CONFIDENTIAL
OUTLINE OF PRODUCTION
ERYSIPELOTHRIX RHUSIOPATHIAE VACCINE,
AVIRULENT LIVE CULTURE
CODE 1541.00
’?Vbﬁ"i "Gyond Labos” /
Novartis Animal Vaccines, Inc. January 30, 2002
Larchwood, Towa 51241 Supersedes January 7, 2000 —
U.S. Vet. Lic. No. 303
FILED with

USDA-APHIS-VS
CENTER FOR VETERINARY
BIOLOGICS

MAR 26 2002

LICENSING & POLICY
DEVELCPMENT
NO ENDORSEMENT
EXPRESSED



10 CONFIDENTIAL

ERYSIPELOTHRIX RHUSIOPATHIAE VACCINE,
AVIRULENT LIVE CULTURE

CODE 1541.00

Novartis Animal Vaccines, Inc. January 30, 2002
U.S. Vet. Lic, No. 303
V. TESTING.
A.  Purity.
9CFR 113.27(b). IE)
(b)(4)
B.  Safety.

9CFR 113.33(b)

9CFR 113.44 with the exception tha (b)(4)

(b)(4)

FILED with
USDA-APHIS-VS
CENTER FOR VETERINARY
BIOLOGICS

MAR 26 2002

LICENSING & POLICY
DEVELOPMENT
NO ENDORSEMENT
EXPRESSED



11 CONFIDENTIAL

ERYSIPELOTHRIX RHUSIOPATHIAE VACCINE,
AVIRULENT LIVE CULTURE

CODE 1541.00

Novartis Animal Vaccines, Inc. January 30, 2002

U.S. Vet. Lic. No. 303
C.  Potency.

Each serial and sub serial shall be tested for viable E. rhusiopathiae according to 9CFR
113.67(c)(2).

The minimum viable count (b)(4)
The minimum viable count (OIO)]

Serials with viable counts lower than the minimum on the initial test can be retested in
accordance with 9CFR 113.8(b)(2).

The Following Information is Provided as per CVB Notice No. 98-02.

Animal Date of
Claim Dose Route Age Species | Reference Aphis
Approval
Sows/Gilts 2 ml ™ breeding | porcine | Report 10, 7/31/87
‘ 05/13/87
Piglets 1ml IN newborn | porcine | Report 10, | 07/31/87
05/13/87
Iml IN newborn | porcine | Report 11, | 03/08/88*
11/06/87
Feeder 2 ml IN 25-351b. | porcine @ Report 4, 01/13/87
Pigs 11/07/86
2 ml ™M 25-351b. | porcine | Report9, 07/31/87
05/13/87
Repeat 2ml M 40 Ib. porcine | Report 16, | 08/11/99
Immunogenicity 09/09/98
(b)(4)
FILED with

USDA-APHIS-VS
CENTER FOR VETERINARY
BIOLOGICS

MAR 26 20602

LICENSING & POLICY
DEVELOPMENT
NO ENDORSEMENT
EXPRESSED



12 CONFIDENTIAL

ERYSIPELOTHRIX RHUSIOPATHIAE VACCINE,
AVIRULENT LIVE CULTURE

CODE 1541.00

Novartis Animal Vaccines, Inc. January 30, 2002
U.S. Vet. Lic. No. 303

D.  Moisture, if Lyophilized.
Refer to Section IV. H.

E.  Identity Test.

Approximate! (b)(4)

(b)(4)

(b)4) The media will be incubated a maximum of 48
hours at 35°-39°C. The test is valid if the morphological and biochemical reactions of the
- positive control are typical of Erysipelothrix rhusiopathiae:

Test Expected result for

(b)(4)

POST PREPARATORY STEPS.

A. Size of Final Centainers in Which the Product 1s to be Distributed.

Container Size

FILED with
USDA-APHISVS
CENTER FOR VETERINARY
BIOLOGICS

MAR 26 2002

LICENSING & POLICY

DEVELOPMENT

NO ENDORSEMENT
EXPRESSED



15 CONFIDENTIAL

ERYSIPELOTHRIX RHUSIOPATHIAE VACCINE,
AVIRULENT LIVE CULTURE

CODE 1541.00

Novartis Animal Vaccines, Inc. January 30, 2002
U.S. Vet. Lic. No. 303

DECLARATION OF CONFIDENTIAL INFORMATION

The firm submits detailed Outline of Production, only in order to present evidence of the product's origin or organisms used,
methods of attenuation, production and evaluation of its safety, and its capacity to elicit desirable protection in recommended
species. This information is considered confidential by the firm and should be protected from disclosure to any party making
requests under the Freedom of Information Act (FOIA). Disclosure of information from this submission, even in part or minor
fragmentary information, would provide persons who have even modest knowledge and skill in biological production, adequate
insight of the firm's methods and concepts, and would result in irreparable economic harm to the firm.

The request for confidentiality is crucial to the finm's continuing desire to present complete and objective reports of its
experimental and developmental studies on new products. Further, the firm has expended large sums of money in the
conceptualization, development, and refinement of production and evaluation methods of the product.

More specifically, the firm considers confidential the following information in the Outline of Production:

Partl mposition of the Product
Sections

Part IT Cultures
Sections (b)(@)
Part 111 Harvestin

t

PartV
Sections

Part IV i
Sections i

Questions or comments regarding this matter and relating to this subject product may be addressed to:

APHIS Liaison
" : i __>.Novartis Animal Vacciges, Inc.
/ ﬂ@\/\f"z 6 wnd Lebs 1447 140" Street
Larchwood, IA 51241
alanhone (712) 477-2811

(b)(®)

FILED with
USDA-APHIS-VS
CENTER FOR VETERINARY
BIOLOGICS

MAR 26 2002

LICENSING & POLICY
DEVELOPMENT
NO ENDORSEMEMT
EXPRESSED
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2 110-00
CONFIDENTIAL BUSINESS INFORMATION — PROPERTY OF NOVARTIS ANIMAL HEALTH US, INC.
OUTLINE OF PRODUCTION
ACTINOBACILLUS PLEUROPNEUMONIAE-BORDETELLA BRONCHISEPTICA-
ERYSIPELOTHRIX RHUSIOPATHIAE-HAEMOPHILUS PARASUIS-
PASTEURELLA MULTOCIDA BACTERIN
CODE 2110.00
090528 aor  ¢hg
/5 bt
O fgG
Novartis Animal Health US, Inc. ‘ May 28, 2009
Larchwood, IA 51241 Supersedes May 28, 2008~
U.S. Vet. Lic. No. 303 Complete Revision _ 4 4ol
FILED with

