Adverse Event Report

Pharrmacovigilance
United States Department of Agriculture
Center for Veterinary Biologics
510 South 17th Street, Suite 104
Ames, 1A 59010
Phone: {§15) 232-5785
FAX: (515} 232-7120
Record Number: AIV(7028
Product Code: 2100.02 1599.20 1905.24
* Required Fields
Product Information
List ALL immunobiolagical products used,

Brand Name or Generic  ['U.S. Vet. License (Est. Nojor |
Name Manufacturer Name Serial {lol) Number Type of Product
[ Bronchicine CAe 189 - | | X Combination
2 Vanguard 5/CV 189 o 2 viral
3 Defensor 3 189 * - i Viral

Administration of products.

*Date of Product Use:(MM/DD/YYYY)01/08/2008
Concurrent Drugs or Procedures: CA-fecal exam

Event Information

Dose Route Site Needle Size Date Reconstituted
1 R side
4 L side
3 R sids
4
Administered by: | 57 veterinarian (or velerinary staff)

* Event description: Local
Explain the event and any treatment in g concise paragraph:

whera hair will not grow where the shots were given. The patches are about 2" in diameter and the same on all 3

we have 3 toy poodies who were all vaccinated on 1/9/06 with the drugs above. They now have patches of bare skin

dogs. Our veterinarian advised us that she had 2 "bad batch” from Piizer and they knew abouiit. She did not contact




us - we had 1o conlact her about our concerns. She advised that the hair may never grow back. She did not know.
She did advise us thal Plizer knew and offered no other explanation. We have gone on the Pfizer website in order to
find out something but have been unable. Our veterinarian has alsc not been of any help. We would like to know
what is going on with the shots. DH LP/P/CORONA administered on left side. Rabies vaccine (3 yr); bronch. cae inj.
given on leff side,

I[f this adverse evenl involves a possible lack of efficacy with a rabies product please
contact the Center for Disease Control (CDC) at (404) 639-1050.

Onset (How long after product use didd the event begin?}),3 mos
{Include Units:mins, hrs, days, wks, mos, yrs)
Aftending veterinarian’s level of suspicion that product caused event| i High

|

*Outeome (select one)i [X Recoverad without freatment

Othet
Animal Information
Case ldentification: For animals handled in a group (herd, litter, efc )

*Speciest [ Canine (Dog) t Mumber in group:3
{Other Species): Number affected:3
Breed fToy Poodles Number vacginaled:a
Sex: = Male Number dead:0

Neuteret: &2 Not Listed

Age (i.e., Zyrs or 2 mosi2 yrs

History and Environment {e.g.. acquisifion, vaccination, and medical histories; housing, diet, confacts, efc.):

Personal Information

__ Setorinarian Owner
*Name: Name
Address: Address b)©)
S & SawST
Zip Zip| (1))
*Phone XAXX) Phoneo0d-XoU0-0KX)
F
E-mail: | E-mail:

This event has been reperted 1© 57 oo




the manufacturer(s): |

*Submitter's First Name

*Submitter's Last Name (b)(6)

*Submitter's Phone Number PO HKHHKHKXK)

*Today's Date]06/27/2006(MM/DD/YYYY)

Reiationship to animal 571 guwner

Other:

Submiy
Comntact Scott Taylor if you have any guestions regarding adverse events.

Date Received: 10/11/20086
Verifiedyes

Reviewed:yes

Date Entered: 11/21/2008
VB Heporter:
Acknowledgement: yes

This confirms that your Adverse Event Report has been received by the Center for Veterinary Biologics (CVB). Thank you for submitting this
information in your Adverse Event Report. it is information such as this that enables the CVB to monitor the performance of veterinary biologics
used in field conditions. If you have additional questions regarding Adverse Even: Reporting for veterinary biological products, please visit the
CVB. websile <p><a href="hip.//Awww . aphis.usda.govivsicvbiic/adversesventreport him™>CVB Home Page</a>



Adverse Event Report

Pharmacavigilance
United States Department of Agriculture
Center for Veterinary Biologics
510 South 17th Street, Suite 104
Ames, IA 50010
Phone; (515) 232-5785
FAX: (515) 232-7120
Record Number: AIV07084
Product Code: 1905.24
* Required Fields
Product Information
List ALL immunebiological products used.
*Brand Name or Generic  [“U.S. Vet. License (Est. No.) or

Name Manufacturer Name Serial (lot) Number Type of Product
1 Defensor 189 S603744E || viral
2 [

| X [Click arrow for selections]

3 ! X [Click arrow for selections]

4 | ! [ [Click arrow for selections]
Administration of products.

Dose Route Site Needle Size Date Reconstituted

1 s5Q R hind 22 11/01/2006

2

3

1

Administered by: | 9] veterinarian (or veterinary staff)

*Date of Product Use:(MM/DD/YYYY) 11/17/2006
Concurrent Drugs or Procedures:none

Event Information

* Event description: | [X] Local

Explain the event and any treatment in a concise paragraph:
A <0.5cm lump was notice by the owner on 12/12/2006. Told owner tc observe and recheck in 2 weeks if still there
then aspirate and concider sx removal. If grows then biopsy.




If this adverse event involves a possible lack of efficacy with a rabies product please
contact the Center for Disease Control (CDC) at (404) 639-1050.

Cnset (How long after product use did the event begin?):6 wks
{Include Units:mins, hrs, days, wks, mos, yrs)

Attending veterinarian's level of suspicion that product caused event: X Medium

*Outcome (select one): X Other

Other| Still observation.

Animal Information

Case ldentification:Bailey For animals handled in a group (herd, litter, etc.}
*Species: X Feline (Cat) Number in group:/1
{Other Species): Number affected|1
Breed ([DSH Number vaccinated:
Sex; X Male Number dead:0
Neutered: X Yes
Age (i.e., 2 yrs or 2 mos);|1 yr,10 mos

History and Environment {(e.g., acquisition, vaccination, and medical histories; housing, diet, contacts, etc.):
In door cat post vaccinatation swelling noticed by owner 3 weeks post.

Personal Information

_ Veterinarian Owner
* Name Name
Address Address (b)(6)
City City
State (b)(6) State:|NM
Zi Zi

PN XX Phonp (b)) XXX XOXK)
on ) e \
FA]

E-mail E-mail:

This event has been reported 10| 57 veq
the manufacturer(s):

*Submitter's First Name

*Submitter's Last Namg (0)(6)

*Submitter's Phone Numbe X=XXX-XXXX)
*Today's Date:{12/13/2006(MM/DD/YYYY)

Relationship to animal:




X Veterinarian

Othsr

Submit
Contact Scott Taylor if you have any questions regarding adverse events,

Date Received: 12/13/2006
Verifiediyes

Reviewed:yes

Dale Entered: 12/26/2006
CVB Reporter:
Acknowiedgement:

This confirms that your Adverse Event Report has been received by the Center for Veterinary Biologics (CVE), Thank you for submitting this
information in your Adverse Event Report. It is information such as this that enables the CVE to monitor the performance of veterinary biologics
used in fleld conditions. If you have additional questions regarding Adverse Event Reporting for veterinary biological products, please visit the
CVB. website. <p><a href="http/fwww.aphis.usda.govivs/cvblicfadverseeventreport him™>CVEB Home Page</a>



Adverse Event Report

Pharmacovigilance
United States Department of Agriculture
Center for Veterinary Biologics
510 South 17th Street, Suite 104

Ames, 1A 50010

Phone: (515) 232-5785
FAX: (515) 232-7120

Record Number: AIVO7098

Product Code:
* Required Fields

Product Information
List ALL. immunobiologicai products used.

Brand Name or Generic  "U.S. Vet. License {Est. No) or

*

46E5.21 1905.24 13D1.25

éSeriaE {lot) Number

£

f’fype of Product

IName Manufacturer Name
1 CvK/LCI-GP 112 094177A 5 Combination
2 Defensor 3 189 ) ABOOT9ST 2 Viral
3 Duramune Max 5 112 1188174 X Viral
Administration of products.
Dosze Route Site Needle Size Date Reconstituted
1 1ml SQ Between shoulder blade vats 1140772008
2 1mi S0 Between shoulder Blade 27 1143712008
3
4

Administered by: | 52 veterinarian (or veterinery staff)

*Date of Product Use:{(MM/DD/YYYY}11/07/2008

Concurrent Drugs or Proceduresinone

Event Information

* Event description: Anaphylaxjs/Hypersensitivity

diazepam

Explain the event and any treatment in a concise paragraph:
within 10 minutes of vaccination animal had pale mucous membranes, tachycardia, dilated pupils, recumbant,
seizured within 45 minutes, within 1 to 2 hours after treatment back to normal. Prednisone, 1V fluids, antihistamine,




H this adverse event invelves a possible lack of efficacy with a rabies product please
contact the Center for Disease Control (COC) at (404) 639-1050.

Onset {How long after product use did the evemt begin?)iwithing 10 mins
{Include Unitsimins, s, days, wks, mos, yrs)
Attending veterinarian’'s level of suspicion that product caused avent

X High
*Outcome (select one)| I Recovered with reatment
Other
Animal Information
Case |dentification: For animals handled in a group (herd, litter, etc.)

"Species! X Canine (Dog) Nurmber in group1
{Other Species): Number affected:|1
Breed :Springer Spzaniel Number vaccinated:1
8ex! 57 Male Number dead:0

Neutered: = Yes

Age {i.e., 2yrs or 2mos)[1.5 yrs

History and Environment {e.g., acquisition, vaccination, and medical histories; housing, diet, contacts, ete.):
Same 5 way administered 09/13/2008, 10/15/2005, and 11/03/2005: RY given 10/05/2005 all no reactions.

Personal information

Veterinarian _ Owner
*Name Namg
Address Address (b)(6)
City ity
State (b)(6) Swte At
Zi Zip
*Bhon Phore OO BOGEHHA-XKKK)
FAL
E-mail: | F-mail:

This event has been reported to =4
the manufacturer{s), [ —

*Submitter's First Name

*Subrmitter's Last Nams (b)(6)

*Submitler's Phone Numbe

*h{'odgy’s Date]1 1O/ Z0UB(MM/ALLEYY Y Y )




Relationship to animall| 551 v/eterinarian

Other:

Submiti
Contact Scott Taylor if you have any questions regarding adverse events.

