USDA

_‘ Summary of Studies Supporting USDA Product Licensure

Establishment Name

Boehringer Ingelheim Animal Health USA Inc.

USDA Vet Biologics 124

Establishment Number

Product Code 16D1.22

True Name Feline Rhinotracheitis-Calici-Panleukopenia Vaccine, Modified

Live Virus

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

Fel-O-Guard Plus 3 - Boehringer Ingelheim (Canada) Ltd.
Fel-O-Guard Plus 3 - No distributor specified

Focus Cat Vax 3 - Peak Marketing

Solo-Jec Feline 3 - No distributor specified

Date of Compilation
Summary

December 12, 2019

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 Feline Calicivirus (FCV)
Study Purpose To demonstrate effectiveness against respiratory disease due to

Feline Calicivirus

Product Administration

Two doses administered 21 days apart subcutaneously (SC)

Study Animals Thirty three (33) cats, 8 weeks of age. Cat were randomized
into one vaccinated group of 23 cats and one group of 10 non-
vaccinated controls.

Challenge Description 31 days post second vaccination all cats were challenged with

FCV.

Interval observed after
challenge

Rectal temperatures and clinical signs were observed daily for 14
days post challenge.

Results

Vaccinates and controls were evaluated per the criteria in 9
CFR 113.314(c)(3)

A significant difference in clinical signs was observed between
vaccinates and controls using a scoring system approved by
APHIS.

Requirements of 113.314(c)(3) were met.

See the next page for data.

USDA Approval Date

November 4, 1998
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Study Type Efficacy

Pertaining to Feline Viral Rhinotracheitis (FVR)

Study Purpose To demonstrate effectiveness against FVR

Product Administration | Two doses administered 21 days apart subcutaneously (SC)

Study Animals Forty-two (42) cats, 8 weeks of age. Cats were randomized
into two vaccinated groups of 22 and 10 cats, respectively,
and one group of 10 non-vaccinated controls.

Challenge Description 21 days post second vaccination all cats were challenged with

FVR virus.

Interval observed after
challenge

Rectal temperatures and clinical signs were observed daily for 14
days post challenge.

Results

Vaccinates and controls were evaluated per the criteria in 9
CFR 113.315(c)(3)

A significant difference in clinical signs was observed between
vaccinates and controls using a scoring system approved by
APHIS.

Requirements of 113.315(¢c)(3) were met.

See the next page for data.

USDA Approval Date

July 1, 1999

124 16D1.22

Page 7 of 15



PrOSagY 2IERPOTY-INN

PIOAPY 2RFRPO-ANO

sugzaug-1Q PrOoay PIA-TNDNIN P2y PIN-FONO

vows=ids(]-(q UONERAYR(Q-HO  S103E§ SIERpOI-(SN £1032¢ 2JEIPOI-(I50

Sumpyessg yinepy vedQ-yg ERRIOTY-NY Enok=g PIEIN - INSN Enod=E PRS0

paA1asqo sudis ou=K1dwyg EumEne-0) Swizesug-pg SErEtRsL TREn] SEREYEHT 20
WSN N WSN NY NvWSN N¥PISN'NS 44
NYWSN N% SN NS N WINNWINO'NS | N WWINWWO'NS | N¥'SN'GSO'NS |NW'WSN'WSO'HO'NS| NY'WWN'WSO | NY'WSN'WSO NYWSO'NS N%"HQ'NS NY'NS 24
SN NS WISN WSN Nw'WSN N¥WSN NY NYWISN WSO NS NY NY 0z
NS WSN SN NS &1
MSN MISN WSN NS SN WSN'NS MIsN 81
NY NYWISN NS N NY NS Lt
NS WSN WINO'NS WSN WSNNS WSNNS AQ'NS WSO'NS NS NS 91
NS WSN WSN NS WSN W50 S0 ST
NS +1
WSN 34
S0 WSN SN WEN WSONS NS0 WSO NS 44
WIANN WSN'NS WISN WSN WSN WSN WSN NS AQ SN WSO WSO It
WSN WINNWSO WSO'NS WSN WSO S0 NS0 o1
SN WSN WISN WSN NvWSN NY WSNWSO'NS NS [
WSN WSN WSN SN WSNNS NY NS AQ'NS MI'NS g
NS WSN'NS WSEN NS SN WSO'NS NS L
WSN NS WISN Ha NS 9
WSN'NS SN NS0 WSN WSO WSO NS0 5
WSN WSN'NS WSN'NS WISN'NS WSN WSN'NS WSN WSN'NS NS ¥
WSN WEN WSN WSN WSO WSN NS0 Ws0 £
WIAIN WSN NwISN Nw SN N WIAN WSO N WINN WD | NYWSN WSO N¥‘HO'NS WSN'HO'Q WSNWS0 a a z
NY NS NW SN N%WSNWSO N% SN ‘WSO'NS N WSN Nv'NS N¥WISN'NS N%'HQ'NS N%WSN'Ha AQ'HA'Q NS I

