(Code

OUTLINE OF PRODUCTION

ERYSIPELOTHRIX RHUSIOPATHIAE VACCINE
Avirulent Live Culture

Code 1541.00

August 13, 2002

Supersedes October 14, 1998

Ny : ARKO LABORATORIES, LTD.
Jewell, TA 50130

Ticense 337

v [54].00

FILED with
USDA-APHIS-VS
CENTER FOR VETERINAR
BIOLOGICS

NOV 26 2002

LICENSING & POLICY
DEVELOPMENT
NO ENDORSEMENT
EXPRESSED



Outline of Production
-5
Erysipelothrix Rhusiopathiae Vaccine
Avirulent Live Culture
Code 1541.00
License 337
81302

OUT OF SCOPE

V. TESTING

A. Purity
Final container samples will be tested for purity in accordance with 9 CFR 113.27(b).
As determined by 113.25(d) the test for extraneous bacteria will use 0.2
v {ml of vaccine to 40 m! of fluid thioglycollate and the test for extraneous
fungi will use 0.2 ml of vaccine and 40 ml soybean casein digest medium.

B. Safety
Each serial will be tested for safety by administration of a 10X dose to at least 10
susceptible turkeys 7 weeks of age or less. Five additional turkeys from the same
source and hatch will be held as controls. If unfavorable reactions occur in the
vaccinates and controls within 10 days, the test is inconclusive and may be repeated.
If unfavorable reactions occur only in the vaccinates, the serial is unsatisfactory.

FILED with
USDA-APHIS-VS
CENTER FOR VETERINAR
BIOLOGICS

NOV 26 2002

LICENSING & POLICY
DEVELOPMENT
NO ENDORSEMENT
EXPRESSED



Outline of Production
-8
Erysipelothrix Rhusiopathiae Vaccine
Avirulent Live Culture
Code 1541.00
License 337
81302

C. Potency
Two final containers samples of completed product will be tested for potency  (b)4)

(b)(4)

Houte of Admimstration. oral

A Titer of efficacy serial: (b)(4)
Age and species. 7 wk old turkeys
Date of Approval: March 29, 1990

D. Moisture
Not applicable

E. Any Other Tests
Identity test of each serial is done by (b)(4)

(b)(4)

OUT OF SCOPE

FILED with
USDA-APHIS-VS -
CENTER FOR VETERINA#
BIOLOGICS

NOV 26 2002

LICENSING & POLICY
DEVELOPMENT _
NO ENDORSEMENT
EXPRESSED



(b)(6)

Outline of Production
-9-
Erysipelothrix Rhusiopathiae Vaccine
Avirulent Live Culture
Code 1541.00
License 337
8/1202

OUT OF SCOPE

(b)(6) g‘/&é /o2

FILED with
USDA-APHIS-VS
CENTER FOR VETERINAR®
BIOLOGICS

NOV 2 6 2002

LICENSING & POLICY
DEVELOPMENT
NO ENDORSEMENT
EXPRESSED



OUTLINE OF PRODUCTION

ERYSIPELOTHRIX RHUSIOPATHIAE VACCINE

Avirulent Live Culture

Code 1541.01

November 22, 2002 +~

Supersedes October 14, 1998 «

ARKO LABORATORIES, LID.
Jewell, TA 50130 ~

License 337 /

FILED with
USDA-APHIS-VS
CENTER FOR VETERINARY
BIOLOGICS

JAN -9 2003

LICENSING & POLICY
DEVELOPMENT
NO ENDORSEMENT
EXPRESSED



Outline of Production
-5-
Erysipelothrix Rhusiopathiae Vaccine
Avirulent Live Culture
Code 1541.01
License 337
5/107 Supercedes 112202 +

OUT OF SCOPE

OUT OF SCOPE
V.TESTING
A. Purity
Refer to Outline for Code 1541.00

B. Safety ‘
Refer to Outline for Code 1541.00

(b)(6)

FILED with
USDA-APHISVS
CENTER FOR VETERINARY
BIOLOGICS

(b)(6) MAY 1 1 2007

POLICY, EVALUATION, AND LICEMSING
, NO ENDORSEMENT
EXPRESSED



\.J

Outline of Production
-6-
Erysipelothrix Rhusiopathiae Vaccine
Avirulent Live Culture
Code 154101
License 337
01/1609 supelged% 112202

C. Potency
Two final container samples of completed produet will be tested for potency  (D®@)

(b)(4)