Date Received: 11/16/2006
Verified:yes

Reviewed:.yes

Date Entered: 02/14/2007
CVB Reporter: Huls
Acknowledgement:

This confirms that your Adverse Event Report has been received by the Center for Veterinary Biclogics (CVB). Thank you for submitting this
information in your Adverse Event Report. It is information such as this that enables the CVB to monitor the performance of veterinary biologics
used in field conditions. If you have additional questions regarding Adverse Event Reporting for veterinary biological products, please visit the
CVB. website.<p><a href="http://mww.aphis.usda.gov/vs/cvbfic/fadverseeventreport.htm">CVB Home Page</a>



Record Number; AIV07126
Product Code:
* Required Fields

Product information

List ALL immunobiological products used.

13D1.T0 1805.24

Adverse Event Report

Pharmacovigilance

United States Department of Agriculture
Center for Veterinary Biologics

510 South 17th Street, Suite 104

Ames, 1A 50010

Phone: (515) 232-5785
FAX: (5615} 232-7120

*Brand Name or Generic  *U.S. Vet. License (Est. No.} or

Name Manufacturer Name Serial (lot) Number  Type of Product

1 Duramune Adult 112 1798108A 2 Combinatian

2 Rabdomun 1 189 ) ABOT284A 2 Viral

3 B IChck arrow for selections)

4 Z IClick arrow for selections]
Administration of products.

Dose Route Site Neadle Size Date Reconstituted

1 1ml SQ L shoulder 22 (2052007

2 1ml SG R rear 22 (210512007

3

4

Administered by:

X veterinarian {or vaterinary stafd

*Date of Product Use:(MM/DD/YYYY)02/05/2007

Concurrent Drugs or Proceduresinone

Event Information

* Event description:

X Ansphylaxis/Hypersensitivity

Explaln the event and any treatment in & concise paragraph:

Dog vomited within an hour of receiving vaccines. Was trembling but otherwise fine. Administered diphenydramine,

if this adverse event involves a possible lack of efficacy with a rabies product pleass




contact the Center for Disease Control (CDC}) at (404) 639-1050.

Onset (How long after product use did the event begin?):
(Include Units:mins, hrs, days, wks, mos, yrs)

<60 mins

Attending veterinarian's level of suspicion that product caused event;

X Medium

*Outcome (select one):

X Recovered without trestmant

Other:

Animal Information

Case |dentification:

Buster

For animals handled in a group (herd, litter, etc.)

*Species:| X Canine (Dog) Number in group|1
{Other Species): Number affected:[1
Breed Pug Number vaccinated:|1
Sex: Male Number dead:|0
Neutered: Yes
Age (i.e., 2 yrs or 2 mos}|5 yrs

2/4/03 without incident.

History and Environment (e.g., acquisition, vaccination, and medical histories; housing, diet, contacts, etc.):
Had received Pfizer Defensor 3 rabies vaccine in past (2/4/03 and 1/29/04) without incident. Received Ft Dodge Duramune Max 5

Personal Information

Veterinarian Owner
*Namel Name:
Address Address:
City City:
State State!
b)(6 -
Zi R Zip:
*Shon Phone:|[(ZXCK-XXK-XXXX)
FA]
E-mail— E-mail:

This event has been reported t

¥ No

the manufacturer(si
*Submitter's First Nar
*Submitter's Last Nar
*Submitter's Phone Numb

(b)(6)

*Today's Date:

ULfUIILUU!\IVIlVIf‘L.-'L.J‘II i I}

Relationship to animal;




< Veterinarian

Other:

Submit]
Contact Scott Taylor if you have any questions regarding adverse events.

Date Received: 02/07/2007
Verified:yes

Reviewed:yes

Date Entered: 02/14/2007
CVB Reporter:
Acknowledgement:

This confirms that your Adverse Event Report has been received by the Center for Veterinary Biolegics (CVB). Thank you for submitting this
information in your Adverse Event Report. It is information such as this that enables the CVB to moniter the performance of veterinary biologics
used in field conditions. If you have additional questions regarding Adverse Event Reporting for veterinary biological products, please visit the
CVB. website.<p><a href="http://www.aphis.usda.gov/vs/cvb/ic/adverseeventreport. htm">CVB Home Page</a>



Record Number: AIV)7129
Product Code: 1905.24 1905.24

* Required Fields

Product Information
List ALL immunobiological products used.

Adverse Event Report

Pharmacovigilance

United States Department of Agriculture
Center for Veterinary Biologics

510 South 17th Street, Suite 104

Ames, |IA 50010

Phone: (515) 232-5785
FAX: (515) 232-7120

*Brand Name or Generic  *U.S. Vet. License (Est. No.jor |
Name Manufacturer Name Serial (lot) Number Type of Product
1 Rabdomun 1 189 A130617B % Viral
2 Rabdomun 1 189 A352009B % Viral
3
Administration of products.
Dose Route Site Needle Size Date Reconstituted
1 1ml SQ R hip unknown 11/01/2007
2 1ml SQ R hip unknown 11/01/2007
3
rl

Administered by:

X Veterinarian (or veterinary staff)

*Date of Product Use:(MM/DD/YYYY)

03/12/2004

Concurrent Drugs or Procedures:

Rabies vax - Rrear; FVRCP - Lrear

Event Information

* Event description:

X Neoplasia/Cancer

Explain the event and any treatment in a concise paragraph:
patient noticed swelling on right hip 01/04/07. FNA - 01/06/07 revealed probable malignant fibrous histocytoma.
growth removal - 01/10/07 - fibrosarcoma, high grade malighancy.




If this adverse event involves a possible lack of efficacy with a rabies product please
contact the Center for Disease Control (CDC) at (404) 639-1050.

Onset {How long after product use did the event begin?):
{Include Units:mins, hrs, days, wks, mos, yrs)

unknown which vacine may have led to event

Attending veterinarian's level of suspicion that preduct caused event;

High

*Outcome (select one):

Other

Other;

removed mass; 3-6 mos expected survival

Animal Information

Case ldentification:6714 - Buddy For animals handled in a group (herd, litter, etc.)
*Species:| X Feline (Cat) Number in group:2
(Other Species): Number affected:|1
Breed {DMH Number vaccinated:2
Sex| % Male Number dead:0
Neutered: = Yes

Age (i.e., 2 yrs or 2 mos);

11 yrs

History and Environment (e.g., acquisition, vaccination, and medical histories; housing, diet, contacts, etc.):
Indoor only; received routine vacines {rabies, FVRCP, FELV), patient has another cat, no masses seen.

Personal Information

Veterinarian Mamer
*Name Name
Address Address (b)(6)
City City
State (b)(6) StateNV
Zi Zip
*Phon Phonel  P©  KXXXXX-XXXX)
FAD
E-mail; | E-mail:

This event has been reported to
the manufacturer(s):

™ Yes

*Submitter's First Name

*Submitter's Last Namg

*Submitter's Phone Numbe

(b)(6)

*Today's Date:

01/18/2007(MM/DD/YYYY)




Relationship to animal, % Veterinarian

Other:

Submit

Contact Scott Taylor if you have any questions regarding adverse events.

Date Received: 01/18/2007
Verified:yes

Reviewedyes

Date Entered; 02/21/2007
CVB Reporter:
Acknowledgement: yes

This confirms that your Adverse Event Report has been received by the Center for Veterinary Biologics (CVB). Thank vou for submitting this
information in your Adverse Event Report. Itis information such as this that enables the CVB 1o monitor the performance of veterinary biclogics
used in field conditions. If you have additional questions regarding Adverse Event Reporling for veterinary biclogical products, please visitthe
CVB. website.<p><a href="hitp://www.aphis.usda.gov/vs/cvbiiciadverseeventreport him™>CVB Home Page</a>



Record Number: AIV07138

Product Code: 1905.24

* Required Fields

Product Information
~ ListALL "im‘munobiollpgicgl products uﬂs‘e.q_.‘ S
*Brand Name or Generic  *U.S. Vet. License (Est. No.) or

Name
1 Defensor 3

§Manufacturer Name
189

Adverse Event Report

Pharmacovigilance

United States Department of Agriculture
Center for Veterinary Biologics

510 South 17th Street, Suite 104

Ames, |A 50010
Phone: (515) 232-5785

FAX: (515) 232-7120

Serial (lot} Number
IAGOO199A

Type of Product
X viral

X [Click arrow for selections]

X [Click arrow for selections]

X [Click arrow for selections]

Administration of products.

Dose Route Site Needle Size Date Reconstituted
1 1m! SQ RR leg 02 02/10/2007

2

3

Administered by:

Veterinarian (or veterinary staff)

*Date of Product Use:(MM/DD/YYYY)

02/10/2007

Concurrent Drugs or Procedures:

Event Information

* Event description:

> Some other event - Describe Below

Explain the event and any treatment in a concise paragraph:
Lymphadenopathy - Retropharyngeal LN

If this adverse event involves a possible lack of efficacy with a rabies product please




contact the Center for Disease Control (CDC) at (404) 639-1050.

Onset (How long after product use did the event begin?:(12 hrs
(Include Units:mins, hrs, days, wks, mos, yrs)
Attending veterinarian's level of suspicion that product caused event; High ‘

*Outcome (select one))| (K] Other

Other;| Just diagnosed

Animal Information

Case |dentification:|Conor For animals handled in a group (herd, litter, etc.)
*Species: ] Canine (Dog) Number in group:[1
{Other Species): Number affected:|1
Breed :Kerry Blue Terrier Number vaccinated:1
Sex; Male Number dead:0
Neutered| [ o i
Age (i.e., 2 yrs or 2 mos)|5 yrs 5 mos

History and Envirenment {(e.g., acquisiticn, vaccination, and medical histories; housing, diet, contacts, ete.):
Family Pet; Coyote spotied in area past 3 days

Personal Information

_ Veterinarian Owner
*Name: Name
Address: Address (b)(6)
City: City
State: State:|CO
Zip ®)©) Zip
*Phone Phone (b)(6) OXRHHKKXKX)
FAX
E-mail: E-mail;

This event has been reported 10 5 g
the manufacturer(s): j

*Submitter's First Nam

*Submitter's Last Nam

(b)(6)
*Submitter's Phone Numbe

*Today's Dat
Relationship to animal:

Veterinarian




Other: |

Contact Scott Taylor if you have any questions regarding adverse events.

