and this response must be placed in FDA’s docket and served on the 
participants (2 I CFR 10.55(d)(3)). 

An Administrative Law Judge (ALJ) under regulations found at 21 CFR,Part 12 conducts 
FDA’s formal hearings. These regulations reflect provisions of the Federal Food, Drug, and 
Cosmetic (FD&C) Act and the Administrative Procedures Act that apply to formal hearings. 

The Center for Veterinary Medicine (CVM) proposed to withdraw approval of new animal 
drug approval (NADA) 140-828, pursuant to section 5 12(e)(l)(B) of the FD&C Act. CVM 
published a notice of opportunity for hearing (NOOH) in the Federal Register on October 3 1, 
2000. Bayer filed a request for a hearing on November 29,2000, and the Commissioner of 
FDA agreed, publishing a notice of hearing on February 20,2002. SubsequentIy, joint 
stipulations and revised joint stipulations were submitted on September 20 and December 24, 
2002, respective-ly: Documentary evidence and written direct testimony was submitted by 
CVM on December 9,2002, and by Bayer and the Animal Health Institute (AHF) on 
December 13,2002. Oral hearing for cross-examination of witnesses was held between 
April 28 and May 27,2003. Briefs were filed on July 18,2003, and reply briefs on 
August 15, 2003. The initial decision of the ALJ was issued on March l&2004, and the 
parties filed exceptions to the initial decision on May 17,2004. On July 16,2004, CVM filed” 
its reply to the Bayer and AHI exceptions, and Bayer and AHI filed their reply to CVM’s 
exceptions. 
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A public docket (OON-1571) was established at the time the NOOH was published in 
October 2000. Documents related to the hearing, including the NOOH, referenced scientific 
studies, correspondence, briefs, the initial decision of the ALI, and subsequent filings by 
CVM and Bayer and AH1 can be found in the public docket. 

Thank you again for contacting us about this matter. We hope this information is helpful. If 
we can be of further assistance, please let us know. An identical letter has been sent to the 
co-signers of your letter. 

Assistant Commissioner 

cc: Docket Management Division 
(Docket No. OON- 157 1) 

.- 



DEPARTMENT OF HEALTH & HUMAN SERVICES 

Food and Drug Administrat& 
Rockvilla MD 20857 

AUG 17 2004 

The Honorable Mike McIntyre 
House of Representatives 
Washington, D.C. 205 15-3307 

Dear Mr. Mc$-nyre: 

Thank you for your letter of July 22,2004, co-signed by your colleagues, to Lester M. 
Crawford, Ph.D., D.VM., Acting Commissioner of Food and Drugs, regarding the withdrawal 
of approval for enrofloxacin. 

Under longstanding Food and Drug Administration (FDA) reguiations governing the 
withdrawal of approval of a new animal drug, communications about this withdrawal 
currently are not allowed between the Commissioner and officials advising the Office of the 
Commissioner and persons outside FDA. (See Title 21, Code of Federal, Regulations [CFR] 
5 1 OSS(d)( 1)). Thus, the Commissioner is unable to respond to the specific issues regarding 
enrofloxacin that you raised in your letter. However, we are able to provide the following 
information on the regulatory process for formal evidentiary hearings and a brief outline of 
selected milestones in the case of enrotloxacin. In addition, under these regulations, a copy 
of this correspondence and this response must be pIaced in FDA’s docket and served on the 
participants (21 CFR 1055(d)(3)). 

An Administrative Law Judge (ALJ) under regulations found at 2 1 CFR Part 12 conducts 
FDA’s formal hearings. These regulations reflect provisions of the Federal Food, Drug, and 
Cosmetic (FD&C) Act and the Administrative Procedures Act that appfy to formal hearings. 

The Center for Veterinary Medicine (CVM) proposed to withdraw approval of new animal 
drug approval (NADA) 140-828, pursuant to section 5 12(e)(i)(B) of the FD&C Act. CVM 
published a notice of opportunity for hearing (NOOH) in the Federal Register on October 3 I, 
2000. Bayer filed a request for a hearing on November 29,2000, and the Commissioner of 
FDA agreed, publishing a notice of hearing on February 20, 2002. Subsequently, joint 
stipulations and revised joint stipulations were submitted on September 20 and December 24, 
2002, respectively. Documentary evidence and written direct testimony was submitted by 
CVM on December 9,2002, and by Bayer and the AnimaI Health Jnstitute (AHI) on 
December 13,2002. Oral hearing for cross-examination of witnesses was held between 
April 28 and May 27,2003. Briefs were filed on July 18,2003, and reply briefs on 
August 15,2003. The initial decision of the ALJ was issued on March 16,2004, and the 
parties filed exceptions to the initial decision on May 17,2004. On July 16,2004, CVM filed 
its reply to the-Bayer and AHI exceptions, and Bayer and AH1 filed their reply to CVM’s 
exceptions. 
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A public docket (OON-I 571) was established at the time the NOON was published in 
October 2000. Documents related to the hearing, including the NOOH, referenced scientific 
studies, correspondence, briefs, the initial decision of the AXJ, and subsequent filings by 
CVM and Bayer and AH1 can be found in the public docket. 

Thank you again for contacting us about this matter. We hope this information is helpful. If 
we can be of further assistance, please let us know. An identical letter has been sent to the 
co-signers of your letter. 

cc: Docket Management Division 
(Docket No. OON- 1571) 

Assistant Commissioner 

1-1.. 



DEl’ARTMENT OF HEALTH & HUMAN SERV’ICES 

Food and Drug Administraticwr 
Rockville MD 20857 

The Honorable Jim Marshall 
House of Representatives 
Washington, D.C. 205 15-1003 

Dear Mr. Marshall: 

Thank you for your letter of July 22,2004, co-signed by your colleagues, to Lester M. 
Crawford, Ph.D., D.VM., Acting Commissioner of Food and Drugs, regarding the withdrawal 
of approval for enrofloxacin. 

Under longstanding Food and Drug Administration (FDA) regulations governing the 
withdrawal of approval of a new animal drug, communications about this withdrawal 
currently are not allowed between the Commissioner and officials advising the Office of the 
Commissioner and persons outside FDA. (See Title 2 1, Code of Federal Regulations [CFRJ 
3 lO.S5(d)( 1)). Thus, the Commissioner is unable to respond to the specific issues regarding 
enrofloxacin that you raised in your letter. However, we are able to provide the fotlowing 
information on the regulatory process for formal evidentiary hearings and a brief outline of 
selected milestones in the case of enrofloxacin. Jn addition, under these regulations, a copy 
of this correspondence and this response must be placed in FDA”s docket and served on the 
participants (21 CFR 10.55(d)(3)). 

An Administrative Law Judge (ALJ) under regulations found at 21 CFR Part 12 conducts 
FDA’s formal hearings. These regulations reflect provisions of the Federal Food, Drug, and 
Cosmetic (FD&C) Act and the Administrative Procedures Act that apply to formal hearings. 

The Center forVeterinary Medicine (CVM) proposed to withdraw approval of new animal 
drug approval (NADA) 140-828, pursuant to section 5 12(e)($)(B) of the FD&C Act. CVM 
published a notice of opportunity for hearing (NOOH) in the Federal Register on October 3 1, 
2000. Bayer filed a request for a hearmg on November 29,2000, and the Commissioner of 
FDA agreed, publishing a notice of hearing on February 20,200Z. Subsequently, joint 
stipulations and revised joint stipulations were submitted on September 20 and December 24, 
2002, respectively. Documentary evidence and written direct testimony was submitted by 
CVM on December 9,2002, and by Bayer and the Animal Health Institute (AHJ) on 
December 13,2002. Oral hearing for cross-examination of witnesses was held between 
April 28 and May 27,2003. Briefs were filed on July 18,2003, and reply briefs on 
August I5,2003. The initial decision of the ALJ was issued on March’ 16,2004, and the 
parties filed exceptions to the initial decision on May 17,2004. On July 16,2004, CVM filed 
its reply to the Bayer and AH1 exceptions, and Bayer and AHI filed their reply to CVM’s 
exceptions. 
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A public docket (OON-1571) was established at the time the NOQH was published in 
October 2000. Documents related to the hearing, including the NOOH, referenced scientific 
studies, correspondence, briefs, the initial decision of the AW, and subsequent filings by 
CVM and Bayer and AH1 can be found in the public docket. 

Thank you again for contacting us about this matter. We hope this information is helpful. If 
we can be of further assistance, please let us know. An identical letter has been sent to the 
co-signers of your letter. 

cc: Docket Management Division 
(Docket No. OON-1571) 

. 



DEPARTMENT OF HEALTH & HUMAN SERVICES 

Food and Drug Administration 
Rockville MO 20857 

The Honorable Sanford D. Bishop, 3r. 
House of Representatives 
Washington, D:C. 205 I. 5- 1002 

Dear Mr. Bishop: 

Thank you for your letter of July 22,2004, co-signed by your colleagues, to Lester M. 
Crawford, Ph.D., D.VM., Acting Commissioner of Food and Drugs, regarding the withdrawal 
of approval for enrofloxacin. 