Route of Administration: oral
Titer of efficacy serial: (b))
Age and Species. 7 wk old furkeys
Date of approval: 281991

D. Moisture
Included in section IV.H.

E. Any Other Tests
Identity test of each serial is done by (b)(4)

(b)(4)

OUT OF SCOPE



Outline of Production
- 7-
Erysipelothrix Rhusiopathiae Vaceine -
~ Avirulent Live Culture 7
Code 1541.01 -
License 337
112202

I

OUT OF SCOPE

(b)(6)

FILED with
USDA-APHISVS
| CENTER FOR VETERINARY
oo - BIOLOGICS

JAN -9 2003

LICENSING & POLICY
DEVELOPMENT
NO ENDORSEMENT
EXPRESSED



OUTLINE OF PRODUCTION

ERYSIPELOTHRIX RHUSIOPATHIAE VACCINE
Avirulent Live Culture '

Code 1541.02

November 25, 2002 <

Supersedes October 14, 1998 v~

ARKO LABORATORIES, LTD.
Jewell, IA 50130

License 337

(ode:

|5H].02

FILED with
USDA-APHIS-VS
CENTER FOR VETERINAR
BIOLOGICS

DEC 18 2002

LICENSING & POLICY
DEVELOPMENT
NO ENDORSEMENT
EXPRESSED



i

Outline of Production
- 4- -
Erysipelothrix Rhusiopathiae Vaccine
Avirulent Live Culture -
Code 1541.02 -
License 337 ~
42103 supercedes 112502 ~

-

OUT OF SCOPE

A ViresTiNG
A A. Purity ~
Refer to Outline for Code 1541.00 —

B. Safety ~ ADW
Each serial will be tested for safety in accordance with 9 CFR 113,44, but 4 pigs
representing at least two different litters will be used instead of 2.
+62°
FILED with
USDA-APHIS-VS

(b)(6) (b)(6) CENTER FOR VETERINARY
(b)(6) ’ B‘OLOG‘CS

APR 30 2003

LICENSING & POLICY
DEVELOPMENT
NO ENDORSEMENT
EXPRESSED



Outline of Production
-5-
Erysipelothrix Rhusiopathiae Vaccine
Avirulent Live Culture
Code 1541.02 -
License 337
421,03 superecedes 1125082

C. DPotency -
Two final container samples of completed product will be tested for potency (b)(4)

(b)(4)

Route of administration: subcutaneous injection ~

Titer of efficacy: (b)(4)

Age and Species: 5 wk old swine. ®)(4)
Date of Approval: April 19, 1995

D. Moisture
NA -~

E. Any Other Tests
Identity test for each serial is done by (b)(4)
(b)(4) -

OUT OF SCOPE

FILED with
USDA-APHIS VS
(b)(6) CENTER FOR VETERINARY

APR 3 0 2003

LICENSING & POLICY
DEVELOPMENT
NO ENDORSEMENT i
EXPRESSED i

(b)(6)



(b)(6)

Outline of Production
-6-
Erysipelothrix Rhusiopathiae Vaccine
Aviralent Live Culture ‘
Code 1541.02
License 337
1/16/409 mperged% 42103

OUT OF SCOPE

(b)(6)

FILED with
USDA-APRIS-E:
CGENTER FOR VETERINARY
BIOLOGICS

MAR 37 2009
POLICY, EVALUATION, Ac LIGENSING

NO ENDORSEMENT
EXPRESSED



OUTLINE OF PRODUCTION

ERYSIPELOTHRIX RHUSIOPATHIAE VACCINE
Avirulent Live Culture

Code 1541.03

November 25, 2002 g

Supersedes October 14, 1998 '

ARKO LABORATORIES, LTD.”
Jewell, TA 50130 /

License 337

(Code. 1541.03

FILED with
USDA-APHIS-VS
CENTER FOR VETERINARY
BIOLOGICS

JAN -9 2003

LICENSING & POLICY
DEVELOPMENT

NO ENDORSEMENT
CYODOREQCQEN)



Outline of Production
-5.
Erysipelothrix Rhusiopathiae Vaccine
Avirulent Live Culture
Code 1541.03
License 337
5/i07 Supercedes 112502

OUT OF SCOPE

V. TESTING
A. Parity ‘
Refer to Outline for Code 1541.00

B. Safety
Each serial will be tested for safety in accordance with 9 CFR 113.44, but 4 pigs
representing at least two different litters will be used instead of 2.

