
Safety of Baytril 100 in Swine
Three studies were conducted to demonstrate the safety of Baytril 100 in swine: 
an acute toxicity study, a margin of safety study and an injection site tolerance 
study.1

Acute Toxicity Study
Study Design 
Three crossbred pigs weighing 42–52 pounds were injected with a subcutaneous 
dose of 50 mg/kg body weight of Baytril 100 for five consecutive days. One  
cohort pig served as a control and received a similar subcutaneous dose  
volume of sterile saline for five consecutive days.

Pretreatment blood samples were obtained on study days –6 and –4. On day  
0, the pigs were weighed, examined and assigned to groups, and treatment  
was initiated. Clinical observations were conducted daily. Three days following  
the final treatment, the pigs were blood sampled, weighed, euthanized  
and necropsied. 

Results 
No clinical signs of toxicity were observed on any study day. One treated animal  
was observed with diarrhea on day 1, which resolved by day 2. Swelling at the  
injection site was noted in the treated pigs but disappeared 24 hours following the 
final treatment. No differences were noted in hematological and clinical chemistry 
values between the treated and control animals. No histological lesions were  
observed at necropsy in any of the tissues, including articular cartilages.

Conclusion 
The administration of Baytril 100 at 50 mg/kg body weight (6.67X labeled dose) 
subcutaneously once daily for five consecutive days (5X labeled duration) did  
not result in drug-induced clinical signs, gross pathological abnormalities or  
histopathological lesions.
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Key Findings

• �No clinical signs of 
toxicity were observed.

• �No differences were 
noted in hematological 
and clinical chemistry 
values.

• �No histological lesions 
were observed.



Margin of Safety Study
Study Design 
Thirty-two crossbred pigs weighing 94–155 pounds were assigned to four 
study groups of four barrows and four gilts per group. Three of the treatment 
groups received either 5, 15 or 25 mg/kg body weight per day of Baytril® 100 
(enrofloxacin) (0.76, 2X and 3.34X labeled dose) via subcutaneous injection for 
15 consecutive days (15X labeled duration; injection sites were neck, shoulder 
and rib regions). One treatment group served as the control and received saline 
injections at a dose volume equal to 25 mg per kg body weight per day via 
subcutaneous injection for 15 consecutive days. When needed, doses were 
divided between sites to administer no more than 5 mL per site.

Pretreatment blood samples were obtained on study day –4. On day –1, the pigs 
were weighed, examined and assigned to groups. Treatment was initiated on 
day 0. Clinical observations were conducted daily. Blood samples were collected 
on days 5 and 17. Body weights were recorded on days 6 and 17, and feed intake 
was recorded throughout the study. Two pigs from each group were necropsied 
on days 18, 20, 31 and 32.

Results 
In the second week of continuous treatment, a dose-related increase in the 
incidence and severity of depression, lameness and stiffness occurred in the 
pigs receiving the 2X and 3.34X treatments. A clinically significant (1 lb/day) 
decrease in body weight gain was recorded in the pigs in the 3.34X group 

compared to the controls and was attributed to the stiffness seen in this group. Clinical signs 
improved after treatment ended and most lame animals were clinically normal at necropsy (one 
animal in the 2X group and two animals in the 3.34X were lame at necropsy). The proportion of 
animals clinically lame during the trial is presented in Table 1. 

Evaluation of articular cartilage revealed an incidence of lesions in all groups, including the controls. 
The lesion consisted of abnormal clustering of chondrocytes called chondrones. This lesion has 
been described with osteochondrosis and 
associated with fluoroquinolone treatment 
in other species.

There was no correlation between the gross 
and histological cartilage abnormalities 
and either dose level or clinical lameness. 
Histological differences between the control 
and treated groups were not significant. The 
proportion of animals with articular cartilage 
abnormalities is presented in Table 1.

Conclusion 
Baytril 100 had an adverse effect on joints and cartilage when administered at doses of 2X 
and 3.34X the labeled dose for 15X the labeled duration. An adequate margin of safety was 
demonstrated for Baytril 100 Injectable Solution when administered once by subcutaneous 
injection at 7.5 mg/kg body weight. 

Key Findings

• �A dose-related increase 
in the incidence of 
depression, lameness 
and stiffness occured 
in the pig receiving 
treatments.

• �Evaluation of articular 
cartilage revealed an 
incidence of lesions in 
all groups.

• �Histological 
differences between 
the control and 
treated groups were 
not significant.

Baytril 100 dose
(mg/kg BW)

0

5 (0.67X)

15 (2X)

25 (3.34X)

Portion of clinically 
lame pigs

2/8

1/8

4/8

8/8

Portion of pigs with 
cartilage abnormalities

2/8

1/8

5/8

3/8

Table 1 — Incidence of clinical lameness and articular 
cartilage lesions in pigs treated with Baytril 100 Injectable 
Solution for 15 consecutive days.

Extra-label use of this drug in food-producing animals is prohibited.
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Swine intended for human consumption must not be slaughtered within 5 days of receiving a single injection dose.

Injection Site Tolerance Study
Study Design 
Fifteen crossbred pigs weighing 42–51 pounds were ranked by weight and 
randomly assigned to five necropsy groups of three pigs each. All animals were 
injected subcutaneously with 5 mg/kg of Baytril 100 on the right side of the 
neck for five continuous days. Treated pigs served as their own controls via saline 
injections in the opposite side of the neck.

Each injection site was observed, palpated and scored for swelling prior to 
treatment on day 0 and on days 1, 2, 3, 4, 7, 14, 24, 44 and 64. Three pigs were 
necropsied on days 7, 14, 24, 44 and 64. 

Results 
Baytril 100 injection site reactivity was minimal (17 of 75 sites) with all swelling 
scores described as slight or mild. No swelling was noted at any site after day 14. 
All saline sites were clinically normal. 

Visible lesions described as subcutaneous discoloration and pale areas with 
cystic or red stippled appearance or firmness were observed in pigs necropsied 
between days 7 and 24. Microscopically, there was no evidence of abscess 
formation. By day 24, lesions samples only exhibited evidence of healing and 
slight scar formation.

Conclusion 
Subcutaneous injection of Baytril 100 may result in discoloration or firmness of 
the subcutaneous tissue and superficial musculature that persists beyond five 
days. This may result in trim loss of edible tissue at slaughter.

Key Findings

• �Baytril 100 injection 
site reactivity was 
minimal.

• �No swelling was 
noticed at any site.

• �Microscopically, 
there was no 
evidence of abcess 
formation.
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