24art 24a¢Et 2daC1 24att 2401 2dads 2das 2daL 2dd9 2das 2dar 2ddg | 24at | Aadr1 | 24ao0 |aIEd
| anoig - S3JeURIEA

sufis [eaiup Ajreq a8uajieyd 3sod Und

DPC — Days post-challenge

Page 8 of 15

16D1.22

124



PRV FHERPOIN-(TNN

PrOSapy FEEPOIN-NO

Sunzaug-1Q Prevap PIN-TO PO PIIT-TTNO
vosssads-(  UOWERRAYRT-HAO En0I=g 2JRIRpON (SN En0I=E EEPOIN-J50
Sunpieesg qaopy vsdQ-gEg  ERGRIOUY-NY 10325 PITY - JUSN 03%% PIP-INS0
paatasqo sudis ou=Adurg SugEno)-0) Smzzsug-Ng 2Erenaey( [es2p] sErepRen] w30
NY NS NS NYINSN ‘WSO NY'NSN WSO NYWSNWSO'NS | NW'INSNWSO'AQ [NY'INSN'WSO'NS| NYWSO'NS | NY'HE'WSO'NS |  AQ'NS ot
WSN'NS WSN WSN WISN'NS Wso WSN Wsa'NS 3
WSN NS WS0'NS WSN'AQ NS WSNNS NS 2
NS NS N¥'NS N WSN'NS NwWSO'NS Nw'NS WSO'NS NS Ad NS L
WSN'NS WSN'NS WSNNS WSN WSN'NS NS NS WSO'NS 03NS NS El
NS N¥WSN'NS N WSH N SN N¥'NS N IS NYIISN SN WSO'NS WSO Nv'NSO'NS N H
WSN WSO Wso NY'INSO'NS NSNS0 Wso WSO Ws0 Wso ¥
NY NS NVWSO NY WO NY WO NYWSN'WSO'NS | NW'WSO'AQ'a'NS NV SN WS0'Ha NS E
NYWSN | NY WINNNINO NS | N WINN NG NYWIWNWNG | NYIWWN WINO'NS | NY WINNWINO HT NY'WSO NYWSN'NS N¥'NS Wso z
WSN WISNNS WSNNS WSN SN WSO'NS NS Wso'a’ns T
2darl 2dact 2dait 2ddartt 24aot 24as 2das 2daL 2dds 2das 2dar 2dde | 24a7 | 2ddal | 24a0 |a =2
5]043U07) PRIBUNIBA-UON
WSN WSNNS WSN WSN WSNWSO WIIN'NS NYIWIWN WSO [NV IWSN WSO NS WS0'AQ ot
NS WSN'NS NS WSO'NS NS WSN WSN WSO'NS NS WSO'NS WSO'NS NS &
NY NS NYWINN NYWINN NY WINN NYWSN WSO NYWISN NS NY WSO'NS NS g8
a L
NS WSN NS WSO'NS WSN WSN WSN'NS WSONS 9
NS WSO'NS WSO WSO'NS N IS WSN'NS NS WSN Wso s
WIIN NS WSN WSN'NS WSN'NS NSO wso v
YISN WSNWSO WSN WSNWSO'NS WSN'NS Wso WSO Wso 3
WSO'NS WSO WSO'NS NSN'INSO'NS WSN'INSO'NS | WSN'WSO'NS WSO'NS HA'WSO'NS |WSO'02'NS| NS z
WENNS WEN'NS WEN NY WIAIN WSN'NS WSN NS T
2dart 2dact 2dait 2dart 2daot 24as 2das 240l 240s 2das 2dar 2ddae | 24ac | 2ddarl | 24ao0 |ai &2
Zanug - s3jeunoep,