Under longstanding Food and Drug Administration (FDA) regulations governing the 
withdrawal of approval of a new animal drug, communications about this withdrawal 
currently are not allowed between the Commissioner and officials advising the Uffrce of the 
Commissioner and persons outside FDA. (See Title 21, Code of Federal Regulations [CFRJ 
3 10.55(d){ 1)). Thus, the Commissioner is unable to respond to the specific issues regarding 
enrofloxacin that you raised in your letter. However, we are able to provide the following 
information on the regulatory process for formal evidentiary hearings and a brief outline of 
selected milestones in the case of enrofloxacin. In addition, under these regulations, a copy 
of this correspondence and this response must be placed in FDA’s docket and served on the 
participants (21-CFR 10.55(d)(3)). 

An Administrative Law Judge‘(AW) under regulations found at 2 1 CFR Part I2 conducts 
FDA’s formal hearings. These regulations reflect. provisions of the Federal Food, Drug, and 
Cosmetic (FD&C) Act and the Administrative Procedures Act that apply to formal hearings. 

The Center for Veterinary Medicine (CVM) proposed to withdraw approval of new animal ’ 
drug approval (NADA) 140828, pursuant to section 5 IZ(e)( l)(B) of the FD&C Act. CVM 
published a notice of opportunity for hearing (NOOH) in the Federal Register on October 3 I, 
2000. Bayer filed a request for a hearing on November 29,2000, and the Commissioner of 
FDA agreed, publishing a notice of hearing on February 20,2002. Subsequently, joint 
stipulations and revised joint stipulations were submitted on September 20 and December 24, 
2002, respectively. Documentary evidence and written direct testimony was submitted by 
CVM on December 9,2002, and by Bayer and the Animal Health Institute (AHI) on 
December 13,2002. Oral hearing for cross-examination of witnesses was held between 
April 28 and May 27,2003. Briefs were tiled on July l&2003, and reply briefs on 
August 15, 2003. The initial decision of the ALJ was issued on March 16,2004, and the 
parties filed exceptions to the initial decision on May 17,2004. On July 16,2004, CVM filed 
its reply to the Bayer and AHI exceptions, and Bayer and AHI filed their reply to CVM’s 
exceptions. 
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A public docket (OON-1571) was estabhshed at the time the NOOH was published in 
October 2000. Documents related to the hearing, including the NOOH, referenced scientific 
studies, correspondence, briefs, the initial decision of the ALJ, and subiequent filings by 
CVM and Bayer and AHI can be found in the public docket. 

Thank you again for contacting us about this matter. We hope this information is helpful. If 
we can be of further assistance, please let us know. An identical letter has been sent to the 
co-signers of your letter. 

cc: Docket Management Division 
(Docket No. OON-1571) 

-. .._ -I- - -.-.I 



DEPARTMENT OF HEALTH & HUMAN SERVICES 

Food and Drug Administration 
Rockville MO 20857 

The Honorable Roy Blunt 
House of Representatives 
Washington, D.C. 205 15-2507 

Dear Mr. Blunt: 

Thank you for your letter of JuIy 22,2004, co-signed by your colleagues, to Lester M. 
Crawford, Ph.D., D.VM., Acting Commissioner of Food and Drugs, regarding the withdrawal 
of approval for enrofloxacin. 

Under longstanding Food and Drug Administration (FDA) regulations governing the 
withdrawal of approval of a new animal drug, communications about this withdrawal 
currently are not allowed between the Commissioner and officials advising the Office of the 
Commissioner and persons outside FDA. (See TitIe 21, Code of Federal Regulations [CFR] 
$l0..55(d)( 1)). _ Thus, the Commissioner is unable to respond to the speciftc issues regarding 
enrofloxacin that you raised in your letter. However, we are able to provide the following 
information on the regulatory process for formal evident&y hearings and a brief outline of 
selected milestones in the case of enrofloxacin. In addition, under these regulations, a copy 
of this correspondence and this response must be placed in FDA’s docket and served on the 
participants (2 1 CFR 10.55(d)(3)). 

An Administrative Law Judge (AU) under regulations found at 2 1 CFR Part 12 conducts 
FDA’s formal hearings. These regulations reflect provisions of the Federal Food, Drug, and 
Cosmetic (FD&C) Act and the Administrative Procedures Act that apply to formal hearings. 

The Center for Veterinary Medicine (CVM) proposed to withdraw approval of new animal 
drug approval (NADA) 140828, pursuant to section 5 12(e)(l)(B) of the FD&C Act. CVM 
published a notice of opportunity for hearing (NOOH) in the Federul Register on October 3 1, 
2000. Bayer filed a request for a hearing on November 29,2000, and the Commissioner of 
FDA agreed, publishing a notice of hearing on February 20; 2002. Subsequently, joint 
stipulations and revised joint stipulations were submitted on September 20 and December 24, 
2002, respectively. Documentary evidence and written direct testimony was submitted by 
CVM on December 9,2002, and by Bayer and the Animal Health Institute (AHI) on 
December 13,2002. Oral hearing for cross-examination of witnesses was held between 
April 28 and May 27,2003. Briefs were filed on July 18,2003, and reply briefs on 
August 15,2003. The initial decision of the ALJ was issued on March 16,2004, and the 
parties filed exceptions to the initial decision on May 17,2004. On July 16,2004, CVM filed 
its reply to the Bayer and AH1 exceptions, and Bayer and AHI filed their reply to CVM’s 
exceptions. 



Page 2 - The Honorable Roy Blunt 

A public docket (OON-1571) was estabhshed at the time the NOOH was published in 
October 2000. Documents related to the hearing, including the NOOH, referenced scientific 
studies, correspondence, briefs, the initial decision of the AU, and subsequent filings by 
CVM and Bayer and AHI can be found in the public docket. 

Thank you again for contacting us about this matter. We hope this information is helpfirl. If 
we can be of further assistance, please let us know. An identical letter has been sent to the 
co-signers of your letter. 

Since ly, O& 
/ 

* 
. 

kc4 

ssistant Commissioner 
I 

CC: Docket Management Division 
(Docket No. OON-1571) 

- _... _-__ .-- -_ _ 



DEPARTMENT OF HEALTH & HUMAN %RVlcES 

Food and Drug Administr&ii 
Rockvh MD 20857 

Al% 1 7 2004 

The Honorable Thomas E. Petri 
House of Representatives 
Washington, D.C. 205 15-2302 

Dear Mr. Petri: 

Thank you for your letter of July 22,2004, co-signed by your colleagues, to Lester M. 
Crawford, Ph.D., D.VM., Acting Com.missioner of Food and Drugs, regarding the withdrawal 
of approval for enrofloxacin. 

Under longstanding Food and Drug Administration (FDA) regulations governing the 
withdrawal of approval of a new animal drug, communications about this withdrawal 
currently are not allowed between the Commissioner and ofllcials advising the Office of the 
Commissioner and persons outside FDA. (See TitIe 2 1, Code of Federal,Regulations [CER] 
$10.55(d)( 1)). Thus, the Commissioner is unable to respond to the specific issues regarding 
enrofloxacin that you raised in your letter. However, we are able to provide the following 
information on the regulatory process for formal evidentiary hearings and a brief outline of 
selected milestones in the case of enroffoxacin. ln addition, under these regulations, a copy 
of this correspondence and this response must be placed in FDA’s docket .and served on the 
participants (21 CFR 10.55(d)(3)). 

An Administrative Law Judge (ALJ) under regulations found at 2 I CFR Fart 12 conducts 
FDA’s formal hearings. These regulations reflect provisions of the Federal Food, Drug, and 
Cosmetic (FD&C) Act and the Administrative Procedures Act that apply to formal hearings. 

The Center for Veterinary Medicine (CVM) proposed to withdraw approval of new animal 
drug approval (NADA) 140-828, pursuant to section 512(e)(l)(B) of the FD&C Act. CVM 
published a notice of opportunity for hearing (NOOH) in the Federal Register on October 31, 
2000. Bayer filed a request for a hearing on November 29,2000, and the Commissioner of 
FDA agreed, publishing a notice of hearing on February 20,2002. Subsequently, joint 
stipulations and revised joint stipulations were submitted on September.20 and December 24, 
2002, respectively. Documentary evidence and written direct testimony was submitted by 
CVM on December 9,2002, and by Bayer and the Animal Health institute (AHI) on 
December 13,2002. Oral hearing for cross-examination of witnesses was held between 
April 28 and May 27,2003. Briefs were filed on July 18,2003, and reply briefs on 
August 15,2003. The initial decision of the ALJ wasissued on March 16,2004, and the 
parties filed exceptions to the initial decision on May 17,2004. On July b6,2004, CVM filed 
its reply to the Bayer and AH1 exceptions, and Bayer and AHI filed their reply to CVM’s 
exceptions. 



Page 2 - The Honorable Thomas E. Petri 

A public docket (OON- I57 1) was estabhshed at the time the NOOH was published in 
October 2000. Documents related to the hearing, in&ding the NOOH, referenced scientific 
studies, correspondence, briefs, the initial decision of the ALI, and subsequent filings by 
CVM and Bayer and AH1 can be found in the public docket. 

Thank you again for contacting us about this matter. We hope this information is helpful. If 
we can be of further assistance, please let us know. An identical letter has been sent to the 
co-signers of your letter. 

Sincere1 

Ph 0 1 
Patrick Ronan 
Assistant Commissioner 

for Legislation 

cc: Docket Management Division 
(Docket No. OON- 157 1) 

__ __.__ -- --- ____. .--- 



. 
DEPARTMENT OF HEALTH & HUMAN SERVICES 

AU6 1 ? 2004 

Food and Drug Adminiiation 
Rocblte MD 20857 

The Honorable Sam Graves 
House of Representatives 
Washington, D.C. 205 15-2506 

Dear Mr. Graves: 

Thank you for your letter of July 22,2004, co-signed by your coIleague.s, to Lester M. 
Crawford, Ph.D., D.VM., Acting Commissioner of Food and Drugs, regarding the withdrawal 
of approval for enrofloxacin. 