USDA-APHIS.y
CENTER FOR VETER)
R
BIOLOGIGS INARY

NOV 19 2009
POLICY, EVALUATION
%19 L7 ) NO EXDORSE L LICENSING
o :Kgyﬁi EXPRESSED
0CT 15 2009 \\\\\ \
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ACTINOBACILLUS PLEUROPNEUMONIAE-BORDETELLA BRONCHISEPTICA-
ERYSIPELOTHRIX RHUSIOPATHIAE-HAEMOPHILUS PARASUIS-
PASTEURELLA MULTOCIDA BACTERIN  «+

CODE 2110.00 -
090528 aor ~
U.S. Vet. Lic. No. 303 May 28, 2009 @

Complete Revision
Amount of Antigenic Material per Dose or Doses in Final Containgr:

(b)(4)

Actin'&bac‘iﬁus pleuropneumoniae

~
\

"

2. Bordetella broncl'@\ (b)(4)

3. Erysipelothrix rhusigpathiae

(O

4. Haemophilus pirasuis

Pasteyrzlla multocida

antigen levels are determined at harvest prior to inactivation.

V. TESTING.
A, Purity.
9CFR 113.26.

(b)(4)

FILED with
_ USDA-APHIZ-vE
'x;:f,;:siTEER\FDH VETERIMARY

OO LOHERINS

NOY 13 7003

BT, EVAGATION, AND LIGERSING
MO ENDORSEMENT
EXPRESSED
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19
ACTINOBACILLUS PLEUROPNEUMONIAE-BORDETELLA BRONCHISEPTICA-
ERYSIPELOTHRIX RHUSIOPATHIAE-HAEMOPHILUS PARASUIS-
PASTEURELLA MULTOCIDA BACTERIN -
CODE 2110.00 ~
090528 aor .

U.S. Vet. Lic. No. 303 May 28, 2009 &

Complete Revision
B.  Safety.

1. W.Bfi(b). Details are described in Special Outline 8-104 (b)(4)
2. 9CFR 113.38. Details are described in Special Outline 8-103 (b)(4)
(b)(4)

C.  Potency.

1. Actinobacillus pleuropneumoniae (APP) Serotyped (1))

Completed product shall be tested for potenci using ACT

ACILLUS
TEST (Special

PLEUROPNEUMONIAE SEROTYP OTENCY
QOutline §-031).

a.

(b)(4)

s FILED wity

. USDA-APHIS-vg

CEN TR FOR VETER L Ry
SOLOBICS

NOV 19 7200

"

PEUCY, EVALUATION, AND .
Y ENDORSEMEN?CENNNQ
EXPRESSED
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ACTINOBACILLUS PLEUROPNEUMONIAE-BORDETELLA BRONCHISEPTICA-
ERYSIPELOTHRIX RHUSIOPATHIAE-HAEMOPHILUS PARASUIS-
PASTEURELLA MULTOCIDA BACTERIN

CODE 2110.00 -

090528 aor ¢

U.S. Vet. Lic. No. 303 May 28, 2009 &
Complete Revision
c. Criteria for a Satisfactory Serial.
1)
2)
(b)(4)
3)
Stage #of | Cumulative # Cumulative # of Live Vaccinates For
Vaccinates | of Vaccinates Satisfactory Serial Unsatisfactory Serial
1
2
FILED with

USDA-APHIS-VE
CENT IR FOR VETESRLIARY

BICLOBINE

NOV 19 70

POLICY, EVALUATION, AND LICENSING
NO EMDORSEMENT
EXPRESSED
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ACTINOBACILLUS PLEUROPNEUMONIAE-BORDETELLA BRONCHISEPTICA-
ERYSIPELOTHRIX RHUSIOPATHIAE-HAEMOPHILUS PARASUIS-
PASTEURELLA MULTOCIDA BACTERIN -

CODE2110.00 .
(090528 aor -
U.S. Vet. Lic. No. 303 May 28,2009 =

Complete Revision ~*
2.  Bordetella bronchiseptica.

Completed product shall be teste ing BORDETELLA
BRONCHISEPTICA POTENC Special Outline 8-030).

a. Criteria for a Valid Test.

1)

(b)(4)

2)

b. Criteria for a Satisfactory Serial.

(b)(4)

D
2)

(b)(4)

FILED with
USDA-APHISVS |
CENTER FOR VETERINAR
LA OGICG

NOv 19 2068

LAY EVALUATION, AND LICENSING
SR o ENDORSEMENT
EXPRESSED
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ACTINOBACILLUS PLEUROPNEUMONIAE-BORDETELLA BRONCHISEPTICA-
ERYSIPELOTHRIX RHUSIOPATHIAE-HAEMOPHILUS PARASUIS-
PASTEURELLA MULTOCIDA BACTERIN o
CODE 2110.00
090528 aor

U.S. Vet. Lic. No. 303 May 28, 2009

o

3)
(b)(4)
Stage #of Cumulative # Cumulative # of Live Vaccinates For
Vaccinates | of Vaccinates Satisfactory Serial Unsatisfactory Serial

D)(4

[ I

3. Erysipelothrix rhusiopathiae.

Completed product shall be tested for potency using the ERYSIPELOTHRIX
RHUSIOPATHIAE ELISA POTENCY TEST (Special Qutline 8-080).

a. E. rhusiopathiae Reference. )
CAK LS 0 e

2 v 2 2009

The Reference is adjusted to (b)(4)
(b))

b. Dilution of the Test Serial, Reference and Negative Control.

m Serial, Reference and Negative Contro (b)(4)

FILED with
USDA-APHIS-YE
CLn T B FORVETER: T RY

LG0T
NOV 19 Uty

FOLICY, EVALUATION, AND LICENSING
NOQ ENDORSEMENT
CXPRESSED
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ACTINOBACILLUS PLEUROPNEUMONIAE-BORDETELLA BRONCHISEPTICA-
ERYSIPELOTHRIX RHUSIOPATHIAE-HAEMOPHILUS PARASUIS-
PASTEURELLA MULTOCIDA BACTERIN

CODE 2110.00

-

090528 aor

U.S. Vet. Lic. No. 303 May 28,2009 /.
Complete Revision
c. Relative Potency Calculation Method.

The method used to calculate the relative potency value of the test serial is the
Relative Potency software program version 3.1 or the current version available
from the Center for Veterinary Biologics-Policy, Evaluation and Licensing
Laboratory, 1800 Dayton Road, P.O. Box 844, Ames, lowa 50010.

d. Criteria for a Valid Assay.