Date Received: 02/13/2007
Verified:yes

Reviewed yes

Date Entered: 02/21/2007
CVB Reporter:
Acknowledgement:

This confirms that your Adverse Event Report has been received by the Center for Veterinary Biologics {(CVB)}. Thank you for submitting this
information in your Adverse Event Report. It is information such as this thet enables the CVB to monitor the perforrnance of veterinary biclogics
used in field conditions. If you have additional questions regarding Adverse Event Reponting for veterinary biolegical products, please visit the
CVB. website.<p><a href="hlip:/Awww. aphis usda govivsicvb/ic/adverseeventreport hin">CVB Home Page</a>



Record Number: AIVO7155

Product Code: 1
* Required Fields

4P5.20 4637.20 1805.24

Product Information

List ALL imﬂj;ampb

iclcgical p;’oéucis uge;i

Adverse Event Report

Pharmacovigilance
United States Dapartment of Agriculture
Center for Veterinary Biologics
510 South 17th Street, Suite 104
Ames, 1A 50010
Phene: (515) 232-5785
FAX: (515) 232-7120

H

*Brand Name or Generic  *U.S. Vet License {Esi &e}or W
Name ?Egﬂanﬁfacfg;'e[ Name %SQFEB’ (iﬁf} Number T‘y’p@ of Product
1 Galaxy CV 165A 205211 = Viral
2 Galaxy DAZPPvL 165A 2133438 M Combination
3 Rabdomun 189 | AB02636 ' 52 Viral
a | |

Administrafion of producis.
Dose Route Site Neeadle Size Date Reconstituted
1 1ml SQ R shoulder 25 03/07/2007
Z 1ml SQ R shoulder 25 (03/07/2007
3 1ml SG R rear 25 03/07/2007
i

Administered by:

2 Vetarinarian {or veterinary staff)

*Date of Product Use: (MM/DDR/YYYY)

03/07/2007

Concurrent Drugs or Proceduresvaccings only

Event Information

* Event description:

&0 Anaphylaxis/Hypersensitivity

Explain the event and any treatment in a concise paragraph:
Both dogs presented for annual vaccines - came back within 1 br w/urticaria & hives. Given benadryl IM 1mg/#IM low
dose dexamethasone. 2 hrs later 1 dog was swelling again - dex IV @ 1mg/.  Emergency clinic 9 hrs later {after oral
benadryl) for continued sweiling, Next morning sleeping but no continued swelling, mildly pruritic.




If this adverse event involves a possible lack of efficacy with a rabies product please
contact the Center for Disease Control (CDC) at (404) 639-1050,

Onset (How long after product use did the event begin?);30 mins
{Include Units:mins, hrs, days, wks, mos, yrs)

Attending veterinarian's level of suspicion that product caused event: X Hich

* A
Outcome (select one)| X Recovered with treatment

Other 2 dogs from same litter

Animal Information

Case Identification;

For animals handled in a group (herd, litter, etc.)

*Species: X Canine {Dog) \‘ Number in group:2
(Other Species): Number affected:2
Breed |Boston Terrier Number vaccinated:[2
Sex; X Female Number dead:|0
Neutered.: X Yes
Age (i.e., 2 yrs or 2 mos):6 yrs

History and Envircnment (e.g., acquisition, vaccination, and medical histories; housing, diet, contacts, etc.):
Routine up o date vaccines - no known histary if lepto vaccine previously administered (3 yr Rv + DHPPC had heen given).

Personal Information

Veterinarian MDhamar
*Nam Name
Addres Address (b)6)
Ci City
Stat (b)(6) State:IFL
i Zip
*Pho Phone ()(6) XA
F/
E-mak— E-mail;

This event has been reported to

K No

the manufacturer(s):

*Submitter's First Nam

*Submitter's Last Nam

*Submitter's Phone Numbe

(b)(6)

*Today's Date

T O =T YTV

=TT




Reiationship to animal: X Veterinarian :

Other:

Submit
Contact Scott Taylor if you have any questions regarding adverse events,

Date Received: 03/08/2007
Verified:yes

Reviewed:yes

Date Enterad: 04/13/2007
CVB Reporter:
Acknowledgement: ves

This confirms that your Adverse Event Report has been received by the Center for Veterinary Biologics {CVB). Thank you for submitting this
information in your Adverse Event Report. i s information such as this that enables the CVE 1o monitor the performance of veterinary biologics
used in field conditions. if you have additiona questions regarding Adverse Event Reporting for veterinary biclogical products, please visit the
CVB. website.<p><a href="hitp://www.aphis.usda.govivsicvblic/adverseeventreport him”>CVE Home Page</a=



Record Number: AIV07168

Product Code:  1905.24

* Required Fields

Product Information

List ALL immuncbiological products used.

Adverse Event Report

Pharmacovigilance

United States Department of Agriculture
Certer for Veterdnary Biologics
510 South 17th Street, Suite 104

Ames, IA 30010
Phone: (515) 232-5785
FAX: (515) 232-7120

*Brand Name or Generic  "U.S. Vet. License (Est. Nojor |
Name Manufacturer Name Serial {lot) Number Type of Product
1 Defensor 1 189 ‘ 259711488 = Viral
éz P -
: |
g |
4
Administration of products.
Dose Route Site Neodle Size Date Reconstituted
1 T mi R hind
2
3
4

Administered by:

A Veterinarian (or veterinary staff)

*Date of Product Use:(MM/DD/YYYY)02/02/2007

Concurrent Drugs or Proceduresinone

Event Information

* Event description: Anaphylaxis/Hypersensitivity

Explain the event and any treatment in a concise paragraph:
licking paws, jumping, running arcund, couldn't get comforiable, vomited x1.

if this adverse event involves a possible lack of efficacy with a rabies product please




contact the Center for Disease Control (CDC) at (404} 639-1050.

Onset (How long after product use did the event begin?)3 hrs
(Include Units:mins, hrs, days, wks, mos, yrs)
Attending veterinarian's level of suspicion that product caused event;

> Not Listed

*“Outcome (select one):| [X] Recovered with treatment

Other:
Animal Information :
Case ldentification: For animals handled in a group (herd, litter, etc.)

*Species: X Canine (Dog) Number in group:1
{Other Species): Number affected:[1
Breed 1Shetland Shephard Number vaccinated:[1
Sex X Male Number dead:|0

Neutered:| (¥ Not Listed

Age {i.e., 2 yrs or 2 mos);8 yrs

History and Environment (e.g., acquisition, vaccination, and medical histories; housing, diet, contacts, etc.):
overall state of health was good.

Personal Information

Veterinarian - |
*Name Name (b)(6)
Address Address:
City (b)(6) City:
State State!
Zl Zip:
*Phon Phone;:|(XOK-X00-X00CK)
FAX
E-mail: E-mail:

This event has been reported to Not Listed
the manufaciurer(s):

*Submitter's First Name

*Submitter's Last Namg (b)(6)

*Submitter's Phone Numbe

*Today's Date02/0//200/(MM/DL/YYYY)

Relationship to animal:'



& Veterinarian

Cther:

Submit

£
mmmmmmmmmmm ot

Comtact Scoit Taylor If you have any questions regarding adverse events,

Date Received: 03/15/2007
Verifiediyes

Reviewadves

Diate Entered: 04/13/2007
CVE Reporter:
Acknowledgement: yes

This confirms that your Adverse Event Report has heen receivad by the Center for Veterinary Biologics (CVB). Thank you for submitting this
information in your Adverse Event Report. It Is informalion such as this that enables the CVB to monitor the performance of veterinary biclogics
used in field conditions. If you have additicnal questions regarding Adverse Event Reporiing for veterinary biological products, please visit the
CVB. website.<p><a href="hitp:#www.aphis.usda.govivs/ovbiic/adverseeventreport. htm">CVEB Home Page</a>



Adverse Event Report

Pharmacovigilance
United States Department of Agriculture
Center for Veterinary Biologics
510 South 171h Street, Suite 104
Ames, A 50010
Phone: (515) 232-5785
FAX: (515} 232-7120

Record Number: AIV07188

Product Code:  1805.24

* Required Fields

Product Information

List ALL immunobiological products used.

E*Brand Name or Generic  *LL.S. Vet. Lice;tseiﬁsif\k)} of

Name Manufacturer Name Serial (lot) Number  Type of Product
1 Rabdorun 1 189 6037456 Viral

; |

3

4

Administration of products,

Dose Route Site Nesdle Size Date Reconstituted
1 T ml S0 R hind 22 11/01/2007

2

3

Administered by:

Veterinarian {(or veterinary staff)

*Date of Product Use:(MM/DD/YYYY)03/14/2007

Caoncurrent Drugs or ProceduresiNone

Event Informalion

* Event description: Anaphylaxis/Hypersensitivity |

Explain the event and any treatment in a concise paragraph:
within 1 hour of recelving vaccine started vomiling & was wobbly & weak.

i this adverse event involves a possible lack of efficacy with a rabies product please




contact the Center for Disease Control (CDC) at (404) 639-1050.

Onset (How long after product use did the event begin?):within 1 hr
{Include Units:mins, hrs, days, wks, mos, yrs)

Attending veterinarian's level of suspicion that product caused event: X High

*Outcome (select one):| X Recovered with treatment

Other:
Animal Information
Case ldentification: For animals handled in a group (herd, litter, etc.)

*Species:| [X| Canine (Dog) Number in group:/1
(Other Species): Number affected;|1
Breed |Pug Number vaccinated:|1
Sex!| X Male Number dead:)

Neutered: X No

Age (i.e., 2 yrs or 2 mos):.4.5 mos

History and Environment {e.g., acquisition, vaccination, and medical histories; housing, diet, contacts, etc.):
vaccination

Personal information

Y \Votorinarian Owner
*Name Name
Address Address (b)(6)
City City
State (b)(6) State;PA
Zi Zipl  ®6) |
*Phon Phone:](3XOC-XXX-XXXX)
FA]
E-mail E-mail;

This event has been reported 10| 52 veg
the manufacturer(s):

*Submitter's First Name

*Submitter's Last Nams b)(6)
*Submitter's Phone Numbe

*Today's Date U Tor&UU7{MNTouiT T I 1)
Relationship to animal:




X Veterinarian |

Other:

Submit]

Contact Scott Taylor if you have any questions regarding adverse events,

Date Received: 03/26/2007
Verified:yes

Reviewed:.yes

Date Entered: 05/02/2007
CVB Reponter:
Acknowledgement: yes

This confirms that your Adverse Event Report has been received by the Cenler for Veterinary Biclogics {CVB). Thank you for submitting this
information in your Adverse Event Report. itis information such as this that enables the CVB 1o monitor the performance of veterinary biclogics
used in field conditions. if you have additional questions regarding Adverse Event Reporting for velerinary biological products, please visit the
CVB. website.<p><a href="htip.//www aphis, usda. govivsiovbiciadverseeventreport him™>CVE Home Page</a>



Record Number: AIV07211
Product Code: 180524

* Required Fields
Product Information
List ALL immunobiclogical products used.

