


Q What is Baytril® 100 (enrofloxacin)?

Baytril® 100 (enrofloxacin) from Bayer Animal 
Health was the first Food and Drug Administration 
(FDA)-approved fluoroquinolone antimicrobial for 
use against bovine respiratory disease (BRD) in 
beef cattle and remains the fast-acting, broad-
spectrum, first-line therapy on which bovine 
veterinarians and producers depend. 

Baytril 100 helps save animals’ lives by quickly 
killing the three major BRD-causing bacteria in 
a single dose and is concentration-dependent, 
not time-dependent, delivering therapeutic 
concentrations to the lungs in just 60 minutes1 to 
clear the infection quickly.

A

Is Baytril® 100 a new antibiotic?

Baytril 100 has a 10-year history of performance 
in the beef cattle market and is field-tested and 
proven with more than 30 million animals treated 
in the United States alone. Baytril 100 is now 
available for use in dairy replacement heifers less 
than 20 months of age.

Why is Baytril® 100 (enrofloxacin)  
now entering the dairy replacement 
heifer market?

There is no time to wait when a calf has BRD, 
especially valuable dairy replacement heifers. 
Baytril 100 will help save the lives of dairy 
replacement heifers with BRD, and protect 
producers’ investment. 

Bovine veterinarians and producers trust and rely 
on Baytril 100 as the first line of defense to save the 
lives of cattle with bovine respiratory disease. 

With FDA approval, dairy replacement heifers 
less than 20 months of age can now be treated 
and benefit from the fast-acting, broad-spectrum 

therapy Baytril 100 provides. 

How is Baytril® 100 different from  
other antimicrobials?

Baytril 100 is bactericidal, while many other 
antibiotics are bacteriostatic. Bacteriostatic 
antibiotics do not kill bacteria immediately, but 
inhibit bacterial growth. The unique mode of action 
of Baytril 100 kills all three major BRD-causing 
bacteria in both the resting and growth phases 
of bacteria development – essentially killing the 
“heart” of the bacteria.

In addition, Baytril 100 is concentration-dependent, 
not time-dependent. Concentration-dependent 
therapies exert their effect by achieving high drug 
concentrations in relationship to the level required 
to kill the bacteria. Time-dependent drugs must 
sustain concentrations above the level required to 
inhibit bacteria growth over a longer period of time. 
Baytril 100 reaches therapeutic lung levels in just 
60 minutes and peak killing concentration levels in 

only 4.5 hours.1
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Not for use in dairy heifers greater than 20 months of age. For use by or on the order of a licensed veterinarian.



What was the purpose and the  
result of the Risk Assessment?

The objective was to determine the probability of any potential  
impact on food safety in the United States.
According to the Risk Assessment, use of Baytril® 100 (enrofloxacin) 
in dairy heifers results in a near zero risk of additional human illness 
as indicated below. 

Risk Estimates:
	� One additional human case of campylobacter enteritis every 18 years 
	 	 •	 Risk of 1 case of persistent symptoms in 3.8 billion
	� One additional human case of salmonella enteritis every 501 years
	 	 •	 Risk of 1 case of persistent symptoms in 105 billion
	� One additional human case of MDR salmonella enteritis every 292 years
	 	 •	 Risk of 1 case of persistent symptoms in 61 billion 

During the Risk Assessment, many conservative assumptions and margins 
of safety were utilized when existing data were not available, giving the Risk 
Assessment a large margin of safety.

The safety of Baytril 100 is well documented. The product has been 
approved by the FDA for use in dairy replacement heifers as a BRD 
therapy because the Risk Assessment indicates risk estimates to public 
health at or near zero; and because Baytril 100 is an effective, lifesaving 
tool for producers and veterinarians. 

Q What were the steps Bayer Animal Health took to 
get FDA approval for Baytril® 100 (enrofloxacin) 
in the dairy replacement heifer market?

Iowa State University, Cornell University, and Bayer Animal 
Health collaborated to conduct an extensive quantitative 
Risk Assessment to determine any potential impact on 
food safety as a result of use in dairy replacement heifers. 
The FDA Center for Veterinary Medicine evaluated the Risk 
Assessment as the final step in the food safety evaluation 
process prior to approval.

Bayer Animal Health is proud of the safety and performance 
legacy of Baytril® 100 (enrofloxacin), which has been 
proven with more than 30 million animals treated in the 
U.S. over the past decade.
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Q What is a Risk Assessment?

A Risk Assessment is a qualitative and quantitative 
assessment of risk factors that could potentially impact 
human health. Typically, Risk Assessments take into 
consideration available data to evaluate, and quantify the 
potential risk associated with the use of a product. During a 
Risk Assessment, wide margins of safety are utilized when 
existing data are not available. 

A Q Can Baytril® 100 (enrofloxacin) be used in 
lactating cows?

No. Baytril 100 can not be used in lactating dairy cows. The 
additional FDA-approved label use of Baytril 100 is for the 
treatment of BRD in dairy heifers under 20 months of age.A

Q What is Bayer Animal Health doing  
to support the proper use of Baytril® 100?

Bayer Animal Health strongly encourages veterinarians 
and producers to familiarize themselves with and follow 
responsible antibiotic use guidelines. Antibiotics are lifesaving 
tools and are not a substitute for proper animal husbandry. 
Prudent use of antibiotics is beneficial for treated animals, 
public health, and the producer or veterinarian’s business.

A
Do not use in calves to be processed for veal.Extra-label use of this product in food-producing animals is prohibited.
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