A valid assay is one which results in valid, parallel lines in an unequivocal test
as determined by the Relative Potency software program.

Any test session that does not fulfill the criterion of a valid assay may be
repeated without prejudice.

e, Criteria for a Satisfactory Serial.

1))

(b)(4)
2)

(b)(4)

FILED wiin
O USDAAPMIS-YS )
CENTIR FOR VETEMNARY

PN HED LA ]

NOV 13 A

FOLICY, EVALUATION, AND LICENSING
MO ENDORSEMENT
EXPRESSED
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ACTINOBACILLUS PLEUROPNEUMONIAE-BORDETELLA BRONCHISEPTICA-
ERYSIPELOTHRIX RHUSIOPATHIAE-HAEMOPHILUS PARASUIS-
PASTEURELLA MULTOCIDA BACTERIN _.-
CODE 2110.00 ~
090528 aor -
U.S. Vet. Lic. No. 303 May 28, 2009

Complete Revision @
4. Haemophilus parasuis.

Completed product shall be tested for potency using the HAEMOPHILUS
PARASUImSpeciaI Outline 8-037).

(b)(4)

a. Criteria for a Valid Assay.

(b)(4)

b.  Criteria for a Satisfactory Potency Test.

(b)(4)

L JBDAAPHIS.
CENTUR FOR VETERI fy

[EROLNS tel oh

NOV 13 7

POLICY, EVALUATION, AND LICENGING
KO ENDORSEMENT - oiiC
EXPRESSED
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ACTINOBACILLUS PLEUROPNEUMONIAE-BORDETELLA BRONCHISEPTICA-
ERYSIPELOTHRIX RHUSIOPATHIAE-HAEMOPHILUS PARASUIS-
PASTEURELLA MULTOCIDA BACTERIN ~

CODE 2110.00
090528 aor -

U.S. Vet. Lic. No. 303 May 28, 2009
Complete Revision @
c. Criteria for a Satisfactory Second Stage Potency Test.

(b)(4)

5. Pasteurella multocida.
9CFR 113.121(c).
D.  Moisture if Desiccated.
Not Applicable.
E.  Any Other Tests.

‘9 CFR 113.100(D(2).

FILED with
EDA-APHIS-VE
UL SR FOR VETESINARY

LTSRS
NOV 1§z

PLLOY, EVALUATION, AND LICENSING
4O ENDORSEMENT
EXPRESSED
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ACTINOBACILLUS PLEUROPNEUMONIAE-BORDETELLA BRONCHISEPTICA-
ERYSIPELOTHRIX RHUSIOPATHIAE-HAEMOPHILUS PARASUIS-
PASTEURELLA MULTOCIDA BACTERIN

CODE 2110.00
090528 aor

U.S. Vet. Lic. No. 303 May 28, 2009

‘ Complete Revision
DECLARATION OF CONFIDENTIAL INFORMATION

his Qutline of Preduction documents the product's origin of organisms, methods of attenuation, production
processes, methodologies of testing, evaluation of its safety, and its capacity to elicit desirable protective
immunological responses in the recommended species.
This information is considered to be Confidential Business Information (CBI) by the firm and should be protected
from disclosure to any party making requests under the Freedom of Information Act (FOIA). Disclosure of

. information contained in this document, even in part or minor fragmentary information, would provide persons who
M” have even modest knowledge and skill in biological production, adequate insight of the firm's methods and
W

concepts, and would result in irreparable economic harm to the firm.

A
\ The request for confidentiality is crucial to the firm's continuing desire to present complete and objective reports of

\ its experimental and developmental studies on new products. Further, the firm has expended large sums of money

in the conceptualization, development, and refinement of production and evaluation methods of the product.

document, as listed below:

Part1 Composition of the Product
Sections

Part 11 Cultures
Sections

} Specifically, the firm stipulates the (b)(4) exemption is applicable to the confidential business information in this

Part 111 SHacvest

\ Sections
Part IV Preparation of Product
\ Sections |
Part vV Testing
Sections

FILED witn

«
3% CENTE

NOY 18 7008

BOLICY, EVALUATION, AND LICENSING
£XPRESSED

x NGO ENDORSEMENT
)0
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Q64100

CONFIDENTIAL BUSINESS INFORMATION « PROPERTY OF NOVARTIS ANIMAL HEALTH US, InC.

OUTLINE OF PRODUCTION
ERYSIPELOTHRIX RHUSIOPATHIAE BACTERIN

CODE 2641.00

100224 aor 24 jO, v

sors Fads

Novartis Animal Health US, Inc. February 24, 2010
Larchwood, lowa 51241 Supersedes February 25,@@ RAod ‘/’
U.S. Vet. Lic. No. 303 ' Complete Revision

Swbmtld /4452?, b, 2616

FILED with
USDA-APHIS-VS
CENTER FOR VETERINARY
BIOLOGICS

JUL 13 2010

POLICY, EVALUATION, AND LICENSING
NO ENDORSEMENT
EXPRESSED
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10
ERYSIPELOTHRIX RHUSIOPATHIAE BACTERIN

CODE 2641.00
100224 aor

U.S. Vet. Lic. No. 303 . February 24, 2010
Complete Revision

V.  TESTING.
A.  Purity.

9CFR 113.26. Volume of medium

(b)(4)

M {The Preservative Interference Study was approved in CVB correspondence dated
% iAug. 3, 1999,
B.  Safety. ‘
W.B 8. Details of testing can be found in Special Outline 8-103, (b)(4)
C. Potency.

1.
(b)(4)

(b)(4)

FILED with
USDA-APHIS-VS
CENTER FOR VETERINARY
BICLOGICS

JUL 13 2010

POLICY, EVALUATION, AND LICENSING
NO ENDORSEMENT
EXPRESSED
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ERYSIPELOTHRIX RHUSIOPATHIAE BACTERIN

CODE 2641.00
100224 aor

U.S. Vet. Lic. No. 303 February 24,2010
Complete Revision

C. Relative Potency Calculation Method.

The method used to calculate the relative potency value of the test serial is the
Relative Potency software program version 3.1 or the current version available
from the Center for Veterinary Biologics-Policy, Evaluation and Licensing
Laboratory; 1920 Dayton Ave., Ames, Iowa 50010.
% Commrasn. Coviaitod dnae® ad draie ~

d.  Criteria for a Valid Assay.

A valid assay is one which results in valid, parallel lines in an unéquivocal test
as determined by the Relative Potency software program.

Any test session that does not fulfill the criterion of a valid assay may be
repeated without prejudice.

e.  Criteria for a Satisfactory Serial.