Under longstanding Food and Drug Administration (FDA) regulations governing the 
withdrawal of approval of a new animal drug, communications about this withdrawal 
currently are not allowed between the Commissioner and officials advising the Office of the 
Commissioner and persons outside FDA. (See Title 2 1, Code of Federal Regulations [CFR] 
8 10.55(d)( 1)). Thus, the Commissioner is unable to respond to the specific issues regarding 
enroff oxacin that you raised in your letter. However, we are able to provide the following 
information on the regulatory process for formal evidentiary hearings and a brief outline of 
selected milestones in the case of enrofloxacin. In addition, under these regulations, a copy 
of this correspondence and this response must be placed in FDA’s docket and served on the 
participants (21 CFR 10.55(d)(3)). 

An Administrative Law Judge (ALJ) under regulations found at 2 1 CFR Part 12 conducts 
FDA’s formal hearings. These regulations reflect provisions of the Federal Food, Drug, and 
Cosmetic (FD&C) Act and the Administrative Procedures Act that apply to formal hearings. 

The Center for Veterinary Medicine (CVM) proposed to withdraw approval of new animal 
drug approval (NADA) 140-828, pursuant to section 512(e)(I)(B) of the FD&C Act. CVM 
published a notice of opportunity for,hearing (NOOH) in the Federal Register on October 3 1, 
2000. Bayer fiIed a request for a hearing on November 29,2000, and the Commissioner of 
FDA agreed, publishing a notice of hearing on February 20,2002. Subsequently, joint 
stipulations and revised joint stipulations were submitted on September 20 and December 24, 
2002, respectively. Documentary evidence and written direct testimony was submitted by 
CVM on December 9,2002, and by Bayer and the Animal Health institute (AHI) on 
December 13,2002. Oral hearing for cross-examination of witnesses was held between 
April 28 and May 27,2003. Briefs were filed on July l&2003, and reply briefs on 
August 15,2003. The initial decision of the ALJ was issued on March 16,2004, and the 
parties filed exceptions to the initial decision on May 17,2004. On July 16,2004, CVM filed 
its reply to the Bayer and AHI exceptions, and Bayer and AH1 filed their reply to CVM’s 
exceptions. 



Page 2 - The Honorable Sam Graves 

A public docket (OON-157 1) w.& established at the time the NOOH was published in 
October 2000. Documents related to the hearing, including the NOOH, referenced scientific 
studies, correspondence, briefs, the initial decision of the ALJ, and subsequent filings by 
CVM and Bayer and AH1 can be found in the public docket. 

Thank you again for contacting us about this matter. We hope this information is helpful. If 
we can be of further assistance, please let us know. An identical letter has been sent to the 
co-signers of your letter. 

Assistant Commissioner ’ 

cc: Docket Management Division 
(Docket No. OON-1571) 

-- _.. 



DEPARTMENT OF HEALTH & HUMAN SERVlCES 

Food and Drug Administration 
Rockvilla MD 20857 

AU6 1 7 a04 

The Honorable Mike Ross 
House of Representatives 
Washington, D.C. 20515-0404 

Dear Mr. Ross: 

Thank you for your letter of July 22,2004, co-signed by your colleagues, to Lester M. 
Crawford, Ph.D., D.VM., Acting Commissioner of Food and Drugs, regarding the withdrawal 
of approval for enrofloxacin. 

Under longstanding Food and Drug Administration (FDA) regulations governing the 
withdrawal of approval of a new animal drug, communications about thiswithdrawal 
currently are not allowed between the Commissioner and officials advising the Office of the 
Commissioner and persons outside FDA. (See Title 2 1, Code of Federal Regulations [CFR] 
§ 10.55(d)( 1)). Thus, the Commissioner is unable to respond to the specific issues regarding 
enrofloxacin that you raised in your letter. However, we are abIe to provide the following 
information on the regulatory process for formal evidentiary hearings and a brief outline of 
selected milestones in the case of enrofloxacin. In addition, under these regulations, a copy 
of this correspondence and this response must be placed in FDA’s docket and served on the 
participants (2 I CFR 10.55(d)(3)). 

An Administrative Law Judge (ALJ) under regulations found at 2 1 CFR Part 12 conducts 
FDA’s formal hearings. These regulations reflect provisions of the Federal Pood, Drug, and 
Cosmetic (FD&C) Act and the Administrative Procedures Act that apply to formal hearings. 

The Center for Veterinary Medicine (CVM) proposed to withdraw approval of new animal 
drug approval (NADA) 140-828, pursuant to section 512(e)(l)(B) of the FD&C Act. CVM 
published a notice of opportunity for hearing (NOOH) in the Federal R@ster on October 3 1, 
2000. Bayer filed a request for a hearing on November 29,2000, and the Commissioner of 
FDA agreed, publishing a notice of hearing on February 20,2002. Subsequently, joint 
stipulations and revised joint stipulations were submitted on September 20 and December 24, 
2002, respectively. Documentary evidence and written direct testimony was submitted by 
CVM on December 9,2002, and by Bayer and the Animal Health Institute (AHI) on 
December 13,2002. Oral hearing for cross-examination of witnesses was held between 
ApriI 28 and May 27,2003. Briefs were filed on July I8,2003, and reply briefs on 
August 15,2003. The initial decision of the ALJ was issued on March l&2004, and the 

. parties filed exceptions to the initial decision on May 17,2004. On July I&2004, CVM filed 
its reply to the Bayer and AH1 exceptions, and Bayer and AH1 filed their reply to CVM’s 
exceptions. 

_..--. 



Page 2 - The Honorable Mike Ross 

A pub& docket @ON-1 57 1) was established at the time the NOOH was published in 
October 2000. Documents related to the hearing, including the NOOH,.referenced scientific 
studies, correspondence, briefs, the initial decision of the ALJ, and subsequent filings by 
CVM and Bayer and AHI can be found in the public docket. 

Thank you again for contacting us about this matter. We hope this information is helpful. .ff 
we can be of fiuther assistance, piease let us know. An identical letter has been sent to the 
co-signers of your letter. 

d . 

Assistant Commissioner 

cc: Docket Management Division 
(Docket No. OON-1571) 

. . --_. 



DEPARTMENT OF HEALTH St HUMAN %RV’IcE.S 

Food and Drug Administrat& 
Fbckvitle MD 20857 

The Honorable Roger F. Wicker 

AUG 17 2004 

House of Representatives 
Washington,-D.C. 205 15-2401 

Dear Mr. Wicker: 

Thank you for-your letter of July 22,2004, co-signed by your colleagues, to Lester M. 
Crawford, Ph.D., D.VM., Acting Commissioner of Food and Drugs, regarding the withdrawal 
of approval for enrofloxacin. 

Under Iongstanding Food and Drug Administration (FDA) regulations governing the 
withdrawal of approval of a new animal drug, communications about this withdrawal 
currently are not allowed between the Commissioner and officials advising the Office of the 
Commissioner and persons outside FDA. (See Title 21., Code of Federal Rerrulations [CFR] 
6 10.55(d){ 1)). - Thus, the Commissioner is unable to respond to the specific issues regarding 
enrofloxacin that you raised in your letter. However, we are able to prvvide the following 
information on the regulatory process for formal evidentiary hearings and a brief outline of 
selected milestones in the case of enrofloxacin. ln addition, under these regulations, a copy 
of this correspondence and this response must be placed in FDA’s docket and served on the 
participants (2 1 CFR 10.55(d)(3)). 

An Administrative Law Judge (ALJ) under regulations found at 21 CFR Part 12 conducts 
FDA’s formal hearings. These regulations reflect provisions of the Federal Food, Drug, and 
Cosmetic (FD&C) Act and the Administrative Procedures Act that apply to formal hearings. 

The Center for Veterinary Medicine (CVM) proposed to withdraw approval of new animal 
drug approval (NADA) 140-828, pursuant to section 5 12(e){ l)(B) of the ED&C Act. CVM 
published a notice of opportunity for hearing (NOOH) in the Fe&ml Regisfer on October 31, 
2000. Bayer filed a request for a hearing on November 29,2000, and theCommissioner of 
FDA agreed, publishing a notice of hearing on February 20,2002. Subsequently, joint 
stipulations and revised joint stipulations were submitted on September 20 and December 24, 
2002, respectively. Documentary evidence and written direct testimony was submitted by 
CVM on December 9,2002, and by Bayer and the Animal Health Institute (AHI) on 
December 13,2002. Oral hearing for cross-examination of witnesses was held between 
April 28 and May 27,2003. Briefs were filed on July 18, -2003, and reply briefs on 
August 15,2003. The initial decision of the ALJ was issued on March 16,2004, and the 
parties tiled exceptions to the initial decision on May 17,2004. On July 16,2004, CVM filed 
its reply to the Bayer and AH1 exceptions, and Bayer and AHI filed their reply to CVM’s 
exceptions. 



Page 2 - The Honorable Roger F, Wicker 

A public docket (OON- 1571) was established at the time the NOOH was published in 
October 2000. Documents related to the hearing, including the NOOH, referenced scientific 
studies, correspondence, briefs, the initial decision of the AU, and subsequent filings by 
CVM and Bayer and AH1 can be found in the public docket. , 

Thank you again for contacting us about this matter. 
we can be of further assistance, please let us know. 