suglis [earuip Ajreq a8uajiey 1sod ¥Ad

DPC — Days post-challenge

Page 9 of 15

16D1.22

124



00T v'10T €T0T S00T 1°'T0T Z'T0T 1ot 6°T0T 0'10T ¢'T0T €e0t £00T T'T0T 10T 9'00T [44
6'66 £00T L'00T 8'00T 10T L'TOT Gcot [ardi) 6'10T 8'10T Tv0T LT0T S'00T 0’001 €001 TC
€T0T €101 faydo)s 2ot 1T°€0T 20T S0t r'zot L'T0T T°z0T 8'T0T ST0T 01Ot T'T0T 10T (V14
6°T0T €0t 1201 6'T0T 9'z0T 9'zoT q'zot 87¢0T S'T0T T'€0T 8'E0T 1101 8001 ¥'00T 8'00T 6T
8'00T 1001 ' 10T T'T0T S'T0T €'T70T €10t 10t T'101 +°00T T'Z0t €101 T'T0T S'00T 8001 8T
£°00T 0°00T ¥’ 10T 9'00T 0'10T 6°00T 1°T0T 8°00T 101 6°T0T 6°20T 910t 6'00T 8001 10T LT
1°T0T T'10T L'TOT €701 S'T0T €'T0T LTOT LTOT 2’101 8201 8'T0T 10T S'TOT T'T0T 10T 9t
00T 0'T0T 6°00T tv'T0T 8'00T 1°00T 9°00T 8°00T 8°00T 0°Zot €'T0T 6°00T 01Ot 0101 STOT ST
L°TOT S 10T 8'T0T 6001 [arde)s 8°00T £°00T 6°00T 8°T0T zzot €101 oot 00T S00T 0001 T
0°10T 7’101 0'10T 01Ot 'T0T £°00T €10t 100t €701 8°00T 8'00T 1001 €001 6'66 9001 €7
10T L'TOT 8’ 10T 8'T0T L'TOT 10T €10t 10T 9°00T 8'T0T 6'T0T 000t 01Ot 00T 6°00T 4
L7007 10t €101 STOT ¥'00T 9°00T L700T L TOT €101 0101 8'e0T €101 oTor T°00T 6001 1T
€001 LT10T ¢'T0T 8101 L T0T S'TOT 1ot L£°00T 8101 ST0T 70T 101 €101 9’001 10T ot
S°00T L0001 ¢'T0T o000t 9’001 6’66 0°001 00T 101 10T 9'v0T €101 8001 8001 7’101 6
0'zot L'T0T 8'00T S'TOT [ 0] 0°00T °00T €001 2001 9°00T 7'E0T 8°00T £00T €001 6001 8
6°00T T¢ot 6'10T 6001 20t 10T 10T tv'zot 9101 €701 LT0T 00T £00T 10T 9001 L
€T0T 6'TOT €201 LTOT 0'zot S'TOT £°00T ¢'ToT 7’101 10T L'v0T 0TOoT 01Ot 6°00T 7’101 9
0101 [arde)s 10T el [arde)» 20T qzot STot 8'00T 6701 S'00T 8001 6001 101 2’001 S
6°T0T LT0T T'20T T'T0T 0'zot €701 20T €201 €101 Z'T0T ST0T 9°00T €T0T €001 €101 ¥
10T £00T 9'00T 10T ' 10T S'00T 0°00T 1°T0T 101 9'€0T 10T €001 £00T 8001 8001 €
0°10T €101 L'T0T T'T0T L'TOT 1'T0T 10T STOT €101 €T0T L'v0T 6°00T 6°00T 8’001 9'T0T 4
0'00T L'TOT S'T0T S'TOT Z'10T 7101 £°00T T°T0T Z'101 9°T0T 7'E0T 0°00T T'TOT 0'00T 7001 T
2ddrl 2ddel 2ddcl 2ddl1 2ddol 2dde 2dds 2ddL 2dd9 2dds 2ddy 2dde 2dde oddl 2ddo ared
| dnoig - SIJBUIDIEA