Adverse Event Report

Pharmacovigilance
United States Department of Agriculture
Center for Veterinary Biologics
510 South 17th Street, Suite 104
Ames, 1A 50010
Phone: {515) 232-5785
FAX: (515) 232-7120

*Brand Name or Generic  *U.S. Vet. License (Est. Noyor | |

Name Manufacturer Name Serial (lot) Number Type of Product
11 Defensor | 189 ABS0480B T i

i

Administration of products.

Dose Route

Site Needle Size

Date Reconstituted

1

04/27/2006

2
3
il

Administered by

K Veterinarian {or veterinary staff)

*Date of Product Use: (MM/DD/YYYY)

04/27/2006

Concurrent Drugs or Procedures:

HW/parasite screen - negative

Event Information

* Event description: Some other event - Describe Below

Explain the svent and any treatmant in 8 concise

parasgraph:

27 April 2008 vaccination heaithy 3-5 days later coughing. 5-7 daye [ater post-vac shortness of breath. Took
dalmation to emergency hospital. Called Fairmont Animal Hospital, diagnosed with congestive heart failure.
Sonigram & medications. Died 11 Dec 20086. cardiclogist from comell recommended medication, Bailey; choc lab




(12 yrs) throwing up, respiration strained. Died march 12, 2007, a month post-vacc symptoms started.

If this adverse event involves a possible lack of efficacy with a rabies product please
contact the Center for Disease Control (CDC) at (404) 639-1050.

Onset (How long after product use did the event begin?);
(Include Units:mins, hrs, days, wks, mos, yrs)

3-5 days post vace

Attending veterinarian's level of suspicion that product caused event:

Not Listed

*Outcome (select one):

Died

Other;

Animal Information

Case ldentification:(Bailey & Max For animals handled in a group (herd, litter, etc.)
*Species:| (X Canine (Dog) Number in group:2
{Other Species): Number affected:2
Breed ;{Chocolate Lab Number vaccinated;2
Sex; X Male Number dead:|2
Neutered, i< Not Listed

Age (l.e., 2 yIs or 2 mos);

11.5yrs & 12 yrs

History and Envircnment {e.g., acquisition, vaccination, and medical histories; housing, diet, contacts, etc.):
Fairmont Animal Hospital did not feel it was from vaccination. Patient ref # 0122395 & 00387002. Could not find Balwin Bell
Emergency Hospital, vet clinic as listed on the report.

Personal Information

Veterinarian PV
*Name Nam (b)(6)
Address Address:
Cit (b)(6) City e |
Statg State:
Z Zip
*Phon Phone (b)(6) XOCK=XOCK XK
FAX:
E-mail: E-mail:

This event has been reported to
the manufacturer{s);

Not Listed

*Submitter's First Name
*Submitter's Last Name

(b)(6)




*Submitter's Phone Number (b)(6) KK-XOXK=XKKK)

*Today's Date[04/1072007{MM/DD/YYYY)

Relationship to animal: Owner

Other;

Submit
Contact Scott Taylor if you have any questions regarding adverse events.

Date Received: 04/10/2007
Verified:yes

Reviewed:yes

Date Entered: 05/02/2007
CVB Reporter: BCoyle
Acknowledgement:

This confirms that your Adverse Event Report has been received by the Center for Veterinary Biologics (CVB). Thank you for submitting this
information in your Adverse Event Report. It is information such as this that enables the CVB to monitor the performance of veterinary biologics
used in field conditions. If you have additional gquestions regarding Adverse Event Reporting for veterinary biological products, please visit the
CVB. website.<p><a href="http://www.aphis.usda.gov/vs/cvb/ic/adverseeventreport. htm">CVB Home Page</a>



Record Number: AIV07225
Product Code: 190524

* Required Fieids

Product Information
tist ALL immunobiological praducts used.

*Brand Name or Generic i’U.S, Vet. License (Est. ﬁé;}v or

Adverse Event Report

Pharmacovigilancs

United States Department of Agriculture
Center for Veterinary Biologics

510 South 17th Sltreet, Suite 104

Ames, 1A 50010

Phone: (515} 232-5785
FAX: (515) 232-7120

Serial (Iof} Number

£

Name Manufacturer Name Type of Product
1 Rabdomun 1 E‘ESQ 536&33?45{3 f Viral
’ | |
Administration of products.
Dase Route Site Needle Size Date Reconstituted
1 1 ml I R left
2
3
£l

Administered by: | 52 veterinarian (or veterinary staff)

*Date of Product Use:(MM/DD/YYYY)

04/26/2007

Concurrent Drugs or Procedures:{microchip

Fvent Information

* Event description:

(% AnaphylaxisfHypersensitivity

Explain the event and any treatment in a concise paragraph:
within minutes rubbing at injection site, bacoming weak, pale. Tx: epinephrine, dexamethasone, benedryl, {V fluids

If this adverse event involves a possible lack of efficacy with a rabies product please




contact the Center for Disease Control {CDC) at (404) 635-1050.

Onset (How long after product use did the event begin?y:
{Include Units:mins, hrs, days, wks, mos, yrs)

<5 rns

Attending veterinarian's leve! of suspicion that product caused event

% High

*Quicome (select ona):

7= Recovered with treatment

Othay:

Animal Information

Case Kentification:

Rusty

For animals handled in a group therd, litter, etc.)

*Species]

= Canine {Dog)

Number in groupl

{Other Species): Number affected|l
Breed :Shih Tzu Number vaccinatedi|l
Sex % Male Number dead)0

Neutered: Yes

Age {Le., 2 yrs or 2 mos}:

4 yrs

History and Environment {e.q., acquisition, vaccination, and medical histories; housing, diet, conlacts, etc.):
3rd rabies vaccination. no previous preblems, in good heaith, no known allargies.

Personal Information

Relationship to animal:

ok QOwner
*Name Namg 6
Address Address;
City (b)) City:
State State:;
2 Zip-
*Phon Phong (b)(6) OCK-XOOK-KXXK )
FA:
E-mail; E-mail:
This event has been reporied 1 Yes
the manufacturer(s);
*Submitter's First Nams
*Submitter's Last Name (b)(6)
*Submitter's Phone Numbe
*Today's Date:04/27/2007 (MM/DDAYYYY)




¥ Veterinarian

Other;

Submit
Contact Scott Taylor if you have any questions regarding adverse evenls,

Date Received; 04/27/2007
Verified.yes

Reviewed:yes

Date Entered: 05/02/2007
CVEB Reporter: Frana
Acknowiedgement:

This confirms that your Adverse Event Report has been received by the Center for Veterinary Biologics {CVB). Thank you for submitting this
information in yvour Adverse Event Report. Itis information such &s this thal enables the CVB to monitor the performance of veterinary biologics
used in field conditions. If you have additional questions regarding Adverse Event Reporting for veterinary biological preducts, please visit the
CVB. website <p><a href="hitp/fwww.aphis.usda.govivsicvbiic/adverseeventreport im™>CVB Home Page</a>



Record Number: ANV(7228
Product Code: 150524

* Required Fields

Product Information
List ALL immunobiological products used.

rsranaééa'me or Generic *ULS. Vel License (Est. Najor |

Adverse Event Report

Pharmacovighanc

&

United States Department of Agriculture
Center for Veterinary Biclogics
510 South 17th Street, Suite 104

Ames, 1A 50010

Phone: (515} 232-5785

FAX: (B15) 232-71

fﬁ&&rﬁai {lon Number

20

T

Name Manufacturer Name Type of Product

1 Defensor 1 189 8806113 U s21 vpie

2 K iClick arrow for sefections]

3 5 | & [Click arrow for selections]

h % - X [Click arrow for selections]
Administration of products.

Dose Route Site MNeeadle Size Date Reconstituted

1 1mi S0 = hind 25 11/01/2007

2

3

n

Administered by:

X Veterinarian (or veterinary staff)

*Date of Product Use: (MM/DD/YYYY)

04/27/2007

Concurrent Drugs or Procedures:

Exam, 4DX test

Event information

* Event description:

B Anaphyiaxds/Hypersensitivity

hives/swollen muzzle

Explain the event and any treatment in a concise peragraph:
The owner called the next day and reported that within hours after the vaccine the dog developed vomiting and




If this adverse event involves a possible lack of efficacy with a rabies product please
contact the Center for Disease Control (CDC) at (404) 638-1050.

Onset {(How long after product use did the event begin?)jhours
{Include Units:mins, hre, days, wks, mos, yrs)
Attending veterinarian's level of suspicion that product caused svent ¥ High

* R .
Outeormne (select onell X mecovered withold reatment .

Other;
Animal Information
Case |denfification: Tasha Theodorakakeos For animals handled in a group (herd, litter, etc.)

*Speties: X Canine (Dog) Nurmnber in group:1
{Other Species): Number affectedi!
Breed ‘Maltese Number vaccinatedil
Sex: & Female Number dead(

Neutered: % Yes

Age {L.e.. 2 yrs or 2 mos)i7 yrs

History and Environment (e.g., acquisition, vaccination, and medical histories; housing, diet, cortacts, efc.):
Pet, routine life, routine housing and dist

Personal Information

Veterinarian e
*Na me Name
Address Address (b)(6)
it City
Statg )6) Stai)ze:iNY
Zi Zip
*Phon Phone (b)(®) KK -HAXKY
Fa,
E-mai E-mail;

This event has been reported to] o
the manufacturer(s): :

*Submitter's First Nam
*Submitter's Last Nam (b)(6)

*Submitter's Phone Numbs
*Today's Date]04/3072007(MMIDDIYYYY)




Relationship to animal: X Veterinarian

QOther:

Submit
Contact Scott Taylor if you have any questions regarding adverse events.