(b)(4)

(b)(4)

FILED with
USDA-APHIS-VS
CENTER FOR VETERINARY
BIOLOGICS

JUL 13 2010

POLICY, EVALUATION, AND LICENSING
NO ENDORSEMENT
EXPRESSED
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ERYSIPELOTHRIX RHUSIOPATHIAE BACTERIN

CODE 2641.00

100224 aor
U.S. Vet. Lic. No. 303 February 24, 2010
Complete Revision
D.  Moisture, if Desiccated.
Not applicable.
E.  Any Other Tests. Mo %ﬁ '
&j g“ S
9CFR 113.100 (B2 '
POST PREPARATORY STEPS.

Form and Size of Final Containers in Which the Product is to be Distribute

Container Form

Completed prdduct may be exported in unlabeled fing¥ containers. Approved labels will be
applied to the boxgs used to ship the unlabeled fingkcontainers.

Collection, Storage, and Submission of Reprggéntative Samples.
CFR 113.3 and VS Memorandum 800.59 (sampling

.11 (storage of biological products). Representative
rtainers that are partially filled.

Samples will be handled as s
of biological products) and 9CF
samples may be collected in reg

Serial samples in final congdiners may be &xported for concurrent testing prior to APHIS
release.

Recipient Facility

Novartis
World Trade Center Bldg. 37F
2-4-1 MHamamatsu-cho

Tgkyo 105-6137

FILED with
USDA-APHIS-VS
CENTER FOR VETERINARY
BIOLOGICS

JUL 13 2010

POLICY, EVALUATION, AND LICENSING
NO ENDORSEMENT
EXPRESSED
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ERYSIPELOTHRIX RHUSIOPATHIAE BACTERIN

CODE 2641.00
100224 aor

U.S. Vet. Lic. No. 303 February 24, 2010
Complete Revision

DECLARATION OF CONFIDENTIAL INFORMATION

This Outline of Production documents the product's origin of organisms, methods of attenuation, production
processes, methodologies of testing, evaluation of its safety, and its capacity to elicit desirable protective

’,\P}} timmunologlcal responses in the recommended species.

This information is considered to be Confidential Business Information (CBI) by the firm and should be protected
from disclosure to any party making requests under the Freedom of Information Act (FOIA). Disclosure of
information contained in this document, even in part or minor fragmentary information, would provide persons who
have even modest knowledge and skill in biological production, adequate insight of the firm's methods and
concepts, and would result in irreparable economic harm to the firm.

The request for confidentiality is crucial to the firm's continuing desire to present complete and objective reports of
its experimental and developmental studies on new products. Further, the firm has expended large sums of money
in the conceptualization, development, and refinement of production and evaluation methods of the product.

Specifically, the firm stipulates the (b){4} exemption is applicable to the confidential business information in this
document, as listed below:

Part] Composition of the Product
Sections

- Part 11 Cultures
Sections

W

T

Part 111 Harvest

Sections | |
Part IV ion of Product
Sections

Part V Testing

Sections

This production outline has been prepared and reviewed by Technical Operations personnel and is being submitted under my
signature as the authorized representative of Novartis Animal Health US, Inc. U.S. Vet Lic. No. 303,

A FILED Wﬁg Us
USDA-APHIS-
CENTER FOR VETERINARY
BIOLOGICS

AP JUL 13 2000

NSING
EVALUATION, AND LICE
PoLICY. NO ENDORSEMENT

EXPRESSED
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CONFIDENTIAL BUSINESS INFORMATION — PROPERTY OF NOVARTIS ANIMAL HEALTH US, INC.

BORDETELLA BRONCHISEPTICA POTENCY

SPECIAL OUTLINE
8-030

090528 aor aﬁﬁ( v

confidential business information contained in this document; thereby

Novartis Animal Health US, Inc stipulates that the (b)(4) exemption applies to the} Y
exempting disclosure under the Freedom of Information Act.

A S

. N CVCVEY
Novartis Animal Health US, Inc. May 28, 2009
Larchwood, Iowa 51241 Supersedes May 28, 2008 - 7/¢ /o8
U.S. Vet. Lic. No. 303 Complete Revision

FILED with
USDA-APHIS-VE
CENTUER FOR VETERINARY
BIOLOGICS

DEC 18 7009
%l ?7 2 i POLICY, EVALUATION, AND LICENSING

NO ENDORSEMENT

P 5 B ' o
oot 13 a0y V- A EXPRESSED
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1

BORDETELLA BRONCHISEPTICA POTENCY (MOUSE)

SPECIAL OUTLINE
8-030
090528 aor chs
’ s gors Aas
U.S. Vet, Lic. No. 303 ' May 28,2009~  /0/e/oF
Complete Rewsxonf_a (

The following reagent will be provided to CVB-L upon test request: challenge culture.
L MATERIALS.

A.
(b)(4)

B.  Reagents and Supplies.
1. Peptone Buffer.

Item Amount*

(b)(4)

(b)(4)

FILED with
_ UCDA-APHIS-VG
CEMTER FOR VETERINARY
EIOLoene

DEC 18 201

POLICY, EVALUATION, AND LICENSIN
NO ENDORSEMENT ¢
EXPRESSED
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BORDETELLA BRONCHISEPTICA POTENCY (MOUSE)

SPECIAL OUTLINE
8-030 )
090528 aor chg ©
U.S. Vet. Lic. No. 303 May 28,2009 &
Complete Revision

(b)(4)

II. METHODS.

A. Animal Procedures.

(b)(4)

B.  Chalienge Preparation.

L.

3. (b))

FILED with
LT DAAPHIS-VE
CEMTUH FOR VETER T ARY
P el sTel okt

DEC 18 Zue

POLICY, EVALUATION, AND LICENSING
NO ENDORSEMENT
EXPRESSED
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BORDETELLA BRONCHISEPTICA POTENCY (MOUSE)
SPECIAL OUTLINE

8-030
090528 aor d7 e

U.S. Vet. Lic. No. 303 May 28,2009 #
Complete Revision <

C. (O

1. Standardize the challenge material as described in Section ILB.

2.

(b)(4)

. TEST CRITERIA,

Refer to the Production Outline.

ra A Pl ss t},(,sﬁ“ wd, ‘
dalitos " e gl S o .
This special outline has been prepared and reviewed by Technical Operations personnel and is being
submitted under my signature as the authorized representative of Novartis Animal Health US, Inc. U.S,

Vet Lic. No. 303.