We hope this information is helpful. If 
An identical letter has been sent to the 

co-signers of your letter. 

Patrick Ronan 
ant Commissioner 

cc: Docket Management Division 
(Docket No. OON- 157 1) 

_. .  .  .  . . -  __.. ---“_ 



DEPARTMENT OF HEALTH & HUMAN SERVICES 

Food and Drug Administration 
Rockville MO 20857 

The Honorable Devin Nunes 
House of Representatives 
Washington, D.C. 205 15-0521 

. Dear Mr. Nunes: 

Thank you for your letter of July 22,2004, co-signed by your colleagues, to Lester M. 
Crawford, Ph.D., D.VM., Acting Commissioner of Food and Drugs, regarding the withdrawal 
of approval for enrofloxacin. 

Under longstanding Food and Drug Administration {FDA) regulations governing the 
withdrawal of approval of a new animal drug, communications about this withdrawal 
currently are not allowed between the Commissioner and offscials advising the O&e of the 
Commissioner and persons outside FDA. (See Title 21, Code of Federal Regulations [CFR] 
$1055(d)( 1)). Thus, the Commissioner is unable to respond to the specific issues regarding 
enrofloxacin that you raised in your letter. However, we are able to provide the folIowing 
information on the regulatory process for formal evident&y hearings and a brief outline of 
selected milestones in the case of enrofloxacin. In addition, under these regulations, a copy 
of this correspondence and this response must be placed in FDA’s docket and served on the 
participants (21 CFR 10,55(d)(3)). 

An Administrative Law Judge (AU) under regulations found at 2 I CFR Part 12 conducts 
FDA’s formal hearings. These regulations reflect provisions of the Federal Food, Drug, and 
Cosmetic (FD&C) Act and the Administrative Procedures Act that apply to formal hearings. 

The Center for Veterinary Medicine (CVM) proposed to withdraw approval of new animal 
drug approval (NADA) 140-828, pursuant to section 5 12(e)(l)(B) of the FD&C Act. CVM 
published a notice of opportunity for hearing (NOOH) in the Federa Rqgister on October 3 1, 
2000. Bayer filed a request for a hearing on November 29,2000, and the Commissioner of 
FDA agreed, publishing a notice of hearing on February 20,2002. Subsequently, joint 
stipulations and revised joint stipulations were submitted on September 20 and December 24, 
2002, respectively. Documentary evidence and written direct testimony was submitted by 
CVM on December 9,2002, and by Bayer and the Animal Health Institute (AHI) on 
December 13,2002. Oral hearing for cross-examination of witnesses was held between 
April 28 and May 27,2003. Briefs were filed on July 182003, and reply briefs on 
August 15,2003, The initial decision of the AL3 was issued on March 16,2004, and the 
parties filed exceptions to the initial decision on May 17,2004. On July 16,2004, CVM filed 
its reply to the Bayer and AH1 exceptions, and Bayer and AHI filed their reply to CVM’s 
exceptions. 



Page 2 - The Honorable Devin Nunes 

A public docket (OON-1571) was established at the time the NOOH was pubhshed in 
October 2000. Documents related to the hearing, including the NOOH; refaenced scientific 
studies, correspondence, briefs, the initial decision of the ALJ, and subsequent filings by 
CVM and Bayer and AH1 can be found in the public docket. 

Thank you again for contacting us about this matter. We hope this informatian is helpful. If 
we can be of further assistance, please let us know. An identicai letter has been sent to the 
co-signers of your letter. 

Patrick Ronan 
Assistant Commissioner 

cc: Docket Management Division 
(Docket No. OON-157 1) 



. 

DEPARTMENT OF HEALTH h HUMAN SERVICES 

Food and Drug Administration 
Rockville MO 20857 

The Honorable Baron P. Hill 
House of Representatives 
Washington, D.C. 20515-1409 

Dear Mr. Hill: 

Thank you for your letter of July 22,2004, co-signed by your colleagues, to Lester M. 
Crawford, Ph.D., D.VM., Acting Commissioner of Food and Drugs, regarding the withdrawal 
of approval for enrofloxacin. 

Under longstanding Food and Drug Administration (FDA) regulations governing the 
withdrawal of approval of a new animal drug, communications about this withdrawal 
currently are not allowed between the Commissioner and officials advising the Office of the 
Commissioner and persons outside FDA. (See Title 21, Code of Federal Rego;lations [CPR] 
4 lOSS(d)( 1)). Thus, the Commissioner is unable to respond to the specific issues regarding 
enrofloxacin that you raised in your letter. However, we are able to provide the following 
information on the regulatory process for formal evidentiary bearings and a brief outline of 
selected milestones in the case of enrofloxacin. In addition, under these regulations, a copy 
of this correspondence and this response must be placed in FDA’s docket and served on the 
participants (2 1 CFR 1055(d)(3)). 

An Administrative Law Judge (ALJ) under regulations found at 2 1 CFR Part 12 conducts 
FDA’s formal hearings, These regulations reflect provisions of the Federal Food, Drug, and 
Cosmetic (FD&C) Act and the Administrative Procedures Act that apply to formalhearings. 

The Center for Veterinary Medicine (CVM) proposed to withdraw approval of new animal 
drug approval (NADA) 140828, pursuant to section 5 12(e){ l)(B) of the FD&C Act. CVM 
published a notice of opportunity for hearing (NOOH) in the Federal Register on October 3 1, 
2000. Bayer filed a request for a hearing on -November 29,2000, and the Commissioner of 
FDA agreed, publishing a notice of hearing on February 20,2002. Subsequently, joint 
stipulations and revised joint stipulations were submitted on September 20 and December 24, 
2002, respectively. Documentary evidence and written direct testimony was submitted by 
CVM on December 9,2002, and by Bayer and the Animal Health Institute (AHI) on 
December 13,2002. Oral hearing for cross-examination of witnesses was held between 
April 28 and May 27,2003. Briefs were filed on July 18,2003, and reply briefs on 
August 15,2003. The initial decision of the ALJ was issued on March 16,2004, and the 
parties filed exceptions to the initial’decision on May 17,2004. On July 162004, CVM filed 
its reply to the Bayer and AH1 exceptions, and Bayer and AH1 filed their reply to CVM’s 
exceptions. 



Page 2 - The Honorable Baron P. Hill 

A pubbc docket (OON- 1571) was established at the time the NOOH wss published in 
October 2000. Documents related to the hearing, including fhe NOOH, referenced scientific 
studies, correspondence, briefs, the initial decision of the AU, and subsequent filings by 
CVM and Bayer and AHI can be found in the public docket. 

~Thank you again for contacting us about this matter. We hope this information is helpfirl. If 
we can be of further assistance, please let us know. An identical letter has been sent to the 
co-signers of your letter. 

cc: Docket Management Division 
(Docket No. OON-157 1) 



DEPARTMENT OF HEALTH 8t HUMAN SERVICES 

Fcmd and Drug AdhEstration 
Rackville MO 20857 

AUG 17 2004 

The Honorable Mark Kennedy 
House of Representatives 
Washington, D.C. 205 15-2306 

Dear Mr. Kem-iedy: 

Thank you for your letter of July 22,2004, co-signed by your colleagues, to Lester M. 
Crawford, Ph.D., D.VM., Acting Cornxnissioner of Food and Drugs, re&rding the withdrawal 
of approval for enrofloxacin. 

Under Iongstanding Food and Drug Administration (FDA) regulations governing the 
withdrawal ofapproval of a new animal drug, communications about this withdrawal 
currently are not allowed between the Commissioner and officials advising the Office of the 
Commissioner and persons outside FDA. (See Title 2 1, Code of Federal. Regulations [CFR] 
$10.55(d)( 1)). Thus, the Commissioner is unable to respond to the specific issues regarding 
enrofloxacin that you raised in your letter. However, we are able to provide the following 
information on the regulatory process for formal evidentiary hearings and a brief outline of 
selected milestones in the case of enroff oxacin. ln addition, under these regulations, a copy 
of this correspondence and this response must be placed in FDA’s docket and served on the 
participants (2 I CFR 10.55(d)(3)). ’ 

An Administrative Law Judge (ALJ) under regulations found at 2 1 CFR Part 12 conducts 
FDA’s formal hearings. These regulations reflect provisions of the Federal Food, Drug, and 
Cosmetic (FD&C) Act and the Administrative Procedures Act that apply to formal hearings. 

The Center for Veterinary Medicine (CVM) proposed to withdraw approval of new animal 
drug approval (NADA) 140-828, pursuant to section 5 12(e)(l)(B) of the l?D&C Act. CVM 
published a notice of opportunity for hearing (NOOH) in the Federal Z(e@ster on October 3 1, 
2000. Bayer filed a request for a h&ring on November 29,2000, and the Commissioner of 
FDA agreed, publishing a notice of hearing on February 20,2002. Subsequently, joint 
stipulations and revised joint stipulations were submitted on September 20 and December 24, 
2002, respectively. Documentary evidence and written direct testimony was submitted by 
CVM on December 9,2002, and by Bayer and the Animal Health Institute (AHI) on 
December 13,2002. Oral hearing,for cross-examination of witnesses was held between 
April 28 and May 27,2003. Briefs were tiled on July 18,2003, and reply briefs on 
August 15,2003. The initial decision of the ALJ was issued on March 16,2004, and the 
parties filed exceptions to the initial decision on May 17, 2004. On July 16,2004, CVM filed 
its reply to the Bayer and AH1 exceptions, and Bayer and AH1 filed the-ir reply to CVM’s 
exceptions. 