(4,) @anmesadwa) Apog Ajleq @28uajeyd 1sod YAL

DPC — Days post-challenge

Page 10 of 15

16D1.22

124



000t 600T £00T 8001 v'10T 9'00T 0°¢ot ¢Tot €101 ¢'Tot 8'¢0T T'T0T 9101 10T S'T0T o1
0'00T T'T0T ¥'10T S'TOT 20T €701 8'T0T S'SOT Z'T0T 6'00T 0'Z0t 0'00T 6'00T 0’001 S'00T 6
L'TOT 9001 8'T0T 6'T0T ' T0T Z'T0T 20T L] 6'€0T S'20T L'E0T L00T 10T £001 T'TOT 8
S°00T 0’001 L TOT 8101 €'T0T S'00T 0°€0T 0'cot 8'¢ot €101 9%0T 6001 10T 00T €101 L
0101 5001 [Ardi)s 0101 L'T0T L00T 'E0L 9't0T 9¢0ot 8101 [eR{0) S'00T €101 €101 9101 9
9'00T 8'00T 201 10T ' T0T 9'70T S'TOT L'v0T 0'TO0T S'e0T T'zo1 ¥'T0T L'T0T 10T T'Z01 S
T'T0T 10T 101 9'T0T T°'T0T T'TOT L7201 ocot 0ot LT0T 90T 10T €T0T £00T S'TOT 14
L'TOT 6'T0T €101 S'001 9'10T S'E0T S'E0T 8101 10T €501 9101 101 0¢0t S 10T €101 €
0°00T [Ardo] ¢'T0T 5201 S'Z0T 8'TOT Z'e0T €701 Z'T0T £'E0T 10T 9001 T'TOT £001 01Ot [4
8'00T 0'00T 8'T0T L'T0T €'T0T fardo)s 10T 0's0T 0'zot 0's0T 0zor 001 C'T0T T'T0T £00T 1
2ddr1 2ddcl 2ddci 2ddrll 2ddot 2dde 2dds 2ddL 2ddg 2dds 2ddr 2dde 2ddz 2ddi 2ddo aned
S|0JJU0) pIJeuUIIEA-UON
LA ) 8°00T 6°'T0T S'T0T S'T0T €TO0T 20T 97201 0'cot 6'T0T 6¢0T 5S¢0t L00T 9001 9001 01
8'T0T 9’101 8¢0T 9701 [ardo) 9¢0T1 S¢0t 1¢01 L7201 ¢'e0t g¢ot 5001 9101 €101 8101 6
L TOT 8101 9101 9°C01 £¢0T1 101 £¢01 S¢0t ot L TOT 1'e0l T'101 1101 9001 £°001 8
00T 00T 9'001 9'00T ¢'T0T 0’101 00T ¢'T0T 0101 ¢'eot 10T £00T €101 T°00T £°00T L
STO0T 9001 €101 1’101 £¢0T €101 9001 ot 6°T0T L7201 9'v01 £001 ST0T 6001 L7101 9
9°00T 8'00T 6°'T0T 9101 S'T0T 9°T0T L'TOT LT0T 101 101 ozor €001 01Ot 1001 00t S
9'T0T L'Z0T 0'00T 6'T0T T°¢0T 6°T0T L'TOT 6'T0T 00T S'TOT LT0T 00T £°00T 00T 6'00T 17
T'T0T 5201 0¢oT SC01 LZ0T [ardo)n ¥'¢01 0¢ot 6001 8101 9101 6101 8001 101 9001 €
0’101 £00T 8101 S'T0T €101 T'T0T 1’101 101 9101 101 LT0T L£00T 9001 01Ot 8001 [4
0001 ST10T 10T 101 €101 9 10T ST0T £°00T 001 €101 LT01 £001 001 1101 0001 1
oddrl oddcl 2ddcl oddll 2ddot oddeé odds oddL odd9 odds oddy odde odde oddl 2ddo ared
Zdnoin -S3)EUDIEA

(d4,) @anjeaadwa) Apog Ajleq a8uajjeyd 1sod YA4

DPC — Days post-challenge

Page 11 of 15

16D1.22

124



Study Type Efficacy

Pertaining to Feline Panleukopenia Virus (FPV)

Study Purpose To demonstrate effectiveness against FPV

Product Administration | Two doses administered 21 days apart subcutaneously (SC)
Study Animals Thirty-three (33) cats 8 weeks of age. Cats were randomized

into one vaccinated group of 23 cats and one group of 10 non-
vaccinated controls.

Challenge Description 85 days post second vaccination all cats were challenged with
virulent FPV.

