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Establishment Name

Boehringer Ingelheim Animal Health USA Inc.

USDA Vet Biologics 124
Establishment Number

Product Code 2668.06
True Name

Leptospira Canicola-Grippotyphosa-lcterohaemorrhagiae-
Pomona Bacterial Extract

Tradename(s) / Distributor or
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(if different from manufacturer)

Date of Compilation
Summary

September 01, 2020

Disclaimer: Do not use the following studies to compare one
product to another. Slight differences in study design and execution
can render the comparisons meaningless.
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Study Type Efficacy

Pertaining to Leptospira canicola

Study Purpose To demonstrate effectiveness against Leptospira canicola in 6
week old dogs.

Product Administration | Two doses were administered subcutaneously (SC) 3 weeks
apart.

Study Animals Twenty-three (23) 6-week-old puppies serologically negative

Leptospira were randomized into one group of 11 SC vaccinates
and one group of 12 controls.

Challenge Description Twenty-one (21) days after second vaccination all animals were
challenged with Leptospira canicola organisms.

Interval observed after Dogs were observed daily for 21 days after challenge for

challenge clinical signs associated with L. canicola. Blood samples were
collected through 14 days after challenge.

Results Efficacy was determined by comparing vaccinates versus
controls in clinical signs, thrombocytopenia, and
leukopenia.

A dog was considered to have thrombocytopenia if the platelet
count dropped below 200 k/uL and the count was less than
50% of the baseline value.

A dog was considered to have leukopenia if the platelet count
dropped below 6 k/uL and the count was less than 50% ofthe

baseline value.

See the next page for data.

USDA Approval Date April 3, 1998
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Study Type Efficacy
Pertaining to Leptospira grippotyphosa
Study Purpose To demonstrate effectiveness against Leptospira grippotyphosa in
6-week-old dogs.
Product Administration | Two doses were administered subcutaneously (SC) 3 weeks apart.
Study Animals Twenty (20) 6-week-old puppies were randomized into one group
of 10 SC vaccinates and one group of 10 controls.
Challenge Description Fifteen (15) days after second vaccination all animals were
challenged with Leptospira grippotyphosa organisms.
Interval observed after | Dogs were observed daily for 21 days after challenge
challenge
Results Efficacy was based on the reduction in spirochetemia in
vaccinates when compared to controls.
Leptospira was not isolated in any of the vaccinates receiving
vaccine by SC route.
Leptospira was isolated from blood collected from dogs in the
control group after challenge, as shown in the following table
for Days 0 — 14 (post-challenge):
Dog | O| 3|4 |5 |6 |7 |8 |9 |10 | 11 12 13 14
1 +
2 + + |+
3 + | +
4 + | +
5 + |+ |+
6 + |+ | + | + + NA | NA | NA
7 + |+ | + |+ +| +] NA| NA | NA | NA
8 + 0+ |+ |+ |+ + NA | NA | NA
9 + ]+ ]+ |+ |+ O+ + NA | NA | NA
10 + |+ |+ |+ |+ + NA | NA | NA
NA is Animal Dead or euthanized / no sample taken
+ is Positive for Leptospira
USDA Approval Date January 12, 1999
124 2668.06 Page 9 of 18



Study Type Efficacy

Pertaining to Leptospira icterohaemorrhagiae

Study Purpose To demonstrate effectiveness against Leptospira
icterohaemorrhagiae in 6 week old dogs.

Product Administration | Two doses were administered subcutaneously (SC) 3 weeks
apart.

Study Animals Twenty-two (22) 6-week-old puppies serologically negative for
Leptospira icterohaemorrhagiae were randomized into one
group of 10 SC vaccinates and one group of 12 controls.

Challenge Description Twenty-one (21) days after second vaccination all animals were
challenged with Leptospira icterohaemorrhagiae organisms.
Interval observed after Dogs were observed daily for 21 days after challenge for
challenge clinical signs associated with L. icterohaemorrhagiae. Blood
samples were collected through 14 days after challenge.
Results Efficacy was determined by comparing vaccinates versus
controls in clinical signs, thrombocytopenia, and
leukopenia.

A dog was considered to have thrombocytopenia if the platelet
count dropped below 200 k/uL and the count was less than
50% of the baseline value.

A dog was considered to have leukopenia if the platelet count
dropped below 6 k/uL and the count was less than 50% of the

baseline value.

See the next page for data.

USDA Approval Date March 31, 1998
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Study Type Efficacy

Pertaining to Leptospira pomona

Study Purpose To demonstrate effectiveness against Leptospira pomona in 6
week old dogs.

Product Administration | Two doses were administered subcutaneously (SC) 3 weeks apart.

Study Animals Twenty (20) 6-week-old puppies serologically negative to

Leptospira were randomized into one group of one group of 10
SC vaccinates and one group of 10 controls.

Challenge Description Twenty-five (25) days after second vaccination all animals were
challenged with Leptospira pomona organisms.

Interval observed after | Dogs were observed daily for 21 days after challenge. Blood
challenge samples were collected through 14 days after challenge.
Results Efficacy was based on the reduction in spirochetemia in
vaccinates when compared to controls.

Leptospira was not isolated from blood in any of the vaccinates
receiving vaccine by SC route.

Leptospira was isolated from blood collected from dogs in the
control group after challenge, as shown in the following table
for Days 0 — 14 (post-challenge):

Dog O |12 |3|4|5|6|7|8|9|10|11/12|13|14
1 + |+ |+ ]+
2

3 + |+ |+
4 +

5 + |+ |+ ]+
6 + | +

7 + |+ |+

8 + |+ |+
9 + |+ |+

10 + + | +

+ is Positive for Leptospira

USDA Approval Date January 12, 1999
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Study Type Safety

Pertaining to All fractions
Study Purpose Demonstrate safety of product under typical use conditions
Product Two doses were administered subcutaneously (SC) at 2-3 week intervals

Administration | in dogs 6 weeks of age or older.

Study Animals A total of 624 dogs, privately owned and from commercial kennels,
were enrolled in the study. From these dogs, 341 were 6 weeks of age or
younger, at first vaccination.

Challenge Not applicable
Description
Interval No challenge. Dogs were observed for 30 minutes following each
observed after vaccination and daily for two weeks after each vaccination.
challenge
Results Frequency of adverse events:
Post Vaccination Reaction Occurrence by doses. Total Doses = 1223
. < 6 Week old > 6 Weeks old
Reaction Dogs Dogs Total Doses
Category
# Percent H# Percent # Percent
gfeif:erse 673 | 99.26% | 538 | 98.72% | 1211 | 99.02%
lethargy 0 0.00% 1 0.18% 1 0.08%
Swelling 0 0.00% 3 0.55% 3 0.25%
Injection Site pain 5 0.74% 1 0.18% 6 0.49%
Pruritus 0 0.00% 2 0.37% 2 0.16%
Increased Thirst 0 0.00% 1 0.18% 1 0.08%

*25 dogs only received one vaccination. Either they did not return for
follow-up or were removed for health reasons confirmed by the study
cooperator to be unrelated to vaccination.

USDA Approval | November 2, 1998
Date

124 2668.06 Page 18 of 18