Date Received: 04/30/2007
Verified:yes

Reviewed:yes

Date Entered: 05/02/2007
CVB Reporter:
Acknowledgement:

This confirms that your Adverse Event Report has been received by the Center for Veterinary Biclogics {CVB). Thank you for submitting this
information in your Adverse Event Report. It is information such as this that enables the CVB to monitor the performance of veterinary biclogics
used in field conditions. If you have additional questions regarding Adverse Event Reporting for veterinary biclogical products, please visit the
CVB. website.<p><a href="http:/Amww.aphis.usda.gov/vs/cvh/ic/adverseeventreport. htm">CVB Home Page</a>



Adverse Event Report

Pharmacovigilance
United States Department of Agricuiture
Center for Veterinary Biologics
510 South 17th Street, Suile 104
Ames, A 50010
Phone: (515) 232-5785
FAX: (B15)y 232-7120

Record Number; AIV07236
Product Code:  1305.24
* Required Fields
Product information
List ALL immunghbiclogical products used.

“*Brand Name or Generic  *U.S. Vet. License (Est. No.jor 0

Name Manufacturer Name Serial (lot) Number Type of Product

11 Defensor ;189 - SE05047E 2 Viral

i

F | .  [Click arrow for selections)
3 i T - X [Click arrow for selections]
4 | & [Click arrow for selections]

Administration of producis,

Dose Route Site MNeedle Size Date Reconstituted
1 1l 503 R flank 25 11/61/2007

o

3

Administered by: X Veterinarian {or veterinary staff)

“Date of Product Use: (MM/DD/YYYY)D5/04/2007
Concurrent Drugs or Frocedures:Exam, fecal centrifugation and 4DX test

Event Information
* Event description: | B Anaphylaxis/Hypersensitivity

Explain the svent and any treatmeant in & concise paragraph:
Vorniting and Hives within 4-6 hours post-vaccine

i this adverse event involves a possible lack of efficacy with a rabies product please




contact the Center for Disease Controf (CDC) at (404) 639-1050.

Onsst (How long after product use did the event begin?):4-6 hrs
(include Unitsimins, hrs, days, wks, mos, yrs)

Attending veterinarian's level of suspicion that product caused event] 52 High

*Qutcome (selectone)) 5 Recovered with ireatment
Other:

Anirmal Information

Case ldentification: Gidget For animals handled in s group (herd, litter, atc.)

*Species: X Canine (Dog) Number in group: 1

=

{Cther Species): Number affected:

s

Breed ;Bichon Frise Mumber vaccinated;

Sex Female Mumber dead:0

Neutered; & Yes

Age (e, 2 vis or2 mosyd .5 yrs

History and Environment {e.g., acquisition, vaccination, and medical histories; housing, dist, contacts, etc.):
Pat, routine diet and environment

Personal Information

\eterinarian QOwner
“Name Name
Address Address (b)(6)
i City
State StateNY
b
7 L 70
*Phon Phone (b)(6) DK XXX XK
A
E-mai E-mail:

This event has been reported to
the manuiacturer(s):

% No

*Submitter's First Nam
*Submitter's Last Nam
*Sybmitter's Phone Numbs

(b)(6)

*Today's Date]

VUG LUV INIBED P T T 1 )

Relationship to animal:




X Veterinarian

Other:

Submit
Contact Scott Taylor if you have any guestions regarding adverse events,

Cate Received: 05/04/2007
Verified.yes

Reviewed:yes

Date Entered: 05/21/2007
CVB Reporter:
Acknowledgement:

This confirms that your Adverse Event Report has heen received by the Center for Veterinary Biologics (CVB). Thank you for submitting this
information in your Adverse Event Reponrt. It is information such as this that enables the CVE fo monitor the performance of veterinary biologics
used in field conditions. If you have additional questions regarding Adverse Event Reporting for veterinary biological products, pleass visit the
CVB. website.<p><a href="hitp://www.aphis.usda.govivs/ovblic/adverseevenireport. htm™>CVE Home Page</a>



Adverse Event Report

Pharmacovigilance
United States Department of Agriculture
Center for Veterinary Biologics
510 South 17th Street, Suite 104
Ames, |A 50010
Phone: (515) 232-5785
FAX: {515) 232-7120

Record Number: AlIV07237
Product Code: 1905.24
* Required Fieids

Product Information
List ALL immunobiological products used.

*Brand Name or Generic  *U.S. Vet. License (Est. No)or | |

Name Manufacturer Name Serial (lot) Number  Type of Product

1 Defensor 3189 5606113 l X Viral

!2 I WK [Click arrow for selections]
3 - - S { [Click arrow for sefections]
A w B [Click arrow for selections]

Administration of products.

Dose Route Site Needle Size Date Reconstituted
1 1mi ISQ L thigh 25 11/01/2007

> .

3

4

Administered by: | (9] vieterinarian (or veterinary staff)

*Date of Product Use:(MM/DD/YYYY)04/30/2007
Concurrent Drugs or Procedures;None

Event Information
]
* Event description: Anaphylaxis/Hypersensitivity |

Explain the event and any treatment in a concise paragraph:
Vomiting which progressively worsened over 2-3 days post-vaccine

If this adverse event involves a possible lack of efficacy with a rabies product please




contact the Center for Disease Control (CDC) at (404) 639-1050.

Onset (How long after product use did the event begin?):not listed
{Include Units:mins, hrs, days, wks, mos, yrs)
Attending veterinarian's level of suspicion that product caused event: X Medium

*Outcome (select one)| [X Recovered with treatment

Other:
Animal Information
Case ldentification:Rudy For animals handled in a group (herd, litter, etc.)

*Species:| X Canine (Dog) Number in group:/1
(Other Species): Number affected:|1
Breed Miniature Dachsund Number vaccinated;/1
Sex: Male Number dead:0

Neutered: Yes

Age (i.e., 2 yrs or 2 mos).7.5 yrs

Histery and Environment (e.g., acquisition, vaccination, and medical histories; housing, diet, contacts, etc.):
Routine pet, indoor dog, routine diet and environment

Personal Information

\eterinarian Owner
*Na me Name
Address ‘ Address (b)(6)
Cin City
State (b)(6) StatelNY
Z Zip
*Phon | Phoné ®)6) XXOCK-XKHXK)
FA
E-mai E-mail;

This event has been reported to No
the manufacturer(s):

*Submitter's First Nam

*Submitter's Last Nam (b)(6)

*Submitter's Phone Numbeé

*Today's Date:[05/04/2007(MM/DD/YYYY)

Relationship to animal;




& Veterinarian

Other:

Submit.
Contact Scott Taylor if you have any questions regarding adverse events.

Date Received: 05/04/2007
Verified:yes

Reviewed:yes

Date Entered: 05/21/2007
CVB Reporter:
Acknowledgement:

This confirms that your Adverse Event Report has been received by the Center for Veterinary Biologics (CVB). Thank you for submitting this
information in your Adverse Event Report. It is information such as this that enables the CVB to monitor the performance of veterinary biologics
used in field conditions. If you have additional questions regarding Adverse Event Reporting for veterinary biological products, please visit the
CVB. website.<p><a href="http://www.aphis.usda.gov/vs/cvb/ic/adverseeventreport.htm">CVB Home Page</a>



Adverse Event Report

Pharmacovigilance
United States Department of Agriculture
Center for Veterinary Biclogics
510 South 17th Street, Suite 104
Ames, |A 50010
Phone: (515) 232-5785
FAX: (515) 232-7120

Record Number: AIV07243

Product Code: 13D1.22 1905.24 14P5.20
* Required Fields

Product Information

List ALL immunobiolegical products used.

*Brand Name or Generic  *U.S. Vet. License (Est. No)or |

Name Manufacturer Name Serial (lot) Number Type of Product

iT Vanguard Plus 5 189 ' AB06869B Viral

2 Defensor 1 ‘189 S604793E X Bacterial

3 Vanguard CV 189 AB07698C ‘ & Viral

4 X [Click arrow for selections]

Administration of products.

Dose Route Site Needle Size bate Reconstituted
1T 1ml SQ 2 3/08/2007
2 1ml SQ 22 03/08/2007
3 1ml SQ 22 03/08/2007

Administered by:

X Veterinarian (or veterinary staff)

*Date of Product Use:(MM/DD/YYYY)03/08/2007

Concurrent Drugs or Procedures:iadult welingss testing (normal) and
rimadyl (NSAID) 75 mg q24h

Event Information

* Event description: | X| Autoimmune
Explain the event and any treatment in a concise paragraph:

presented 5/7/2007 for pale gums, elevated WBC and anemia. cwner said was also exposed to weed killer week

before




If this adverse event involves a possible lack of efficacy with a rabies product please
comtact the Center for Disease Control (CDC) at (404) 638-1050,

Onset (How long after product use did the event begin?)/2 mes
{Include Units:mins, hrs, days, wks, mos, yrs)
Attending veterinarian's level of suspicion that product caused event; Medium

*Outcome (select one) ] Other

Other:{ owner has not picked up
prednisone/doxycycline as of vet

Animal Information

Case ldentification]17286-4  Foranimals handled in a group (herd, litter, efc.)
*Speciesi X Canine (Dog) Number in group:2
{Other Species): Number affected:|!
Breed jLabrador Retriever Number vaccinated:|]
Sex: = Female Number dead:D
Neutered: X Yes
Age (i.e., 2yrs or 2 mos)[11 yrs & 11 mos

History and Environment {e.g., acquisition, vaccination, and medical histories; housing, diet, contacts, etc.);
2 dogs in household, both ate treated grass, other dog was vaccinated on 5/8/07, efferred purina dog food, bloodtesting every 6
manths has been normal, fast dental cleaning 1/2008

Personal Information

Velerinarian =
*Name Nam (b)(6)

Address . Address]
City City:
S’zate: (b)(6) Staéfe:
Zi Zi

*Phon Phone  OCL-2OCK-2000K

FA

E-mall E-mail;

This event has been reported 10 0 1y
the manufacturer{s)

*Submitter's First Namy

*Submitter's Last Namd (b)(6)
|




*Submitter's Phone Numbe (121

“Today's Date:05/09/2007(MM/DD/YYYY)

Relationship to animal: < Veterinarian

Other:

Submit
Contact Scott Taylor if you have any questions regarding adverse events.