Page 2 - The Honorable Mark Ker&edy 

A public docket (OON- 157 1) was established at the time the NOOH was published in 
October 2000. Documents related to the hearing, including the NOOH, referenced scientific 
studies, correspondence, briefs, the initial decision of the Au, and subsequent filings by 
CVM and Bayer and AHI can be found in the public docket. 

Thank you again for contacting us about this matter. We hope this information is helpful. If 
we can be of further assistance, please let us know. An identical letter has been sent to the 
co-signers of your letter. 

I 

Patrick Ronan 

cc: Docket Management Division 
(Docket No. OON- 1571) 

- .  
_-.-_ _-._ l.-l 

.“____._ _ . .  -  .  



. 
DEPARTMENT OF HEALTH & HUMAN SERVICES 

Food, and Drug Adminimsii 
Rockviile MD 20857 

The Honorable Steve King 
House of Representatives 
Washington, D.C. 205 1 S-I 505 

Dear Mr. King: 

Thank you for your letter of July 22,2004, co-signed by your colleagues, to Lester M. 
Crawford, Ph.D., D.VM., Acting Commissioner of Food and Drugs, regarding the withdrawal 
of approval for enrofloxacin. 

Under longstanding Food and Drug Administration (FDA) regulations governing the 
withdrawal of-approval of a new animal drug, communications about this withdrawal 
currently are not allowed between the Commissioner and officials advising the Office of the, 
Commissioner and persons outside FDA. (See Title 21, Code of FederalRermlations [CFR] 
$10.55(d)( 1)). Thus, the Commissioner is unabIe to respond to the specific issues regarding 
enrofl oxacin that you raised in your letter. However, we are able to provide the following 
information on the regulatory process for formal evidentiary hearings and a brief outline of 
selected milestones in the case of enrofloxacin. ln addition, under these regulations, a copy 
of this correspondence and this response must be placed in FDA’s docket and served on the 
participants (21 CFR 10.55(d)(3)). 

An Administrative Law Judge (ALJ) under regulations found at 21 CFP Part 12 conducts 
FDA’s formal hearings. These regulations reflect provisions of the F&era1 Food, Drug, and 
Cosmetic @D&C) Act and the Administrative Procedures Act that apply to formal hearings. 

The Center for Veterinary Medicine (CVM) proposed to withdraw approval of new animal 
drug approval (DADA) 140828, pursuant to section 5 12(e)(l)(H) of the ED&C Act. CVM 
published a notice of opportunity for hearing (NOOH) in the Federal Register on October 3 I, 
2000. Bayer filed a request for a hearing on November 29,2000, and the Commissioner of 
FDA agreed, publishing a notice of hearing on February 20,2002. Subsequently, joint 
stipulations and revised joint stipulations were submitted on September 20 and December 24, 
2002, respectively. Documentary evidence and written direct testimony was submitted by 
CVM on December 9,2002, and by Bayer and the Animal Health institute (AHI) on 
December 13,2002. Oral hearing for cross-examination of witnesses was held between 
April 28 and May 27,2003. Briefs were filed on July 18,2003, and reply briefs on 
August 15,2003. The initial decision of the ALJ was issued on March 162004, and the 
parties flied exceptions to the initial decision on May 17,2004. On July 16,2004, CVM filed 
its reply to the Bayer and AHI exceptions, and Bayer and AHI filed their reply to CVM’s 
exceptions. 



Page 2 - The Honorable Steve Ring 

A public docket (OON-I 571) was established at the time the NOOH was published in 
October 2000. Documents related to the bearing, inchrding the NOOH, referenced scientific 
studies, correspondence, briefs, the initial decision of the ALJ, and subsequent filings by 
CVM and Bayer and AHI can be found in the public docket. 

Thank you again for contacting us about this matter. We hope this information is9heIpfuf. ff 
we can be of further assistance, please let us know., An identical letter has been sent to the 
co-signers of your letter. 

/ 
/& 4 
Patrick Ronan 

istant Commissioner 

cc: Docket Management Division 
(Docket No. OON- 157 1) 



DEPARTMENT OF HJZALTH h HUMAN SJIRVICES 

Food and Otug Admk&t&m 
Rockville MD 20857 

The Honorable Jack Kingston 
House of Representatives 
Washington, D.C. 205 15-I 409 

Dear Mr. Kingston: 

Thank you for your letter of July 22,2Q04, co-signed by your colleagues, to Lester M. 
Crawford, Ph.D., D.VM., Acting Commissioner of Food and Drugs, regarding the withdrawal 
of approval for enrofloxacin. 

Under longstanding Food and Drug Administration (FDA) regulations governing the 
withdrawal of approval of a new animal drug, communications abcut this withdrawal 
currently are not allowed between the Commissioner and officials advising the Office of the 
Commissioner and persons outside FDA. (See Title 21, Code of Federal Regulations [CFRJ 
6 I OS5(d)( 1)). Thus, the Commissioner is unable to respond to the specific issues regarding 
enrofloxacin that you raised in your letter. However, we are able to provide the following 
information on the regulatory process for formal evidentiary hearings and a brief outline of 
selected milestones in the case of enrofloxacin. In addition, under these regulations, a copy 
of this correspondence and this response must be placed in FDA’s docket and served on the 
participants (2 1 CFR 10.55(d)(3)). 

An Administrative Law Judge (ALJ) under regulations found at 2 I CFR Part 12 conducts 
FDA’s formal hearings. These regulations reflect provisions of the Federal Food, Drug, and 
Cosmetic (ID&C) Act and the Administrative Procedures Act that appIy to formal hearings. 

The Center for Veterinary Medicine (CVM) proposed to withdraw approval of new animal 
drug approval (NADA) 140-828, pursuant to section 5 12(e)(l)(B) of the FD&C Act. CVM 
published a notice of opportunity for hearing (NOOH) in the Federal Register on October 3 1, 
2000. Bayer filed a request for a hearing on November 29,2000, and the Commissioner of 
FDA agreed, publishing a notice of hearing on February 20,2002. Subsiquently, joint 
stipulations and revised joint stipulations were submitted on September 20 and December 24, 
2002, respectively. Documentary evidence and written direct testimony was submitted by 
CVM on December 9,2002, and by Bayer and the Animal Health Institute (AHI) on 
December 13, ?002. Oral hearing for cross-examination of witnesses was heId between 
April 28 and May 27,2003. Briefs were filed on July 18,2003, and reply briefs on 
August 15,2003. The initial decision of the ALJ was issued on March 16,2004, and the 
parties filed exceptions to the initial decision on May 17,2004. On July 16,2004, CVM filed 
its reply to the Bayer and AH1 exceptions, and Bayer and AI-II filed their reply to CVM’s 
exceptions. 

-__-.. - _ -.._- - -_ 



Page 2 - The Honorable Jack Kingston 

A public docket (OON-1571) was established at the time the NOOH was published in 
October 2000. Documents related to the hearing, including the NOOH, referenced scientific 
studies, correspondence, briefs, the .initial decision of the ALJ, and subsequent filings by 
CVM and Bayer and AH1 can be found in the public docket. 

Thank you again for contacting us about this matter. We hope this information is helpful. If 
we can be of further assistance, please let us know. An identical letter has been sent to the 
co-signers of your letter. 

Sincerely, 

G 

. 
. A9 

Patrick Ronan 
Assistant Commissioner 

w 
for Legislation 

cc: Docket Management Division 
(Docket No. OON-157 1) 

-.-- -- 



DEPARTMENT OF HEALTH 8r HUMAN SERVICES 

Feed and Drug Administration 
Rockville MD 20857 

The Honorable John P. Kline 
House of Representatives 
Washington, D.C. 205 15-2302 

Dear Mr. Kline: 

Thank you for your letter of Jdy 22,2004, co-signed by your colleaguea, to Lester M. 
Crawford, Ph.D., D.VM., Acting Commissioner of Food and Drugs, regarding the withdrawal 
of approval for enrofloxacin. 

Under longstanding Food and Drug Administration (FDA) regulations governing the 
withdrawal of approval of a new animal drug, communications about this withdrawal 
currently are not allowed between the Commissioner and offkiais advising the Office of the 
Commissioner and persons outside FDA. (See Title 2 1, Code of Federal Regulations [CFR] 
3 10.55(d)(l)). Thus, the Commissioner is unable to respond to the specific issues regarding 
enrofloxacin that you raised in your letter. However, we are able to provide the folIowing 
information on the regulatory process for formal evidentiary hearings and a brief outline of 
selected milestones in the case of enrofloxacin. In addition, under these regulations, a copy 
of this correspondence and this response must be placed in FDA’s docket and served on the 
participants (21 CFR 10.55(d)(3)). 

An Administrative Law Judge (AU) under regulations found at 21 CFR Part 12 conducts 
FDA’s formal hearings. These regulations reflect provisions of the Federal Food, Drug, and 
Cosmetic (FD&C) Act and the Administrative Procedures Act that apply to formal hearings. 