(b)(6)

(b)(6)

FHLED with

His

DEC 18 70w

POLICY, EVALUATION, AND LICENSING
3jod ’ NO ENDORSEMENT
A0 EXPRESSED
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CONFIDENTIAL BUSINESS INFORMATION — PROPERTY OF NOVARTIS ANMAL HEALTH US, INC.
ACTINOBACILLUS PLEUROPNEUMONIAE SEROTYPES 1, 5 & 7 POTENCY
SPECIAL QUTLINE~
8-031v
‘ 080528 aor - @ AAed ¥
{(' ~ « ~
&ryyf,@/&/ ﬁe‘ﬁx&x“i»%é‘f\»
Novartis Animal Health US, Inc./ May 28, 2008
Larchwood, Jowa 51241~ Supersedes July 3, 2007 »
U.S. Vet. Lic. No. 303 / ,
FILED with
USDA-APHISVS
CENTERFOR VETERINARY
BIOLOGICS
AUG 2 6 2008
POLICY, EVALUATION, AND LICENSING
NOENDORSEMENT -

EXPRESSED
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ACTINOBACILLUS PLEUROPNEUMONIAE SEROTYPES 1, 5§ & 7 POTENC @
SPECIAL OUTLINE v
8-031 .~

080528 aor - 2otV

U.S. Vet. Lic. No. 303~ T ,May 28, 2008

) Pl 1{:;’ e é’:{y: RV R A

The following reagents will be provided to CVB upon test request: NBAP'
L MATERIALS.

A.

(b)(4)

FILED with
USDA-APHISVS
CENTER FOR VETERINARY
BIOLOGICS

AUG 2 6 2008

POLICY, EVALUATION, AND LICENSING _
NOENDORSEMENT
EXPRESSED



CONFIDENTIAL BUSINESS INFORMATION — PROPERTY OF WOVARTIS ANIMAL HEALTH US, INC. +

2
ACTINOBACILLUS PLEUROPNEUMONIAE SEROTYPES 1, 5 & 7 POTENCY (MOUSE).~

SPECIAL OUTLINE .~

8-031~ .
080528 aor - ad.feal

U.S. Vet. Lic. No. 303+ May 28, 2008

#

[V v [24 rtatri

Tl AL 2 (b))

(b)(4)

Ingredient " Amount*®

(b)(4) (b)(4)

(b)(4)

(b)(4)

(b)(4)

3. WLEUROPNEUMO AE (b)(4)

(b)(4)

4. (b)(4)

FILED with
USDA-APHISVS
CENTER FOR VETERINARY
BICLOGICS

AUG 2 6 2008
POLICY, EVALUATION, AND LICEMBING

NOENDORSEMENT - -
EXPRESSED



CONFIDENTIAL BUSINESS INFORMATION — PROPERTY OF NOVARTIS ANIMAL HEALTH US, InC. o~

3
ACTINOBACILLUS PLEUROPNEUMONIAE SEROTYPES 1,5 & 7 POTENC

SPECIAL OUTLINE ¥

8-0317 o
080528 aor - it ¥

U.S. Vet. Lic. No. 303/ May 28,2008
) ! {;d,x, /,\,/.'},{{t 7 &e( e d £l A!K
0. METHODS.

A, Animal Procedures.

(b)(4)

B.  Challenge Preparation.

1.

(b)(4)

FILED with
USDA-APHISVS
CENTER FOR VETERINARY
BIOLOGICS

AUG 2 6 2008

POLICY, EVALUATION, AND LICENSING
NO ENDORSEMENT - -
EXPRESSED



CONFIDENTIAL BUSINESS INFORMATION — PROPERTY OF NOVARTIS ANIMAL HEALTH US, INC. «

4
ACTINOBACILLUS PLEUROPNEUMONIAE SEROTYPES 1, 5§ & 7 POTENCY| ()¢ '

SPECIAL OUTLINE v

8-031v .
080528 aor - addeted

U.S. Vet. Lic. No. 303 - _May 28,2008
e ‘ -Jf.rg/'twi-él“l’\\\
T R4 (b))
For Example:
m! of
Dilution Standardized Suspension m] of HGM

(b)(4)

(b)(4) -

C. (b)(4)

1.
2.
(b)(4)
3.
4.
FILED with
USDA-APHISVS
CENTER FOR VETERINARY

BIOLOGICS
AUG 2 6 2008
POLICY, EVALUATION, AN LICENSING

NO ENDOHSEMENT
EXPRESSED



CONFIDENTIAL BUSINESS INFORMATION —~ PROPERTY OF NOVARTIS ANMAL HEALTH US, INC. #

5
ACTINOBACILLUS PLEUROPNEUMONIAE SEROTYPES 1, 5 & 7 POTENCY [ [}

SPECIAL OUTLINE

8-031.
080528 aor - adedod

U.S. Vet. Lic. No. 303 May 28, 2008~
(?{f,ry,\ JEite Kaveasrs

(b)(4)

II. TEST CRITERIA.
Refer to the Production Outline.
IV. OTHER INFORMATION.

Novartis Animal Health US, Inc. considers the information in this Special Qutline confidential and
exempt from disclosure under the Freedom of Information Act.

This special outline has been prepared and reviewed by Technical Operations personnel and is being
submitted under my signature as the authorized representative of Novartis Animal Health US, Inc. U.S.
Vet Lic. No. 303.

(b)(6)

FILED with
USDA-APHIS VS
CENTERFOR VETERIMARY
BIOLOGICS

AUG 2 6 2008
POLICY, EVALUATION, sNU L0 nmgy

NOENDORSEMENT
EXPRESSED

<. Jg'

(OION *
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) S.0. 8-037

CONFIDENTIAL BUSINESS INFORMATION — PROPERTY OF NOVARTIS ANIMAL HEALTH US, INC. .~

HAEMOPHILUS PARASUIS PIG POTENCY TEST «
SPECIAL OUTLINE/

8-037
081217 cc - addes

20 15 A

P ) W
Novartis Animal Health US, Inc. December 17, 2008~ /- 15-09
Larchwood, IA 51241 / Supersedes Tuly 11, 2006
.S, Vet. Lic. No. 303

FILED with
USDAAPHISVS
CENTER FOR VETERINARY
BIOLOGICS

MAY 1 2 2008

DOLICY, EVALUATION, ANU LCENSING
© NO ENDORSEMENT
EXPRESRED
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A
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CONFIDENTIAL BUSINESS INFORMATION ~ PROPERTY OF NOVARTIS ANIMAL HeaLTH US, INC.