Date Received: 05/09/2007
Verified:yes

Reviewed.yes

Date Entered: 05/21/2007
CVB Reporter:
Acknowledgement:

This confirms that your Adverse Event Report has been received by the Center for Veterinary Biologics (CVB). Thank you for submitting this
information in your Adverse Event Report. It is information such as this that enables the CVB to monitor the performance of veterinary biologics
used in field conditions. If you have additional questions regarding Adverse Event Reporting for veterinary bioclegical products, please visit the
CVB. website.<p><a href="http:.//www.aphis.usda.gov/vs/cvb/ic/adverseeventreport htm">CVB Home Page</a>



Record Number: AIV0G7250

Product Code:  1805.24 13D1.28

* Required Fields

Product Information

List ALL immunobiclogleal products used.

Adverse Event Report

Pharmacovigilance
United States Department of Agriculture
Center for Veterinary Biologles
510 South 17th Street, Suile 104

Ames, 1A BO010

Phone: {515} 232-5785
FAX: (518)232-7120

“Brand Name or Generic  "U.S. Vet License {(Est. No)or |
I&amg Manufacturer Name Serial (lot) Number Type of Product
it Defensor 189 S606114 X vira
2 Duramune Max5 112 ;ﬁ‘éiﬁféﬁé ! Viral
3 ; |
e

Administration of products.
Dose Route Bite Needie Size Date Reconstituted
1 1 ml ] R rear
2 1mi SQ Dorsal shoulder
3
4

Administered by: X Vaterinarian (or veterinary staff)

*Date of Product Use:(MM/DD/YYYY)04/30/2007

Concurrent Drugs or Progcedures:None

Event Information

* Event description: | X Anaphviaxis/Hypersensitivity

Explain the event and any treatment in a concise paragraph:
facial swelling. Tx: Dex 8P, Benedryl IM

If this adverse event involves a possible lack of efficacy with a rabies product please




contact the Center for Disease Control (CDC) at {404) 639-1050.

Onset (How long after product use did the event begin?):4 hrs
{Include Units:mins, hrs, days, wks, mos, yrs)

Attending veterinarian's level of suspicion that product caused event) ] High

*Outcome (select one);| X Recovered with treatrment

Other
Animal Information
Case ldeniification:Scooter For animals handled in a group (herd, litter, etc.)

*Species: X Canine {Dog} Number in group: 1
{Other Species): Number affected:|1
Breed (Daschund Number vaccinated:|1
Sex| K Male Number dead:0

Neutered: 7] ves

Age (l.e., 2 yrs or 2 mos)[1.5 yrs

History and Environment (e.g., acquisition, vaccination, and medical histories; housing, diet, contacts, etc.):
In good health, no previous rx.

Personal Information

_ Veterinarian —  Owner
*Name Name (b)(6)
Address Address:
City City:
b)(6

State & State:
Zi Zipi

*Bhon Phone:|{(3CCL-X0-X0KX)
FA) :
E-mail: | E-mail:

This event has been reported to X No
the manufacturer(s):

*Submitter's First Nam
*Submitter's Last Nam (b)(6)

*Submitter's Phone Numbe
*Today's Date U5/ T472007(MN/DDIYY YY)

Relationship to animal:l




H Veterinarien

QOther;

Submit!

Contact Scott Taylor if you have any guestions regarding adverse events.

Daie Received: 05/14/2007
Verifled:yes

Reviswed:yes

Date Entersd: 05/21/2007
CvB Reporter: Frana
Acknowledgement:

This confirms that your Adverse Event Report has been recaived by the Center for Veterinary Biclogics {CVB)}. Thank you for submitting this
information in your Adverse Event Report. it is information such as this that enables the CVB to monitor the performance of veterinary biologics
used in field conditions. If you have additional questions regarding Adverse Event Reporting for veterinary biological products, please visit the
CVB. website.<p><a href="hiip///www aphis.usda.govivsiovbiic/adversesvenireport. lim™>CVB Home Page</a>



Record Number: AIV07251

Product Code:

* Required Fields
Product Information

1905.24 18M1.29

List ALL immunobiological products used.

’*

Brand Name or Generic

*U.S. Vet. License (Est. No.) or

Adverse Event Report

Pharmacovigilance
United States Department of Agriculture
Center for Veterinary Biologics
510 South 17th Street, Suite 104

Ames, IA 50010

Phone: (515) 232-5785
FAX: (515) 232-7120

!Serial (fot) Number

Type of Product

Name Manufacturer Name !
“] Defensor ‘189 §é6061 14 | Viral
!2 Duramune Max Py !112 516581048 Viral
3 | :"
4 :
Administration of products.
Dose Route Site Needle Size Date Reconstituted
1 1ml SQ R rear
2 1ml SQ Dorsal shoulder
3
A

Administered by:

X Veterinarian {or veterinary staff)

*Date of Product Use:(MM/DD/YYYY)

05/11/2007

Concurrent Drugs or Procedures:

None

Event Information

* Event description: | IX Anaphylaxis/Hypersensitivity

Explain the event and any treatment in a concise paragraph:
facial swelling, dex sp, benedryl IM

If this adverse event involves a possible lack of efficacy with a rabies product please




contact the Center for Disease Control (CDC) at (404) 639-1050.

Onset (How long after product use did the event begin?):2-3 hrs
{Include Units:mins, hrs, days, wks, mos, yrs)
Attending veterinarian's level of suspicion that product caused event: X High

*Outcome (select one):| X Recovered with treatment

Other:
Animal Information
Case ldentification:Maggie For animals handled in a group (herd, litter, etc.)

*Species: X Canine (Dog) Number in group:1
{Other Species): Number affected{1
Breed :King Cavalier Spaniel Number vaccinated:|1
Sex: Female Number dead:|0

Neutered: X No

Age {i.e., 2 yrs or 2 mos)> mos

History and Environment {e.g., acquisition, vaccinatien, and medical histories; housing, diet, contacts, etc.):
in good health, no previous

Personal Information

______ \eterinarian Owner
*Name: Namg  (b)(6)
Address; Address:
City ©)©) City:
State: State:
Zi Zip.
*Phong Phoneé (b)(6) OO XOCX-XXXX)
FAXS
E-mail: E-mail;

This event has been reported to < No
the manufacturer(s):

*Submitter's First Nam
*Submitter's Last Nam (b)(6)

*Submitter's Phone Numbe
*Today's Date U5/ T472007(MM/DLT Y YY Y]

Rélationship to animal:




Veterinarian

Other;

Submit]
Contact Scott Taylor if you have any questions regarding adverse events.

Date Received: 05/14/2007
Verified:yes

Reviewed:yes

Date Entered: 05/21/2007
CVB Reporter: Frana
Acknowledgement:

This confirms that your Adverse Event Report has been received by the Center for Veterinary Biologics (CVB). Thank you for submitting this
information in your Adverse Event Report. It is information such as this that enables the CVB to¢ monitor the performance of veterinary biologics
used in field conditions. If you have additional questions regarding Adverse Event Reporting for veterinary biological products, please visit the
CVE. website.<p><a href="http:/Ammww.aphis.usda.gov/vs/cvbiic/adverseeventreport.htim">CVB Home Page</a>



Recaord Number: AIV07287
Product Code: 1555.21 16E1.20 1505.24

* Required Fields
Product Information
List ALL immunobiological products used.

Adverse Event Report

Pharmacovigilance
United States Department of Agriculture
Center for Veterinary Biologics
510 South 17th Street, Suite 104

Ames, IA 50010

Phone: (515) 232-5785
FAX: (515) 232-7120

*Brand Name or Generic *US Vet. License (Est. No.) or

Name Manufacturer Name Serial (lot) Number  Type of Product

1 Feline Leukemia 189 | X Viral

2 Felocell 4 hae | [ -

| i X Viral

3 Rabies 189 = Viral
Administration of products.

Dose Route Site Needle Size Date Reconstituted

1

2

3

Administered by:

X Veterinartan (or veterinary staff}

*Date of Product Use:(MM/DD/YYYY)

07/27/2002

Concurrent Drugs or Procedures:

Event Information

* Event description: | Xl Neoplasia/Cancer

Explain the event and any treatment in a concise

paragraph:

Initial reaction developed within weeks - high fever over 105 degrees. cate developed stupor and could not walk.
After treatment from other vets, cat recovered. Large fibersarcoma or injecticn site sarcoma vas/iss diagnosed on
3/17/05. Cate died on 4/26/06 after 1 yr of treatment. Prior to vas diagnosis cat would periodically vomit bile -




improved after surgery.

If this adverse event involves a possible lack of efiicacy with a rabies product please

comtact the Center for Disease Control (CDC) at {404) 638-1050.

Onset (How iong after product use did the event begin?);weeks to years
{Include Units:mins, hrs, days, wks, mos, yrs)

Attending veterinarian’s level of suspicion that product caused avent:

X High

*Quicome (select onel| % Nied

Other:

Animal information

Case ldentification: Pookie

For animals handled ina group (herd, litter, efc.)

*Species| [7 Feline (Cat)

Nurmber in group:

ke

{Cther Species): Numbaer affectedil
Breed Maine Coon Number vaccinatedit
Sex: % Male Number deadi0

Neutered: X Yes

Age (l.e, 2 yrs or 2 mes)d vrs 8 mos

History and Environment {&.q., acquisition, vaccination, and medical histories; housing, diet, contacts, etc.).

indoor cat, owner since cat was 3 weeks old. One companicn cat, DSH, vaccinated same day - no reaction. Pet seen regularly as
recommended by vet

Personal Infarmation

| (b)(6)

Veterinarian Owner
*Name: Nam
Address: Addres (b))
ity Cit
S’ca‘tze::;:F (b)(6) 8%;’;3[00

Bhone Phonel 2©)  BOCHKRA0K)
FA |

E-mail: E-ma

the manufacturer(s)

This event has been reported 10 7] v

*Submitter's First Name (b)(6)

TSubmitter's Last Nam :




*Submitter's Phone Number] (b)(6) KX-XKX-XXXX)

*Today's Date 04/ 2272007(MMWDDYYYY)

Relationship io animal; X Owner

Cther:

Submit

Date Received: 05/20/2G07
Verified:yes

Reviewed:yes

Date Entered: 06/15/2007
CVB Reporter:
Acknowledgement; ves

This confirms that your Adverse Event Report has been received by the Center for Veterinary Biologics (CVB}. Thank you for submitting this
information in your Adverse Evernt Report. R s information such as 1his that enables the CVB fo monitor the performance of veterinary biclogics
used in field conditions. If you have addjtionat questions regarding Adverse Event Reporting for veterinary biological products, please visit the
CVB. wabsite. <p><a href="http://www. aphis. usda.gov/vsicvbl/ic/adverseevenireport. htm™>CVB Home Page</a>



Adverse Event Report

Pharmacovigilance
United States Department of Agriculture
Center for Veterinary Biologics
510 South 17th Street, Suite 104
Ames, IA 50010
Phone: {515) 232-5785
FAX: (515 232-7120

Record Number: AIV07305

Product Code:  13D1.28 2668.00 1905.24

* Required Fields

Product Information

List ALL immunobiological products used.