The Center for Veterinary Medicine (CVM) proposed to withdraw approval of new anima1 
drug approval (NADA) 140-828, pursuant to section 512(e)(l)(B) of the FD&C Act. CVM 
pubhshed a notice of opportunity for hearing (NOOH) in the Federal Register on October 3 1, 
2000. Bayer filed a request for a hearing on November 29,2000, and the Commissioner of 
FDA agreed, publishing a notice of hearing on February 20,2002. Subsequently, joint 
stipulations and revised joint stipulations were submitted on September 20 and December 24, 
2002, respectively. Documentary evidence and written direct testimony was submitted by 
CVM on December 9,2002, and by Bayer and the Animal Health Institute (AHI) on 
December I3,2002. Oral hearing for cross-examination of witnesses was held between 
April 28 and May 27,2003. Briefs were filed on July 18,2003, and reply briefs on 
August 15,2003. The initial decision of the ALJ was issued on March 162094, and the 
parties filed exceptions to the initial decision on May 17,2004, On July I6,2004, CVM filed 
its reply to the Bayer and AHI exceptions, and Bayer and AHI filed their reply to CVM’s 
exceptions. _ 



Page 2 - The Honorable John P. Kline 

A public docket (OON-157 1) was established at the time the NOOH was published in 
October 2000. Documents related to the hearing, including the NOOH, referenced scientific 
‘studies, correspondence, briefs, the initial decision of the ALJ, and subsequent filings by 
CVM and Bayer and AH1 can be found in the public docket. 

Thank you again for contacting us about this matter. We hope this information is helpful. If 
we can be of further assistance, please let us know. An identical letter has been sent to the 
co-signers of your letter. 

mcerely, cgij& 
/ 0 \ 

Patrick Ronan / 
/ 

cc: Docket Management Division 
(Docket No. OON- 157 1) 



DEPARTMENT OF HEALTH 8L HUMAN SERVICES 

Food WKI Drug Administmtion 

Aufil’Im4 
Rockvilla MO ma57 

The Honorable John A. Boehner 
House of Representatives 
Washington, D.C. 205 15-3508 

Dear Mr. Boehner: 

Thank you for your letter of July 22,2004, co-signed by your colleagues, to Lester M. 
Crawford, Ph.D., D.VM., Acting Commissioner of Food and Drugs, regarding the withdrawal 
of approval for enrofloxacin. 

Under longstanding Food and Drug Administration (FDA) regulations governing the 
withdrawal of approval of a new animal drug, communications about this withdrawal 
currently are npt allowed between the Commissioner and officials advising the Office of the 
Commissioner and persons outside FDA. (See Title 21, Code of Federal Regulations [CFR] 
3 10.55(d)(I)). Thus, the Commissioner is unable to respond to the specific issues regarding 
enrofloxacin that you raised in your letter. However, we are able to provide the following 
information on the reguIatory process for formal evidentiary hearingsand a brief outline of 
selected milestones in the case of enrofloxacin. In addition, under these regulations, a copy 
of this correspondence and this response must be placed in FDA’s docket and served on the 
participants (21 CFR 1055(d)(3)). 

An Administrative Law Judge (ALJ) under regulations found at 2 1 CFR Part 12 conducts 
FDA’s formal hearings, These re@lations reflect provisions of the Federal Food, Drug, and 
Cosmetic (FD&C) Act and the Administrative Procedures Act that apply to formal hearings. 

The Center for Veterinary Medicine (CVM) proposed to withdraw approval of new animal 
drug approval (NADA) 140828, pursuant to section 512(e)(I)(B) of the FD&C Act. CVM 
published a notice of opportunity for hearing (NOOH) in the Federal Register on October 3 1, 
2000. Bayer filed a request for a hearing on November 29,2000, and the Commissioner of 
FDA agreed, publishing a notice of hearing on February 20,2002. Subsequently, joint 
stipulations and revised joint stipulations were submitted on September 20 and December 24, 
2002, respectively. Documentary evidence and written direct testimony was submitted by 
CVM on December 9,2002, and by Bayer and the Animal Health Institute (AHI) on 
December I3,2002. Oral hearing for cross-examination of witnesses was held between 
April 28 and May 27,2003. Briefs were filed on July 18,2003, and reply briefs on 
August 152003. The initial decision of the ALJ was issued on March 16,2004, and the 
parties filed exceptions to the initial decision on May 1’7,2004. On July I6,2004, CVM filed 
its reply to the Bayer and AHI excePtions, and Bayer and AH1 ftled their reply to CVM’s 
exceptions. * 

. . . - -_I_- 



Page 2 - The Honorable John A. Boehner 

A public docket (OON-1571) was established at the time the NOOH was published in 
October 2000. Documents related to the hearing, including the NOOH, referenced scientific 
studies, correspondence, briefs, the initial decision of the ALJ, and subsequent filings by 
CVM and Bayer and AH1 can be found in the public docket. 

Thank you again for contacting us about this matter. We hope this information is help&l. If 
we can be of further assistance, please let us know. An identical letter has been sent to the 
co-signers of your letter. 

Assistant Commissioner 

cc: Docket Management Division 
(Docket No. OON-1571) 

--. .  .  .  .- I) .__c_ 



DEPARTMENT OF HEALTH 8i HUMAN SERVICES 

fhd and Drug Adminiswarion 
Rocktitle MD iXMX7 

The Honorable-Max Burns 
House of Representatives 
Washington, D.C. 20515-1012 

Dear Mr. Bums: 

Thank you for your Ietter of July 22,2004, co-signed by your colleagues, to Lester M. 
Crawford, Ph.D., D.VM., Acting Commissioner of Food and Drugs, regarding the withdrawal 
of approval for enrofloxacin. 

Under longstanding Food and Drug Administration (FDA) regulations 
withdrawal of approval of a new animal drug, communications about this withdrawal 
currently are not allowed between the Commissioner and officials advising the Office of the 
Commissioner and persons outside FDA. (See Title 2 1, Code of Federal Regulations [CFR] 
4 lOX(d)( 1)). Thus, the Commissioner is unable to respond to the specific issues regarding 
enrofloxacin that you raised in your letter. However, we are abIe to provide the following 
information on the regulatory process for formal evidentiary hearings and a brief outline of 
seiected milestones in the case of enrofloxacin. In addition, under these regulations, a copy 
of this correspondence and this response must be placed in FDA’s docket and served on the 
participants (21 CFR 1055(d)(3)). 

An Administrative Law Judge (ALJ) under regulations found at 2 1 CFR Part 12 conducts 
FDA’s formal hearings. These regulations reflect provisions of the Federal Food, Drug, and 
Cosmetic (FD&C) Act and the Administrative Procedures Act that apply to formal hearings. 

The Center for-veterinary Medicine (CVM) proposed to withdraw approval of new animal 
drug approval (DADA) 140-828, pursuant to section 5 12(e)(l)(B) of the ID&C Act. CVM 
published a notice of opportunity for hearing (NOOH) in the Federal Register on October 3 1, 
2000. Bayer filed a request for a hearmg on November 29,2000, and tbeCommissioner of 
FDA agreed, publishing a notice of hearing on February 20,2002. Subsequently, joint 
stipulations and revised joint stipulations were submitted on September 20 and December 24, 
2002, respectively. Documentary evidence and written direct testimony was submitted by 
CVM on December 9,2002, and by Bayer and the Animal Health institute (AHI) on 
December 13,2002. Oral hearing for cross-examination of witnesses was held between 
April 28 and May 27,2003. Briefs were filed on July 18,2003, and reply briefs on 
August 15,2003. The initial decision of the ALJ was issued on March 16,2004, and the 
parties filed exceptions to the initial decision on May 17,2004. On July 1,6,2004, CVM tiled 
its reply to the Bayer and AH1 exceptions, and Bayer and AH1 filed their reply to CVM’s 
exceptions. 



. Page 2 - The Honorable Max Burns 

A public docket (ON- 157 1) was established at the time the NOOH was published in 
October 2OOQ. Ducuments related to the he&g, including the NOGH,. referenced scientific 
studies, correspondence, briefs, the initial decision of the AU, and subsequent filings by 
CVM and Bayer and AH1 can be found in the public docket. 

Thank you again for contacting us about this matter. We hope this information is helpful, If 
we can be of fiuther assistance, please let us know. An identical letter bas been sent to the 
co-signers of your letter. 

Sincexel 
. 

PA c 
Patrick Ronan 

sistant Commissioner 

cc: Docket Management Division 
(Docket No. OON-1571) 

-. --- 



DEPARTMENT OF HEALTH & HUMAN SERVICES 

Food and Drug Administration 
Rockviila MD 20867 

AUG 17 2004 

The Honorable Eric I. Cantor 
House of Representatives 
Washington, D.C. 205 15-4607 

Dear Mr. Cantor: 

Thank you for-your letter of July 22,2004, co-signed by your colleagues, to Lester M. 
Crawford, Ph.D., D.VM., Acting Commissioner of Food and Drugs, regarding the withdrawal 
of approval for enrofloxacin. 

Under longstanding Food and Drug Administration (FDA) regulations governing the 
withdrawal of approval of a new animal drug, communications about this withdrawal 
currently are not allowed between the Commissioner and officials advising the Office of the 
Commissioner and persons outside FDA. (See Title 21, Code of.Feder$l Regulations [CFR] 
$10.55(d)( 1)). Thus, the Commissioner is unable to respond to the specifk issues regarding 
enrofloxacin that you raised in your letter. However, we are able to provide the following 
information on the regulatory process for formal evidentiary hearings and a brief outline of 
selected milestones in the case of enrofloxacin. In addition, under these regulations, a copy 
of this correspondence and this response must be placed in FDA’s docket and served on the 
participants (2 1 CFR 10.55(d)(3)). 