1
HAEMOPHILUS PARASUIS PIG POTENCY TEST ~
SPECIAL OUTLTNE v
8-037

081217 ¢cc — wdded B

U.S. Vet. Lic. No. 303 December 17,2008 */1%/*
Complete Revision

015 Aot

L MATERIALS AND METHODS.

(b)(4)

FILED with
USDA-APHIS VS
CENTER FOR VETEBINARY

BIOLOGICS
MAY 1 2 2009
POLICY, EVALUATION, AND LICENSING

NGO ENDORSEMEN
EXPRESSED



U.S. Vet. Lic. No. 303

CONFIDENTIAL BUSINESS INFORMATION — PROPERTY OF NOVARTIS ANIMAL HEALTH US, INC,

2

—

HAEMOPHILUS PARASUIS PIG POTENCY TEST -~
SPECIAL OUTLINE*"

8-037 »
081217 CCC@

(b)(4)

(b)(4)

(b)(4)

(b)(4)

(b)(4)

(b)(4)

December 17, 2008 %=
Complete Revision

FILED with

LSDAAPHIEVS
CENTER FOR VETERINARY

BIOLOGICS

POLICY, EVALUATION, AND LICENSING
NOENDORSEMENT

EXPRESSED



CONFIDENTIAL BUSINESS INFORMATION — PROPERTY OF NOVARTIS ANIMAL HEALTH US, INC.

3
HAEMOPHILUS PARASUIS PIG POTENCY TEST -~

SPECIAL OUTLINE .
8-037 «
081217 cc ¥
U.S. Vet. Lic. No. 303 December 17, 2008%
Complete Revision
18 DATA ANALYSIS.
A.  Criteria fora Valid Assay. L

. N “H"‘")‘N‘“i"‘ﬁ‘“‘“—‘“""-“"" -
For the test to be valid, Mng conditions must be met®

(b)(4) A

B.  Data Analysis.

(b)(4)
(b)(4)

Example Test Group |

1

C.  Criteria for Satisfactory Serial,

o @OW gs per the threshold of acceptance defined in Section ILB. and referenced ’@ Section V.C. of
the Outline of Production.
_FILED with
USDA-APHIS VS

CENTER FOR VETERINARY
BIOLOGICS

MAY 1 2 2009
BOLICY, EVALUATION, AND LICENSING

NOENDORSEMENT
EXPRESSER



CONFIDENTIAL BUSINESS INFORMATION — PROPERTY OF NOVARTIS ANBMAL HEALTH US, INC. v

4
HAEMOPHILUS PARASUIS PIG POTENCY TEST

SPECIAL OUTLINE -

8-037~
081217 cc ler
U.S. Vet. Lic. No. 303 December 17, 2008 ¥~

Complete Revision
1. _~APPENDICIES

A.  Procedure for Random Number Assignment
1. MATERIALS.
a. Pen,paper and container

Loy
) QW \ 2. PROCEDURES.

{ a. Procedure for random numbers assignment using the
} “Blind Assignment” method.
/
{
I
{
i
§
{
i
i

\ (b)(4)

FILED with
LSDAAPHISYS
CENTER FORVETERINARY
BIOLOGICS

MAY 1 2 2009

RPOLICY, EVALUATION, AND LICENSING
NOENDORSEMENT
EXPRESSED



CONFIDENTIAL BUSINESS INFORMATION ~ PROPERTY OF NOVARTIS ANmMAL HeaLTH US, INC.

5
HAEMOPHILUS PARASUIS PIG POTENCY TEST+

SPECIAL OUTLINE~

8-037v
081217 cc(i)

U.S. Vet. Lic. No. 303 v , December 17, 2008 -

(b)(4)

#* s ('1V) OTHER INFORMATION.

Fid

Novartis Animal Health US, Inc. considers the information in this Special Outline confidential and
exempt from disclosure under the Freedom of Information Act.

This special outline has been prepared and reviewed by Technical Operations personnel and is being
submitted under my signature as the authorized representative of Novartis Animal Health US, Inc. U.S.
Vet Lic. No. 303.

(b)(6)

(b)(6)

FILED with
USDA-APHIS VS
CENTEH FOR VETERINARY
BICLOGICS

)

MAY 12 2008

POLICY, EVALUATION, AND LICENSING
NO ENDORSEMENT
EXPRESSED




Eat 303
S0 Q'Ogé

CONFIDENTIAL BUSRVESS INFORMATION - PROPERTY OF NOVARTIS ANIMAL HEALTH US, INC.

ERYSIPELOTHRIX RHUSIOPATHIAE ELISA POTENCY TEST

SPECIAL OUTLINE
8-080
100224 aor dt,é v

Novartis Animal Health US, Inc. Stipulates that the (b)(4) exemption applies to the confidential dde A
business information contained in this document; thereby exempting disclosure '
under the Freedom of Information Act.

S0 15 heq
Novartis Animal Health US, Inc. , February 24,2010~ 5/6 Jio
Larchwood, lowa 51241 Superse 35,2008+ Aatrmsdacdn
U.S. Vet. Lic. No. 303 } %gmn
CENTER FOR VETERINARY
BIOLOGICS

JUL 02 2010

POLICY, EVALUATION, AND LICENSING
NC ENDORSEMENT
EXPRESSED



CONFIDENTIAL BUSINESS INFORMATION - PROPERTY OF NOVARTIS ANIMAL HEALTH US, INC.

1
ERYSIPELOTHRIX RHUSIOPATHIAE ELISA POTENCY TEST

SPECIAL OUTLINE
8-080
100224 aor /(;}\6 Py I TPy Feves

D845 dna-

U.S. Vet. Lic. No. 303 February 24,2010 <7/¢ /2
Compiete Revision

I MATERIALS.

(b)(4)

FILED with
USDA-APHIS-VS
CENTER FOR VETERINARY
BIOLOGICS

JUL 02 2010

POLICY, EVALUATION, AND LICENSING
NO ENDORSEMENT
EXPRESSED



CONFIDENTIAL BUSINESS INFORMATION - PROPERTY OF NOVARTIS ANIMAL HEALTR US, INC.

2
ERYSIPELOTHRIX RHUSIOPATHIAE ELISA POTENCY TEST

SPECIAL OUTLINE
8-080
100224 aor ~

U.S. Vet. Lic. No. 303 February 24, 2010
Complete Revision

(b)(4)

FILED wit
USDA-APHIS-VS
CENTER FOR VETERINARY
BIOLOGICS

JUL 02 2010

POLICY, EVALUATION, AND LICENSING
NO ENDORSEMENT
EXPRESSED



CONFIDENTIAL BUSINESS INFORMATION - PROPERTY OF NOVARTIS ANIMAL HEALTH US, INC.