*UU.8. Vet. License (Est. No.) or

*Brand Name or Generic

| |
1Name iManufacturer Name Seﬂa’ aot) &umb&‘f TY;Q@ Qf prOduci
1 Duramune Max 5 112 - 916184A ¥ Viral
2 Leptovax4 [ 360222A | ¥ Bacterial
3 Defensor 3 5189 T BsosserET = Viral
i -
Adminisiration of products.
Dose Route Site Needle Size Date Reconstituted
1 M Rear end
2
3

Administered by | R vieterinarian {or veterinary staff) |

*Date of Product Use:(MMW/DD/YYYY}05/01/2007
Concurrent Drugs or Procedures:

Event Information

* Event description: | [X Systemic

Evplain the event and any reatment in a concise paragraph:
came to cinic as a pre-screen for teeth cleaning. vaccinated & took bicod. owner said dog really struggled during
blocd collection. After vaccine was given dog "never was right again”. Held head down, stopped eating. took to

emergency clinic on may 5, 2007 - dexamethasone & prednisone along with tracedong given better until steroid given




on may 29. Nystagmus described by owner on may 5. May 29 took back to same emergency clinic - gave injection of
des & tables of dex. June 4th severe panting. back to emerg. clinic, took xrays & scripted chloramphenicol june 5 dog
died. Emergency vet never gave diagnosis of vaccine related issue. Owner said no diagnosis or prognosis was given
to her.

If this adverse event involves a possible lack of efficacy with a rabies product please
contact the Center for Disease Control (CDC) at (404) 639-1050.

Onset (How long after product use did the event begin?):
{Include Units:mins, hrs, days, wks, mos, yrs)
Attending veterinarian's level of suspicion that product caused event; Xl Low \

*Outcome (select one)| X Died

Other:
Animal Information
Case |dentification: For animals handled in a group (herd, litter, etc.)

*Species| [X Canine (Dog) Number in groupi{i
{Other Species): Nurnber affected:[1
Breed :Bishon Number vaccinated:|1
Sex| X Male Number dead;[1

Neutered: X Yes

Age (i.e., 2 yrs or 2 mos):lapprox 9 yrs

Histery and Environment (e.g., acquisition, vaccination, and medical histories; housing, diet, contacts, etc.):
skin allergies, a year before dog had trouble with back legs, disc problem? Dr. Heywood treated with steroids & he got better.

Personal Information

Veterinarian Camar
*Name Name
Address Address ©)6)
Cit City
State ®)(E) StatePA
Zi Zip
*Phon Phone (b)(6) XX-XXX-XXXXK)
F T
E-mail: | E-mail:

This event has been reported to < No
the manufacturer(s): |




*Submitter's First Name:

*Submitter's Last Name: (b)(6)

*Submitter's Phone Number; P OCK-KXK-XAXKN)

*Today's Date;06/0//2007{MMW/DD/YYYY}

Relationship to animal; = Owner

Cther:

Subrmit
Contact Scott Taylor if you have any questions regarding adverse events.

Date Received: 06/07/2007
Verifiedives

Raviewed.yes

Date Enterad: 07/11/2007
CVB Reporter: Huls
Acknowiedgement,

This confirms that your Adverse Event Report has been received by the Center for Veterinary Biologics (CVB). Thank you for submitting this
information in your Adverse Event Repaort. It is information such as this that enables the CVB to moniior the performance of veterinary biologics
used in field conditions. If you have additional guestions regarding Adverse Event Reporting for veterinary biological products, please visit the
CVE, website <p><a href="http:/Amwww.aphis.usda.govivsicvbiic/atversesventreporL him'>CVEB Home Page</a>



Record Number: AIV(07316

Product Code:

* Required Fields
Product Information

List ALL |mmunob|olog|cal products used

Adverse Event Report

Pharmacovigilance
United States Department of Agriculture
Center for Veterinary Biologics
510 South 17th Street, Suite 104

Ames, |1A 50010

Phone: (515) 232-5785

FAX: (515) 232-71

13C1.20 18M1.23 1905.24 2100.02

20

*Brand Name or Generic  *U.S. Vet. License (Est. No.) or |
Name :Manufacturer Name Serial (|0t) Number Type of Product
1 Vanguard DA2P 189 - AB12719 = Viral
2 Vanguard plus CPV 189 A714324 X Viral
3 Defensor 3 189 8606114 X Viral
4 Bronchicine CAe 189 ABG10888 X Bacterial

Administration of products.
Dose Route Site Needle Size Date Reconstituted
1 1ml SQ R shoulder 2 06/26/2007
2 1ml SQ L. shoulder 22 06/26/2007
3 1ml SQ L. hip 22 06/26/2007
4 1 ml SQ R hip 22 06/26/2007

Administered by:

X Veterinarian (or veterinary staff)

*Date of Product Use:(MM/DD/YYYY)

06/26/2007

Concurrent Drugs or Procedures:

none

Event Information

* Event description:

X Anaphylaxis/Hypersensitivity

Explain the event and any treatment in a concise paragraph:

Moderate muzzle and periocular swelling. Dex SP 4mg/ml 0.5mg/kg 1V and Benadryl 50mg/ml 4mg/kg IM. Swelling
reduced by 75% in 6 hours. Pet vomited once but contained plastic so unlikely related to the vaccine reaction. Puppy

placed on LRS plus 5% dextrose as a precaution.




If this adverse event involves a possible lack of efficacy with a rabies product please
contact the Center for Disease Control (CDC) at (404} 635-1050.

Onset (How long after product use did the event begin?);
{Include Units;mins, hrs, days, wks, mos, yrs)

30-60 mins

Attending veterinarian's level of suspicion that product caused event;

X High

*Qutcome (select one):

Recovered with treatment |

Other:

Animal Information

Case Identification:

10391

For animals handled in a group (herd, litter, etc.)

*Species] [X] Canine (Dog) Number in group:{1
(Other Species): Number affecied:|1
Breed (Mini Dachshund Number vaccinated:|1
Sex: X| Female Number dead:|0
Neutered: X No
Age (i.e., 2 yrs or 2 mos)4 mos

History and Environment {e.g., acquisition, vaccination, and medical histories; housing, diet, contacts, etc.):

Personal Information

Veterinarian Owner
*Name: Name:
Address: Address:
City: City:
Statey:, (b)(6) Sta’g:
Zip Zip:
*Dhone Phone:|{(XXCK-XOCC-XXXXK)
FAX
E-mail: | E-mail:

This event has been reported to
the manufacturer(s):

X No

*Submitter's First Nam

*Submitter's Last Nan

*Submitter's Phone Numb

(b)(6)

X-XXXX)




*Today's Date{06/26/2007(MMDDIYYYY)

Relationship to animall 57 verarinarian [

Other:

Submit]
Contact Scott Taylor if you have any guestions regarding adverse events.

Date Received: 06/26/2007
Verified:yes

Reviewed:yes

Date Entered: 07/11/2007
CVB Reporter:
Acknowledgement:

This confirms that your Adverse Event Report has been received by the Canter for Veterinary Biolegics (CVB). Thank you for submitting this
information in your Adverse Event Report, 1t is information such as this that enables the CVB to monitor the performance of veterinary biclogics
used in field conditions. If vou have additional questions regarding Adverse Event Reporting for veterinary biological products, please visit the
CVB. website.<p><g href="htip://www.aphis usda.govivsiovbiic/adversesventreport. tm™>CVB Home Page</a>



Record Number: AIV(O7326
Product Code: 18D51.20 155521 190524

* Required Fields

Product Information

List ALL immunob

%o;a_gica{prodzzctg gz§§dk

Adverse Event Report

Pharmacovigilance
United States Department of Agriculture
Center for Veterinary Biologics
210 South 171h Street, Sulte 104
Ames, 1A 50010
Phone: {(515)232-5785
FAX: (815} 232-7120

R — P T

*Brand Name or Generic  *U.S. Vel License {Est. ?\Ec;}& or ) j
Name Manufacturer Name Serial (lot) Number  Type of Product
1 Felocell 3 189 AG11807B | X viral
2 Leukocell 2 ’1 89 ABOZ2407 S Viral
3 Defensor 1 189 5610805 ¥ viral
i i
Administration of products.
Dose Route Site Needle Size Date Reconstituted
1 S0
2 SQ
3 SQ
4

Administered by:

4 Veterinarian (or veterinary staff)

*Date of Product Use:(MM/DD/YYYY)

06/18/2007

Concumrent Drugs or Proceduresinone

Event Information

* Event description:

Anaphylaxis/Hypersensitivity

Explain the svent and any treatment in 3 concise paragraph:
fever, anorexia, lethargy began after vace & continued 1o 12 hours post vaccination. Hospitalized for fluid therapy &
NSAID to reduce fever (104).




if this adverse svent involves a possible lack of efficacy with a rables product please
contact the Center for Disease Control {CDC) at (404) 638-1050.

Onset {How long after product use did the event begin?)5 hrs
{Include Unitsimins, hrs, days, wks, mos, yrs)

Attending veterinarian's level of suspicion that product caused event; 5 Not Listed

*Outcome (select one): ] Recovared with treatment

Other: none
Animal Information
Case Identification:[Tigger For animals handled in a group (herd, litter, etc.)

*Species: K Feline (Cat) Number in group:1
{Other Species): Number affected:i
Bread not listed Number vacrinated |l
5ex1 2 Male Number dead:(0

Neutered: 57 Not Listed

Age {l.e., Zyrs or 2 mosy8 yrs

History and Environment {e.g., acquisition, vacecination, and medical histories; housing, diet, contacts, efc.):
no iliness at time of vaccination; no pre-existing allergies, birth defects or medical conditions.

Personal Information
A astasrinaarizae Owne{
*Name: Name
Address: Address b)6)
City: (b)(6) City
State: StatedFL
Zip Zip
*Phone Phore (b)(6) KKK~ KKK
FAXS
E-rriait E-mai;

This event has been reported 10 57 4
the manufacturer(s):

*Submitter's First Name|
*Submitter's Last Name )(6)
*Submitter's Phone Number,
*Today's Date!

