










II. HISTORY 

Enrofloxacin is a flouroquinolone, a class of antimicrobial drugs used in humans and 

animals for therapeutic purposes. Fluoroquinolones are used in the treatment of foodbome 

diseases that have a significant public health impact. The first fluoroquinolones were introduced 

in human medicine in the U.S. in 1985 and since that time and their usage has increased. 

As part of its regulatory process of fluoroquinolone approvals, in May 1994 the FDA 

convened government and non-government experts in antibiotic use for a joint meeting of 

CVM’s Veterinary Medicine Advisory Committee and FDA’s Center for Drug Evaluation and 

Research’s Anti-Infective Drugs Advisory Committee. Following the suggestions of this Joint 

Advisory Committee, the FDA decided to approve enrofloxacin limited to prescription use in 

chickens and turkeys subject to restrictions and post-approval monitoring of resistance. 

On October 4, 1996, NADA 140-828 for enrofloxacin was approved for use in poultry in 

accordance with the standards set forth in 5 512 of the Act. (61 Fed. Reg. 56,892). In chickens, 

enrofloxacin is indicated for the control of mortality associated with Escherichia coli (E. coli), 

and in turkeys it is indicated for the control of mortality associated with E. coli and Pasteurella 

multocida (I? multocida). In the U.S., an estimated l-2% of broiler chickens and 4% of turkeys 

are treated with Baytril.3 The CDC estimates that foodbome infections cause approximately 76 

million illnesses, 325,000 hospitalizations, and 5,000 deaths each year. (Exhibit Nos. G-1452, P. 

2, L. 41-43, and G-410). 

CVM proposed to withdraw approval of NADA 140-828 for enrofloxacin and issued a 

NOOH on October 3 1,200O to that effect. The proposed withdrawal was based on its 

examination of data from surveillance programs, published literature, and other sources 

3 These percentages are an estimate and may not include poultry indirectly exposed to Baytril. CVM estimates that 
at least between 93,500,OOO and 136,000,OOO broilers and 10,800,OOO turkeys are treated with Baytril each year. 
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of the agency, that the information quality complaint filed by AHI under Section 5 15 of P.L. 

106-554, should be considered as part of this proceeding. Accordingly, the question of whether 

the CVM risk assessment is consistent with the OMB, HHS and FDA Guidelines will be 

considered along with similar issues dealing with the CVM risk assessment and raised in this 

proceeding. 

IV. EVIDENCE AND CONTENTIONS OF THE PARTIES 

CVM concludes that enrofloxacin use in poultry acts as a selection pressure that results in 

the emergence and dissemination of fluoroquinolone-resistant Campylobacter in poultry that are 

transferred to humans and contribute to fluoroquinolone-resistant Campylobacter infections in 

humans. CVM contends that it has presented evidence meeting its burden of proof in this matter, 

and that Bayer has not demonstrated the safety of enrofloxacin. Bayer asserts that CVM’s 

evidence is faulty, that enrofloxacin is safe under the approved conditions of use in chickens, and 

that turkeys and that the use of enrofloxacin in poultry has a substantial human health benefit that 

outweighs its purported risks. The parties’ evidence and contentions are considered below. 

A. SERIOUS QUESTIONS ABOUT ENROFLOXACIN USE IN POULTRY 

1. Selection Pressure and the Emewence and Dissemination of Fluoroauinolone- 

Resistant Campvlubacter in Poultry 

CVM has the burden to demonstrate that there is a reasonable basis from which serious 

questions about the safety of enrofloxacin use in poultry may be inferred. A sub issue of this 

inquiry is “[wlhether enrofloxacin use in poultry acts as a selection pressure, resulting in the 

emergence and dissemination of fluoroquinolone-resistant Campylobacter spp. in poultry?” 

There are studies indicating that most retail chicken in the U.S. have Campylobacter 

(Exhibit Nos. G-701, G-727, G-541, G-589, G-1785, and G-1484) and CVM contends that the 
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