3
ERYSIPELOTHRIX RHUSIOPATHIAE ELISA POTENCY TEST

SPECIAL OUTLINE
8-080
100224 aor

U.S. Vet. Lic. No. 303 February 24, 2010
Complete Revision

(b)(4)

J. Negative Control.

Serial BP1138. This serial was made according to the production outline for Code 7150.00
(BORDETELLA BRONCHISEPTICA-CLOSTRIDIUM PERFRINGENS TYPE C-
ERYSIPELOTHRIX RHUSIOPATHIAE- ESCHERICHIA COLI-PASTEURELLA
MULTOCIDA BACTERIN-TOXOID) except without the E. rhusiopathiae {raction.

K.  ELISA Plate.

ELISA grade 96-well flat bottom microtitration plates (Immulon-2; Dynatech Laboratories,
Inc. or equivalent).

L Dilution Plate,

96-well "U" bottom microtitration plates.

FILED with
USDA-APHIS-VS
CENTER FOR VETERINARY
BIOLQGICS

JUL 02 2010

POLICY, EVALUATION, AND LICENSING
NO ENDORSEMENT
EXPRESSED



CONFIDENTIAL BUSINESS INFORMATION - PROPERTY OF NOVARTIS ANIMAL HEALTH US, INC.

4
ERYSIPELOTHRIX RHUSIOPATHIAE ELISA POTENCY TEST

SPECIAL OUTLINE
8-080

100224 aor

U.8. Vet. Lic. No. 303 February 24, 2010
Complete Revision

II.  METHODS.
VA,

(b)(4)

(b)(4)

D.  Plate Coating.

(b)(4)

FILED with
USDA-APHIS-VS
CENTER FOR VETERINARY
BIOLOGICS

JuL 02 2010

POLICY, EVALUATION, AND LICENSING
- NO ENDORSEMENT
EXPRESSED



CONFIDENTIAL BUSINESS INFORMATION - PROPERTY OF NOVARTIS ANIMAL HEALTH US, INC,

5
ERYSIPELOTHRIX RHUSIOPATHIAE ELISA POTENCY TEST

SPECIAL OUTLINE
8-080
100224 aor

U.S, Vet. Lic. No. 303 February 24, 2010
Complete Revision

(b)(4)

FILED with
USDA-APHIS-VS
CENTER FOR VETERINARY

- BIOLOGICS

JUL 02 2010

POLICY, EVALUATION, AND LICENSING
NO ENDORSEMENT
EXPRESSED



CONFIDENTIAL BUSINESS INFORMATION - PROPERTY OF NOVARTIS ANIMAL HEALTH US, INC.

6
ERYSIPELOTHRIX RHUSIOPATHIAE ELISA POTENCY TEST

SPECIAL OUTLINE
8-080
100224 aor

U.S. Vet. Lic. No. 303 February 24, 2010
Complete Revision

(b)(4)

FILED with
USDA-APHIS-VS
CENTER FOR VETERINARY
BIOLOGICS

JUL 02 2010

POLICY, EVALUATION, AND LICENSING
NO ENDORSEMENT
EXPRESSED



CONFIDENTIAL BUSINESS INFORMATION - PROPERTY OFf NOVARTIS ANIMAL HEALTH US, INC.

7
ERYSIPELOTHRIX RHUSIOPATHIAE ELISA POTENCY TEST

SPECIAL OUTLINE
8-080
100224 aor

U.S. Vet. Lic. No. 303 February 24, 2010

Complete Revision
O. (b)(4) for Optimizing Assay Parameters.
1. (b)(4) is used to evaluate new lots of | (1)
(b)(4) he procedure used for the (b)(@)
cd DE .

(b)(4)

(b)(4)

FILED with
USDA-APHIS-VS
CENTER FOR VETERINARY
BIOLOGICS

JUL 02 200

POLICY, EVALUATION, AND LICENSING
NO ENDORSEMENT
EXPRESSED



CONFIDENTIAL BUSINESS INFORMATION - PROPERTY OF NOVARTIS ANIMAL HEALTH US, INC,

8
ERYSIPELOTHRIX RHUSIOPATHIAE ELISA POTENCY TEST

SPECIAL OUTLINE
8-080
100224 aor

U.S. Vet Lic. No. 303 February 24,2010
' ‘ Complete Revision

(b)(4)

FILED with
USDA-APHIS-VS
CENTER FOR VETERINARY
BIOLOGICS

JUL 02 2010

POLICY, EVALUATION, AND LICENSING
NO ENDORSEMENT
EXPRESSED



CONFIDENTIAL BUSINESS INFORMATION - PROPERTY OF NOVARTIS ANIMAL HEALTH US, INC.

9
ERYSIPELOTHRIX RHUSIOPATHIAE ELISA POTENCY TEST

SPECIAL OUTLINE
8-080
100224 aor
U.S. Vet. Lic. No. 303 | February 24, 2010

Complete Revision

2. The highes
parameters

ating the following

(b)(4)

(b)(4)

An example of the (b)(4) described and the individual steps are
listed below.

(b)(4)

FILED with
USDA-APHIS-VS
CENTER FOR VETERINARY
BIOLOGICS

JUL 02 2010

POLICY, EVALUATION, AND LICENSING
NO ENDORSEMENT
EXPRESSED



CONFIDENTIAL BUSINESS INFORMATION - PROPERTY OF NOVARTIS ANIMAL HEALTH US, INC.

10
ERYSIPELOTHRIX RHUSIOPATHIAE ELISA POTENCY TEST

SPECIAL OUTLINE
8-080
100224 aor

U.S. Vet. Lic. No. 303 February 24, 2010
Complete Revision

II.  DATA ANALYSIS.
A.  Relative Potency Calculation Metﬁod.
Refer to Specific Outline of Production.
B.  Criteria for a Valid Assay.
Refer to Specific Outline of Production.

C.  Criteria for a Satisfactory Serial.

v Refer to Specific Outline of Production.
Mited “IL - Othes i Ponrestd g A Pk Ko o Py
This special outline has been prepared and reviewed by Technical Operations personnel and is being
submitted under my signature as the authorized representative of Novartis Animal Health U.S,, Inc., U.S.
Vet. License No. 303.