Interval observed after Rectal temperatures and clinical signs were observed daily for 14

challenge days post challenge.

Results Vaccinates and controls were evaluated for leukopenia (defined
as > 50% decrease in white blood cells from pre-challenge
levels).

Positive for Leukopenia:
Vaccinates: 0/0 (0%) positive
Controls: 9/10 (90%) positive

See the next page for data.

USDA Approval Date June 30, 1999
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White Blood Cell Counts (counts/uL blood) Following FPV Challenge

Non-Vaccinated Controls

CatID | Baseline Avg. 2DPC 4DPC 6DPC 8DPC 10DPC
1 18938 10890 | 8800 8360 7425 7810
2 11713 9405 6930 4125 5280 7865
3 12962 9735 4656 5610 3685 6325
4 11110 11000 | 4290 3630 4840 4510
5 12907 6105 4730 5555 6490 5005
6 15345 11440 | 3905 5280 9625 7425
7 14630 11550 | 5170 7095 7535 7920
8 13182 10945 5253 4565 8855 10340
9 12173 9240 7480 7810 8580 10120
10 12760 9405 8250 6050 15510 12045

Vaccinates

CatID | Baseline Avg. 2DPC 4DPC 6DPC 8DPC 10DPC
11 14777 12155 | 21725 | 19305 | 20845 18040
12 12888 12650 | 9295 | 13090 | 13970 13475
13 11293 9955 11825 | 14410 | 12375 10505
14 10102 9955 10945 | 11275 | 12980 10725
15 8855 7590 8250 | 11550 | 11165 9295
16 13475 11165 | 11495 | 10120 | 10890 13365
17 10560 7755 15180 | 10450 | 13090 10505
18 17600 16354 | 18755 | 23650 | 18810 13255
19 16262 13145 | 14190 | 15785 | 16500 15950
20 12797 9625 12375 | 16280 | 15345 11825
21 14758 11660 | 12430 | 11770 | 11660 12430
22 14080 10560 | 10285 | 13145 | 17765 20570
23 10908 8690 7370 9900 11935 7810
24 13548 10010 | 11770 | 15685 | 12870 12760
25 13237 10395 | 11495 | 13585 | 18700 10505
26 13640 12320 | 14080 | 16225 | 15840 13860
27 13182 10615 | 12925 | 12650 | 16885 11303
28 10102 8140 8525 9405 12595 11880
29 11807 9570 17160 | 14350 | 11770 14465
30 13787 9625 17050 | 13255 | 14740 11743
31 13732 12870 | 17160 | 15180 | 15620 10780
32 10835 9515 15840 | 8305 11220 9900
33 12357 8414 17380 | 10065 | 11055 10450

DPC = Days Post Challenge
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Study Type Safety

Pertaining to All fractions

Study Purpose Demonstrate safety of product under typical use conditions
Product Administration | Either one or two doses of vaccine was administered 3 - 4
weeks apart by the subcutaneous route. A total of 1386 doses
were administered.

Study Animals A total of 716 cats, 282 eight weeks of age or younger and 434
greater than 8 weeks, received vaccine. Cats were privately
owned and from commercial catteries.

Challenge Description Not applicable

Interval observed after No challenge. Cats were observed for 30 minutes after
challenge vaccination and then daily for 2 weeks after each vaccination.
Results Frequency of adverse events is summarized on the next page.

USDA Approval Date October 29, 1998
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Summary of Reactions:

up to 8 weeks of age > 8 Weeks of Age
Total
<24h | >24h by % <ah | s2apn | TOtalbY % sumof | oo cent
dose Doses
Reaction Type dose
None NA NA 543 98.7% NA NA 785 93.4% 1328 95.82%
Fever 0 0 0 0.00% 2 0 2 0.24% 2 0.14%
Lethargy 3 0 3 0.55% 14 0 14 1.67% 17 1.23%
Vomiting 1 0 1 0.18% 2 0 2 0.24% 3 0.22%
Diarrhea 0 0 0 0.00% 2 0 2 0.24% 2 0.14%
Injection Site
Soreness 4 0 4 0.73% 0 0 0 0.00% 4 0.29%
Anorexia 1 0.08%
Eye problem 5 0.38%
Lost to follow-
up 10 0.72%
Unrelated
Mortality* 14 1.06%
Total Doses 550 836 1386
*Affirmed by licensee to have a non-vaccine cause.
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