An Administrative Law Judge (ALJ) under regulations found at 21 CFR Part 12 conducts 
FDA’s formal hearings. These regulations reff ect provisions of the Federal Food, Drug, and 
Cosmetic (FD&C) Act and the Administrative Proce#ures Act that apply to formal hearings. 

The Center for Veterinary Medicine (CVM) proposed to withdraw approval of new animal 
drug approval (NADA) 140-828, pursuant to section 512(e)(l)(B) of the FD&C Act. CVM 
published a notice of opportunity for hearing (NOOH) in the Federal Ragisrer on October 3 1, 
2000. Bayer filed a request for a hearing on November 29,2000, and the Commissioner of 
FDA agreed, publishing a notice of hearing on February 20,2002. Subsequently, joint 
stipulations and revised joint stipulations were submitted on September 20 and December 24, 
2002, respectively. Documentary evidence and written direct testimony was submitted by 
CVM on December 9,2002, and by Bayer and the Animal Health Institute (AHI) on 
December 13,2002. Oral hearing for cross-examination of witnesses was held between 
April 28 and May 27,2003. Briefs were filed on July 182003, and reply briefs on 
August 15,2003. The initial decision of the ALJ was issued on March 16,2004, and the 
parties filed exceptions to the initial decision on May 17,2004. On July 16,2004, CVM filed 
its reply to the Bayer and AH1 exceptions, and Bayer and AHI filed their reply to CVM’s 
exceptions. 

-. .- _*.-_--. 



Page 2 - The Honorable Eric 1. Cantor 

A public docket (OON-157 1) was established at the time the NOOH was published in 
October 2000. Documents related to the hearing, including the NQOH, referenced scientific 
studies, correspondence, briefs, the initial decision of the ALJ, and subsequent filings by 
CVM and Bayer and AHI can be found in the public docket, 

Thank you again for contacting us about this matter. We hope this information is helpfirl. If 
,we can be of further assistance, please let us know. An identical letter has been sent to the 
co-signers of your letter. 

stant Commissioner 

cc: Docket Management Division 
(Docket No. OON-I 57 1) 



DEPARTMENT OF HEALTH & HUMAN SERVICES 

Food and Drug Administration 
Rcdville MO 20857 

The Honorable Nathan Deal 
House of Representatives 
Washington, D.C. 20515-1010 

Dear Mr. Deal: 

Thank you for your letter of July 22,2004, co-signed by your colleagues, to Lester M. 
Crawford, Ph.D., D.VM., Acting Commissioner of Food and Drugs, regarding the withdrawal 
of approval for enrofloxacin. 

Under longstanding Food and Drug .Administration (FDA) regulations governing the ’ 
withdrawal of approval of a new animal drug, communications about this withdrawal 
currently are not allowed between the Commissioner and officials advising the Ofi%ze of the 
Commissioner and persons outside FDA. (See Title 21, Code ofFederal Regulations [CFR) 
$10.55(d)(l)). Thus, the Commissioner is unable to respond to the specific issues regarding 
enrofloxacin that you raised in your letter. However, we are able to provide the following 
information on the regulatory process for formal evidentiary hearings and a brief outline of 
selected milestones in the case of enrofloxacin. ln addition, under these regulations, a copy 
of this correspondence and this response must be placed in FDA’s docket and served on the 
participants (2 1 CFR 1055(d)(3)). 

An Administrative Law Judge (ALJ) under regulations found at 21 CFR Part 12 conducts 
FDA’s formal hearings. These regulations reflect provisions of the Federal Food,~Drug, and 
Cosmetic (FD&C) Act and the Administrative Procedures Act that apply to formal hearings. 

The Center for Veterinary Medicine (CVM) proposed to withdraw approval of new animal 
drug approval (NADA) 140-828, pursuant to section 5 lZ(e)( l)(B) of the ED&C Act. CVM 
published a notice of opportunity for hearing (NOOH) in the Federal Register on October 3 1, 
2000. Bayer filed a request for a hearing on November 29,2000, and the Commissioner of 
FDA agreed, publishing a notice of hearing on February 20,2002. Subsequently, joint 
stipulations and revised joint stipulations were submitted on September 20 and December 24, 
2002, respectively. Documentary evidence and written direct testimony was submitted by 
CVM on December 9,2002, and by Bayer and the Animal Health lnstitnte (ANT) on 
December 13,2002. Oral hearing for cross-examination of witnesses was held between 
April 28 and May 27,2003. Briefs were filed on July 18,2003, and reply briefs on 
August 15,2003. The initial decision of the.ALJ ~was issued on March 16,2004, and the 
parties filed exceptions to the initial decision on May 17,2004. On 3uty 16,2004, CVM filed 
its reply to the Bayer and AH1 exceptions, and Bayer and AH1 filed their reply to CVM’s 
exceptions. 



Page 2 - The Honorable Nathan Deal 

A public docket (OON- 1571) was established at the time the NOOH was published in 
October 2000. Documents related to the hearing, including the NOON, referenced scientific 
studies, correspondence, briefs, the initial decision of the AL& and subsequent filings by 
CVM and Bayer and AHI can be found in the public docket. 

Thank you again for contacting us about this matter. We hope this .information is helpful. If 
we can be of further assistance, please let us know. An identical letter has been sent to the 
co-signers of your letter. 

ssistant Commissioner 

cc: Docket Management Division 
(Docket No. OON-1571) 



f 
DEPARTMENT OF HEALTH & HUMAN SERVICES 

AU6 17 2W 

Food and Drug Administratbn 
Rockville MD 20857 

The Honorable Bob Etheridge 
House of Representatives 
Washington, D.C. 205 15-3302 

Dear Mr. Etheridge: 

Thank you for your letter of July 22,2004, co-signed by your colleagues? ,to Lester M. 
Crawford, Ph.D., D.VM., Acting Commissioner of Food and Drugs, regarding the withdrawal 
of approval for enrofloxacin. 

Under longstanding Food and Drug Administration (FDA) regulations governing the 
withdrawal of approval of a new animal drug, communications about this withdrawai 
currently are not allowed between the Commissioner and officials advising the Office of the 
Commissioner and persons outside FDA. (See Title 2 I, Code of FederalIReaulations [CFR) 
§10.55(d)( 1)). Thus, the Commissioner is unable to respond to the spec%c issues regarding 
enrofloxacin that you raised in your letter. However, we are able to provide the following 
information on the regulatory process for formal evidentiaxy hearings and a brief outline of 
selected milestones in the case of enrofloxacin. In addition, under these .reguIations, a copy 
of this correspondence and this response must be placed in FDA’s docket and served on the 
participants (21 CFR 10.55(d)(3)). 

An Administrative Law Judge (ALJ) under regulations found at 2 I CFR Part 12 conducts 
FDA’s formal hearings. These regulations reflect provisions of the Federal Food, Drug, and 
Cosmetic (FD&C) Act and the Administrative Procedures Act that app3y to formal hearings. 

The Center for Veterinary Medicine (CVM) proposed to withdraw approval of new animal 
drug approval (NADA) 140-828, pursuant to section 512(e){ l)(B) of the ED&C Act. CVM 
published a notice of opportunity for hearing (NOOH) in the Federal &g&er on October 3 1, 
2000. Bayer filed a request for a hearing on November 29,2000, and the Commissioner of 
FDA agreed, publishing a notice of hearing on February 20,2002. Subsequently, joint 
stipulations and revised joint stipulations were submitted on September 20 and December 24, 
2002, respectively. Documentary evidence and written direct testimony was submitted by 
CVM on December 9,2002, and by Bayer and the Animal Health Institute (AHI) on 
December 13,2002. Oral hearing for cross-examination of witnesses w& held between 
April 28 and May 27,2003. Briefs were filed on July 182003, and reply briefs on 
August 15,2003. The initial decision of the ALJ was issued on March 162004, and the 
parties filed exceptions to the initial decision on May 17,2004. On July 16,2004, CVM filed 
its reply to the Bayer and AHI exceptions, and Bayer and AHI filed their reply to CVM’s 
exceptions. 



‘Page 2 - The Honorable Bob Etheridge 

A public docket (OON-157 1) was established at the time the NOOH was published, in 
October 2000. Documents related to the bearing, inctuding the NOOH, referenced scientific 
studies, correspondence, briefs, the initial decision of the AW, and subsequent filings by 
CVM and Bayer and AHI can be found in the public docket. 

Thank you again for contacting us about this matter. We hope this information is helpful. If 
we can be of further assistance, please let us know. An identical letter.bas been sent to the 
co-signers of your letter. 

Sincere1 

s 
L 

Patrick Ronan 
istant Commissioner 

cc: Docket Management Division 
(Docket No. OON-157 1) 

-. _.-.- 



DEPARTMENT OF HEALTH & HUMAN SERVICES 

Food and ‘Drug Administration 
Rbckviile MD 20857 

The Honorable AIbert R. Wynn 
House of Representatives 
Washington, D.C. 205 15-2004 

Dear Mr. Wyim: 

Thank you for-your letter of July 22,2004, co-signed by your coheagues, to Lester M. 
Crawford, Ph.D., D.VM., Acting Commissioner of Food and Drugs, regarding the withdrawal 
of approval for enrofloxacin. 