(b)(6)

FILED with
USDA-APHIS-VS
CENTER FOR VETERINARY

BIOLOGICS :

-JUL 02 260

POLICY, EVALUATION, AND LICENSING
NG ENDORSEMENT
EXPRESSED
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5.0 8-103
CONFIDENTIAL BUSINESS INFORMATION — PROPERTY OF NOVARTIS ANIMAL HEALTH US, INC.
GUINEA PIG SAFETY TESTING v
SPECIAL OUTLINE v
8-103./
080528 aor - added ¥
f /(/jﬁy?;é,;za j;jéw z\u«*\xm !
Novartis Animal Health US, Inc. v May 28, 2008+
Larchwood, IA 51241  Supersedes January 3, 2007
U.S. Vet. Lic. No. 303/
FILED with
USDA-APHISVS
CENTER FOR VETERINARY
BIOLOGICS
AUG 2 6 2008
POLICY, EVALUATION, AND LICENSING
NOENDORSEMENT

EXPRESSED



CONFIDENTIAL BUSINESS INFORMATION — PROPERTY OF NOVARTIS ANIMAL HEALTH US, INC. +7

1

GUINEA PIG SAFETY TESTING v~

SPECIAL OUTLINE +~
8-103
080528 aor — b lect

e ’j U.S. Vet. Lic. No. 3037 , May 28, 20087
\}‘ }Af , ((«f%hzﬁ.é’}j,{ (/r!zyﬁe.c,(r\g
“s N L MATERIALS,
F‘/ﬁ ¢
J‘f(ﬂ{ LW (0)(4)

1

(b)(4)

IL METHODS.

A.  Eachof

(b)(4)

(b)(4)

B. Observe (b)(4) Observations will be recorded as:

FILED withi
USDA-APHISVS
CENTER FOR VETERINARY
BIOLOGICS

AUG 2 6 2008

POLICY, EVALUATION, AND LICENSING
NOENDORSEMENT
EXPRESSED



CONFIDENTIAL BUSINESS INFORMATION — PROPERTY OF NOVARTIS ANIMAL HEALTH US, INC. 1

2
GUINEA PIG SAFETY TESTING
SPECIAL OUTLINE v

8-103 v ,
080528 aor - ot

U.S. Vet. Lic. No. 303 May 28, 2008

[

VI, A
ij_,,{f)"/‘?,,;/}t‘:zfééw | R

1L INTERPRETATION OF RESULTS.

(b)(4)

(b)(4) Satisiaciory.

. ®)() nsatisfactory or
(b)(4) ive te (b)(4)
(b)(4)

(b)(4)

(b)) ‘nsatisfactory or Inconclusive, (O]}
(b)(4)

FILED with
USDA-APHISVS
CENTER FOR VETERINARY
BIOLOGICS

AUG 2 6 2008

ALUATION, AND LICENSING
PoLIC: 6;3{0 ENDORSEMENT
EXPRESSED



CONFIDENTIAL BUSINESS INFORMATION ~ PROPERTY OF NOVARTIS ANIMAL HEALTH US, INC. 7

3

GUINEA PIG SAFETY TESTING .

) i SPECIAL OUTLINE #
i | |
F - , 8-103~ P
7 Ay Aol
?Mﬂ}}‘: , 080528 aor - =
U.S. Vet. Lic. No. 303 .- May 28, 2008 o
g/é e (:;My\« 79,&,/&*,(.« ﬁ:e.,~=ryom—m~..~
T (D) (b)(4) he product
S Ve Lt (b)(4)
po Vmy ip ‘ ' (b)(4)
ww"”} (b)) [nsatisfactory.
IV.  OTHERINFORMATION. — oAy 4 =04 capts
&,
Novartis Animal Health U.S., Inc. considers the information in this Special Outline confidential
J and exempt from disclosure under the Freedom of Information Act.
f h /
rf;iwiéé/ \}

This special outline has been prepared and reviewed by Technical Operations personnel and is being
submitted under my signature as the authorized representative of Novartis Animal Health U.S., Inc., U.S.

Vet. License No. 303.

(©)(6)
*K.

FILED with
USDA-APHISVS
CENTER FOR VETERINARY
BIOLOGICS

~ AUG 2 € 2008

POLICY, EVALUATION, AND LICENSING
NOENDORSEMENT
EXPRESSED
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&.0.78- 104
CONFIDENTIAL BUSINESS INFORMATION — PROPERTY OF NOVARTIS ANIMAL HEALTH US, INC.
MOUSE SAFETY TESTING
SPECIAL OUTLINE
8-104
Novartis Animal Health US, Inc. January 3, 2907 ,,,,,,,
Larchwood, IA 51241 FILED Wi D
U.S. Vet. Lic. No. 303 USDA- VS
CENTER FOR VETERINARY
BIOLOGICS
~EB 0 6 2007
POLICY, EVALUATION, AN L 5
NOENDORSEM ENTCENS’NG

EXPRESSED




CORFIDENTIAL BUSINESS INFORMATION —~ PROPERTY OF NOVARTIS ANIMAL HEALTH US, ING.

1
MOUSE SAFETY TESTING

SPECIAL OUTINE
8-104

U.S. Vet. Lic. No. 303 January 3, 2007

MATERIALS. '

(b))

I
II. METHODS.

(b)(4)

III. INTERPRETATION OF RESULTS.

A. Ifno reactions the test meets

requirements and 1s Satisfactory.

All tests whicivill be assigned an

Unsatisfactory or Inconclusive test disposition pending diagnostic
evaluation.

(b)(4)
upon completion of the test.

. ISVS
““ENTER FOR VETERINARY
BlOLOGICS

~EB © & 2007

POLICY, EVALUATION, AND LiCE
NOENDORSEMENT NSING
EXPRESSED




.,

N o N

CONFIDENTIAL BUSINESS INFORMATION — PROPERTY OF NOVARTIS ANIMAL HEALTH US, INC.

2
MOUSE SAFETY TESTING

SPECIAL OUTINE
8-104

U.S. Vet. Lic. No. 303 January 3, 2007

(O

The test disposition will be assigned, either Unsatisfactory or

(b)(4)

(b)(4) (b))
(b)) (b)(4)

(b)(4)

V. Other Information.

Novartis Animal Health U.S., Inc. considers the information in this Special
Qutline confidential and exempt from disclosure under the Freedom of
Information Act.

This special outline has been prepared and reviewed by Technical Operations
personnel and is being submitted under my signature as the authorized representative
of Novartis Animal Health U.S., Inc., U.S. Vet. License No. 303.

(b)(6)

FILED with
. _USDAAPHISVS
SENTERFOR VETERINARY
ACLOGICS

rEB & & 2007

POLICY, EVALUATION, ANU LICENSING

NOENDORSEMENT
W EXPRESSED