(b)(6)

FILED with
USDA-APHISVS .
CENTER FOR VETERINARY
BIOLOGICS

MAY 1 1 2007

POLICY, EVALUATION, AND LICENSING
NO ENDORSEMENT
- EXPRESSED

(b)(6)



/

Ve

(b)4)

Outline of Production
-6-
Erysipelothrix Rhusiopathiae Vaccine
Avirulent Live Culture
Code 1541.03
License 337
2/1103 supercedes 112502

C. Potency
Two final container samples of completed product will be tested for potency

(b)(4)

" (b)(4)
- v
Route of Administration: oralindividualy-2<fefes ¥ (b)(4)
Titer of efficacy serial: (0
Age and Species-8 wk old swine
Date of approval: June 1, 1996
Route of Administration: oral -drinking water
/ W Titer of efficacy serial: (b))
Age and Species 8 wk old swine
Date of approval:
D. Moisture
Included in Section I'V. H.
E. Any Other Tests
Identity test of each serial is done by (0)(4)
" (b)) ” )
OUT OF SCOPE
Stexrgsaf
. DA-APHISVS
o CENTER FOR VETERINARY
' BIOLOGICS
(b)(6)
(b)(6) MAY -7 2003
| LICENSING & POLICY
DEVELOPMENT
NO ENDORSEMENT

(b)(6)

EXPRESSED



(b)(6)

OUT OF SCOPE

Qutline of Production
-7
Erysipelothrix Rhusiopathiae Vaccine
Avirualent Live Culture
Code 1541.03
License 337
171649 superdedes 21103

OUT OF SCOPE

(b)(6)

FILED with
USDA~APH?S-V3
CENTER FOR VETERINARY
BIOLOGICS

MAR 18 2009

POLICY, EVALUATION, AND LICENSING
NO ENDORSEMENT
EXPRESSED



Code:. 1541.0¢

OUTLINE OF PRODUCTION

EBYSiPELOTIIRIX RHUSIOPATHIAE VACCINE
Avirulent Live Culture

Code {541.04 -

October 1, 2004

. / FILED with
ARKO LABORATORITES, LTD. USDAAPHIS VS

Jewell, TA 50130 CENTER FOR VETERINARY
/ BIOLOGICS

License 337

0CT 1 92 2004

‘ Y, EVALUATION, AND LICENSING
POLC NOENDORSEMENT
EXPRESSED



Outline of Production -

-4
Erysipelothrix Rhusiopathiae Vaccing
Avirulent Live Culture
Code (SYlo4
License 837 /
10/104

OUT OF SCOPE

/ V.TESTING

A, Purity
Refer to Outline for Code 1541.00

/ B. Safety )
Each serial will be tested for sa[‘oty in accordance with 9 CFR 113.44, but 4 pigs
representing at least two different litters will be used instead of 2.

FILED with
USDA-APHISVS
CENTER FOR VETERINARY
BIOLOGICS

- 0CT 12 2004

POLlCY EVALUATION, AND LICENSING
NO ENDORSEMENT
EXPRESSED



Outline of Production
-5-

Erysipelothrix Rhusiopathiae Vaccine
Avirulent Live Culture

Code fs/'ﬂ .of

License 337

e

10104 7
v (. Poteney :
Two final container samples of completed product will be tested for potency (b)(4)
(b)(4)
(b)(4)

Route ol administration: oral-drinking water
Titer of efficacy: (b)(4)

Age and Species. 8 wk old swine

Date of Approval: September 23, 2004

Route of administration: subcutaneous injection
Titer of efficacy: (b)(4)

Age and Species: 5 wk old swine

Date of Approval: April 19, 1995

/D. Moisture
NA

¥ L. Any Other Tests
Identity test for each serial is done by serum plate agglutination test with Erysipelas
specific antiserum prepared by CVB,

OUT OF SCOPE

FILED with
USDA-APHISVS
CENTER FOR VETERINARY
BIOLOGICS

0CT 1 2 2004

POLICY, EVALUATION, AND LICENSING
NOCENDORSEMENT
EXPRESSED



Outline of Produetion
-6- v
Erysipelothrix Rhusiopathiae Vaccine
Aviralent Live Culture .
Code @:@4\ condl ol ad (pr @ Cha)
License 337
1/1649 supergedes 107104

OUT OF SCOPE

(b)(6)

FILED with
USDA-AFHISVE
CENTER FOR VETERINARY

BIOLOGICS '

MAR 17 7009

oo POLICY, EVALUATION, A# L SORINSING:
' NO ENDORSEMENT
EXPRESSED