Under longstanding Food and Drug Administration (FDA) regulations governing the 
withdrawal of approval of a new animal drug, communications about this withdrawal 
currently are not allowed between the Commissioner and officiaIs advising the Office of the 
Commissioner and persons outside FDA. (See Title 2 1, Code of Federal Regulations [CFR] 
4 10.55(d){ l)).- Thus, the Commissioner is unable to respond to the specific issues regarding 
enrofloxacin that you raised in your letter. However, we are able to provide the following 
information on the regulatory process for formal evidentiary hearings and a brief outline of 
seIected milestones in the case of enrofloxacin. In addition, under these regulations, a copy 
of this correspondence and this response must be placed in FDA’s docket and served on the 
participants (21 CFR 10.55(d)(3)). 

An Administrative Law Judge (ALJ) under regulations found at 21 CFR Part 12 conducts 
FDA’s formal hearings. These reguIations reflect provisions of the Federal Food, Drug, and 
Cosmetic (FD&C) Act and the Administrative Procedures Act that apply to formal hearings. 

The Center for Veterinary Medicine (CVM) proposed to withdraw approval of new animal 
drug approval (NADA) 140-828, pursuant to. section 5 12(e){ l)(B) of the ED&C Act, CVM 
published a notice of opportunity for hearing (NOON) in the Federaf Register on October 3 1, 
2000. Bayer filed a request for a hearing on November 29,2000, and the Commissioner of 
FDA agreed, publishing a notice of hearing on February 20,2002. Subsequently, joint 
stipulations and revised joint stipulations were submitted on September 20 and December 24, 
2002, respectively. Documentary evidence and written direct testimony was submitted by 
CVM on December 9,2002, and by Bayer and the Animal Health institute (AHI) on 
December 13,2002. Oral hearing for cross-examination of witnesses was held between 
April 28 and May 27,2003. Briefs were filed on July 182003, and reply briefs on 
August l&2003. The initial decision of the ALJ was issued on March 16, 2004, and the 
parties filed exceptions to the initial decision on May 17,2004. On July 16,2004, CVM filed 
its reply to the Bayer and AHI exceptions, and Bayer and AHJ filed their reply to CVM’s 
exceptions. 



Page 2 - The Honorable Albert R. Wynn 

A public docket (OON- 157 1) was established at the time the NOOH was published in 
October 2000. Documents related to the hearing, including the NOOH, referenced scientific 
studies, correspondence, briefs, the initial decision of the ALJ, and subseauent filings by 
CVM and Bayer and AH1 can be found in the public docket. 

Thank you again for contacting us about this matter. We hope this information is helpful. If 
we can be of further assistance, please let us know. An identical letter has been sent to the 
co-signers of your letter. 

tant Commissioner 

cc: Docket Management Division ’ 
(Docket No. OON-1571) 

. . .-. 



DEPARTMENT OF HEALTH & HUMAN SERVICES 

Food and Drug Administration 
Aoddla MD 20857 

AUG 18 2004 

The Honorable Mike Pence 
House of Representatives 
Washington, D.C. 205 15-1406 

Dear Mr. Pence: 

Thank you for your letter of July 22,2004, co-signed by your colleagues, to Lester M. 
Crawford, Ph.D., D.VM., Acting Commissioner of Food and Drugs, regarding the withdrawal 
of approval for enrofloxacin. 

Under longstanding Food and Drug Administration (FDA) regulations governing the 
withdrawal of approval of a new animal drug, communications about this withdrawal 
currently are not allowed between the Commissioner and offticiais advising the Of%ze of the 
Commissioner and persons outside FDA. (See Title 2 1, Code of Federal BePulations [CFR] 
(510.55(d)( 1)). Thus, the Commissioner is unable to respond to the specific issues regarding 
enrofloxacin that you raised in your letter. However, we are able to proTide the following 
information on the regulatory process for formal evidentiary hearings and a brief outline of 
selected milestones in the case of enrofloxadin. In addition, under these regulations, a copy 
of this correspondence and this response must be placed in FDA’s docket and served on the 
participants (21 CFR 10.55(d)(3)). 

An Administrative Law Judge (ALJ) under regulations found at 2 1 CFR Part 12 conducts 
FDA’s formal-hearings. These regulations reflect provisions of the Federal Food, Drug, and 
Cosmetic (FD&C) Act and the Administrative Procedures Act that apply to formal hearings. 

The Center for Veterinary Medicine (CVM) proposed to withdraw approval of new animal 
drug approval @ADA) 140-828, pursuant to section 512(e)(l)(B) of the FD&C Act. CVM 
published a notice of opportunity for hearing (NOOH) in the Federal Register on October 3 1, 
2000. Bayer filed a request for a hearing on November 29,2000, and the Commissioner of 
FDA agreed, publishing a notice of hearing on February 20,2002. SubsequentIy, joint 
stipulations and revised joint stipulations were submitted on September 28 and December 24, 
2002, respectively. Documentary evidence and written direct testimony was submitted by 
CVM on December 9,2002, and by Bayer and the AnimaI Health Institute (AHI’) on 
December 13,2002. Oral hearing for cross-examination of witnesses was held between 
April 28 and May 27,2003. Briefs were filed on July 18,2003, and reply briefs on 
August 15,2003. The initial decision of the ALJ was issued on March 16,2004, and the 
parties filed exceptions to the initial decision on May 17,2004. On July 16,2004, CVM filed 
its reply to the Bayer and AHI exceptions, and Bayer and AH1 filea their reply to CVM’s 
exceptions. 



Page 2 - The Honorable Mike Pence 

A public docket (OON-157 1) was established at the time the NOOH was published in 
October 2000. Documents related to the hearing, including the NOOff, referenced scientific 
studies, correspondence, briefs, the initial decision of the AU, and subsequent filings by 
CVM and Bayer and AHI can be found in the public docket. 

Thank you again for contacting us about this matter. We hope this information is helpful. If 
we can be of &r&r assistance, please let us know. An identical letter has been sent to the 
co-signers of your letter. 

. . Patrick Ronan 
Assistant Commissioner 

a f for Legislation 

cc: Docket Management Division ‘J 
(Docket No. OON-1571) 

- em.. . .  __ ..- 



DEPARTMENT OF HEALTH & HUMAN SERVICES 

Food end Drug Administraian 
RockMe MD 20857 

AUG 1 8 2004 

The Honorable Chris Chocola 
House of Representatives 
Washington, D.C. 205151402 

Dear Mr. Chocola: 

Thank you for your letter of July 22,2004, co-signed by your colleagues, to Lester M. 
Crawford, Ph:D., D.VM., Acting Commissioner of Food and Drugs, regarding the withdrawal 
of approval for enrofloxacin. 

Under longstanding Food and Drug Administration (FDA) regulations governing the 
withdrawal of approval of a new animal drug, communications about this withdrawal 
currently are not allowed between the Commissioner and officials advising the Office of the 
Commissioner and persons outside FDA. (See Title 2 1, Code of Federal.~Re@ations [CFR] 
Q 10.55(d)(I)). Thus, the Commissioner is unable to respond to the specific i&es regarding 
enrofloxacin that you raised in your letter. However, we are able to provide the following 
information on the regulatory process for formal evidentiary hearings and a brief outline of 
selected milestones in the case of enrofloxacin. In addition, under these regulations, a copy 
of this correspondence and this response must be placed in FDA’s docket and served on the 
participants (21 CFR 1055(d)(3)). 

An Administrative Law Judge (ALJ) under regulations found at 21 CFR Part 12 conducts 
FDA’s formal hearings. These regulations reflect provisions of the Federal Food, Drug, and 
Cosmetic (FD&C) Act and the Administrative Procedures Act that apply to formal hearings. 

The Center for Veterinary Medicine (CVM) proposed to withdraw approval of new animal 
drug approval (NADA) 140-828, pursuant to section 5 12(e)(l)(B) of the FD&C Act. CVM 
published a notice of opportunity for hearing (NOOH) in the Federal i$e@ster on October 3 1, 
2000. Bayer filed a request for a hearing on November 29,2000, and the Commissioner of 
FDA agreed, publishing a notice of hearing on February 20,2002. Subsequently; joint 
stipulations and revised joint stipulations were submitted on September 20 and December 24, 
2002, respectively. Documentary evidence and written direct testimony was submitted by 
CVM on December 9,2002, and by Bayer and the Animal Health Institute (AHI) on 
December 13,2002. Oral hearing for cross-examination of witnesses was held between 
April 28 and May 27,2003. Briefs were tiled on July 18,2003, and reply briefs on 
August 15,2003. The initial decision of the ALJ was issued on March l6,2004, and the 
parties filed exceptions to the initial decision on May 17,2004. On July l&2004, CVM filed 
its reply to the Bayer and AH1 exceptions, and Bayer and AHI filed their reply to CVM’s 
exceptions. 

-- 
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A pubIic docket (OONL1571) was established at the time the NOOH was published in 1 
October 2000. Documents related to the hearing, including the NOOH, referenced scientific 
studies, correspondence, briefs, the initial decision of the ALJ, and subsequent filings by 
CVM and Bayer and AHI can be found in the public docket. 

Thank you again for contacting us about this-matter. We hope this information is helpful. If 
we can be of further assistance, please let us know. An identical letter has been sent to the 
co-signers of your letter. 

cc: Docket Management Division 
(Docket No. OON-157 1) 