P
RN




Relationship to animat; X Veterinarian

Other:

Submit
Cortact Scott Taylor if you have any questions regarding adverse events.

Date Received: 06/26/2007
Verifiedvas

Reviewed ves

Date Entereg: 07/11/2007
CVB Reporier:
Acknowledgement: yes

This confirms that your Adverse Event Report has been recsived by the Center for Veterinary Biologics (CVB). Thank you for submitting this
information in your Adverse Event Report. It is information such as this that enables the CVB to monitor the performance of veterinary biologics
used in field conditions. If you have additional questicns regarding Advarse Event Reporting for veterinary biological products, please visit the
CVB. websile <p><a href="hilp:/fwww aphis.usda. govivs/cvb/iciadversseventreport. im"»CVB Home Page</a»



Record Number: AIV07327
Product Code: 16D1.20 1555.21 1905.24
* Required Fields

Product Information
List ALL immunobiological products used.

Adverse Event Report

Pharmacovigilance
United States Department of Agriculture
Center for Veterinary Biologics
510 South 17th Street, Suite 104
Ames, IA 50010
Phone: (515) 232-5785
FAX: {515) 232-7120

*Brand Name or Generic  *U.S. Vet. License (Est. Nojor |
Name ‘Manufacturer Name Serial (lOt) Number Type of Product
1 Fellocell 3 189 A611808B X Viral
2 Leukocell 2 189 ABD2401 < Viral
3 Defensor 1 189 5610805 = Viral
A
Administration of products.
Dose Route Site Needle Size Date Reconstituted
1 SQ
2 SQ
3 SQ

Administered by:

X Veterinarian (or veterinary staff)

*Date of Product Use:(MM/DD/YYYY)

06/14/2007

Concurrent Drugs or Procedures:

none

Event Information

* Event description:

X Anaphylaxis/Hypersensitivity

Explain the event and any treatment in a concise paragraph:
owner reported lethargy in the evening the same date as vaccination. presented the following a.m. with fever (104},

lethargy, anorexia. treated with fluid therapy & NSAIDS




If this adverse event involves a possible lack of efficacy with a rabies product please
contact the Center for Disease Control (CDC) at {404) 639-1050.

Onset (How long after product use did the event begin?):6 hrs
{Include Units:mins, brs, days, wks, mos, yrs)
Attending veterinarian's level of suspicion that product caused event:

Not Listed

*Outcome (select one); (X Recovered with treatment

Other:
Animal Information
Case |dentification:|Phoebe For animals handled in a group (herd, litter, efc.)

*Species: Feline (Cat) Number in group:1
{Other Species): Number affecied:|1
Breed :|not listed Number vaccinated;:|1
Sex: X Female Number dead;0

Neutered:| (7] Not Listed

Age {i.e., 2 yrs or 2 mos}|3 yrs

History and Environment (e.g., acquisition, vaccination, and medical histories; housing, diet, contacts, etc.):
na iliness at time of vaccination & no pre-existing allergies, birth defects, or medical conditions.

Personal Information

v, ——

Owner
*Name: Name
Address: Address b)6)
City (b)(6) City
State: StateFL
Zip Zip
*Phona Phone (b)(6) XOK-XOXK-XOKXK)
FAX:
E-mail: E-mail:

This event has been reported 10| ¢

No
the manufacturer{s); -

*Submitter's First Nam

*Submitter's Last Nam (b)(6)

*Submitter's Phone Numbe

*Today's Daterorevre=vorrmmeerr—r—rry
[




Relationship to animal: X Veterinarian

Other:

Submit!
Contact Scott Taylor if you have any questions regarding adverse events.

Date Received: 06/26/2007
Verified:yes

Reviewed:.yes

Date Entered: 07/11/2007
CVB Reporter:
Acknowledgement: yes

This confirms that your Adverse Event Report has been recelved by the Center for Veterinary Biologics (CVB). Thank you for submitting this
information in your Adverse Event Report. It is information such as this that enables the CVB to monitor the performance of veterinary biologics
used in field conditions. If you have additional questions regarding Adverse Event Reporting for veterinary biological products, please visit the
CVB. website.<p><a href="http://www.aphis.usda.gov/vs/cvb/ic/adverseeventreport.htm">CVB Home Page</a>



Record Number:

Product Code:

AIV07333
13D1.29 1905.24

Adverse Event Report

Pharmacovigilance
United States Department of Agriculture

Center for Veterinary Biologics

510 South 17th Street, Suite 104

Ames, 1A 50010

Phene: (515) 232-5785
FAX: (515) 232-7120

* Required Fieids
Product Information

List ALL immunobiological products used.

*Brand Name or Generic  *U.S. Vet. License (Est. No.)or |
Name Manufacturer Name Serial (IOt) Number Type of Product
1 Duramune Max 5 112 016207A X Viral
2 Defensor 189 S5604793C X Vizal
3
4
Administration of products.
Dose Route Site Needle Size Date Reconstituted
1 1ml SQ R scapular 22 07/05/2007
2 1ml SQ R rear leg 23 07/05/2007
3

Administered by:

X Veterinarian (or veterinary staff}

*Date of Product Use:(MM/DD/YYYY)

07/05/2007

Concurrent Drugs or Procedures:

routine vaccination

Event Information

* Event description:

™ Local

Explain the event and any treatment in a concise paragraph:
very painful at site of injection

If this adverse event involves a possible lack of efficacy with a rabies product please




contact the Center for Disease Control {CDC) at (404) 639-1050.

Onset (How long after product use did the event begin?):|1 day
{Include Units.mins, hrs, days, wks, mos, yrs)
Attending veterinarian's level of suspicion that product caused event; High

*Outcome (select one)| [X' Recovered without treatment

QOther:
Animal Information
Case |dentification: For animals handled in a group (herd, litter, etc.)

*Species: X Canine (Dog) Number in group:|1
{Other Species): Number affected;|1
Breed :|Lab Number vaccinated:|1
Sex: X Male Number dead.|0

Neutered: < Yes

Age (i.e., 2 yrs or 2 mos)il yrs

History and Environment (e.g., acquisition, vaccination, and medical histories; housing, diet, contacts, etc.):
Single pet household, history of ear problems. Other than that no health concerns.

Personal Information

Veterinarian e
*Name: Name:
Address: Address: (b)(6)
City City:
State: (b)(6) State;|IL
Zip Zipl ()6 |
*Phona Phone:|(XXCK-XXX-XXXX)
FAX :
E-mail: ‘ E-mail;

This event has been reported to
the manufacturer(s):

*Submitter's First Name
*Submitter's Last Name (b)(6)

*Submitter's Phone Number

*Today's Date:U7/097Z007{MNVIDDIYY YY)
Relationship to animal:




Veterinarian

Other:

Submit
Contact Scott Taylor if you have any questions regarding adverse events.

Date Received: 07/09/2007
Verified:yes

Reviewed:yes

Date Entered: 08/28/2007
CVB Reporter: -
Acknowledgement; yes

This confirms that your Adverse Event Report has been received by the Center for Veterinary Biologics (CVB). Thank you for submitting this
information in your Adverse Event Report. It is information such as this that enables the CVB to monitor the performance of veterinary biologics
used in field conditions. If you have additional questions regarding Adverse Event Reporting for veterinary biological products, please visit the
CVB. website.<p><a href="http://www .aphis.usda.gov/vs/cvblicfadverseeventreport. htm">CVB Home Page</a>



Record Number: AIV07343

Product Code:  1905.24 1331.20

* Required Fields

Product Information

List ALL immuncbiological products used,

i*éfarid”l'daé“mé ér Generic  “U.S. Vet License (Esth) or

Adverse Event Report

Pharmacovigilance

United States Departrent of Agriculture
Center for Veterinary Blologics

510 South 17th Strest, Suile 104

Ames, 1A 50010

Fhone: (515) 232-5785
FAX. (515} 232-7120

%“am@ éManufaEturer Name Serlai (Iot) Number Type Of PdeUCt
I Defensor 3 189 5606115A :
5" Continuum DAP 586 500670071A
3 | '
4
Administration of products,
Dose Route Site Needle Size Date Reconstituted
1 tmil SG = hind
2
2
4

Administered bY: | 51 veterinarian (or veterinary staff}

*Date of Product Use:(MM/DD/YYYY)07/18/2007

Concurrent Drugs or Procedures:physical exam, HW. test

Event Information

* Event description: | X Anaphylaxis/Hypersensitivity

hives, facial swelling, Tx: diphenhydramine

Explain the evant and any treatment In a concise paragraph:

I this adverse event involves a possible lack of efficacy with a rabies product please




contact the Cenler for Disease Control {CDC) at (404) 635-1050.

Onset (How long after product use did the event begin?):30 ming
{Include Units:mins, hrs, days, wks, mos, yrs)
Attending veterinarian's leve! of suspicion that product caused event; High
“Outcome (select one}. X Recovered with treatment
Cther;
Animal Information
Case ldentificationi313562 "Bell” For animals handled in a group (herd, Iitter, etc.)
*Species: Z Canine (Dog) Numbey in group:1
{Oher Species): Number affected:
Breed Hat Terrisr Number vacsinaled:
Sex; % Female Number dead:D
Nelgered: =l Yes
Age (ie., 2 yis or 2 mos)i3.5yrs

History and Environment {e.¢., acquisition, vaccination, and medical histories; housing, diet, contacts, efc. )
in good health, no known previous reactions

Personal Information

Veterinarian Crwner
*Narne: Namg  (b)(6)
Address: Address,
City (b)(6) City.
State: State:
ZIf] Zin:
*ohond Phone: (GO0 000
FAX
E-mail; E-mail

This event has been reported 10} 52 vag
the manufacturer{s),

*Submitter's First Nams

*Submitter's Last Namé (b)(6)

*Subrmitter's Phone Numbe

“Today's Date U772 ZUCTIMWDDIYY YY)

Relationship to animak




X Veterinarian

Other:

Submit
Contact Scott Taylor if you have any questions regarding adverse events.

Date Received: 07/23/2007
Verified:yes

Reviewed:yes

Date Entered: 08/28/2007
CVB Reporter: Frana
Acknowledgement:

This confirms that your Adverse Event Report has been received by the Center for Veterinary Biologics {CVB). Thank you for submitting this
information in your Adverse Event Report. It is information such as this that enables the CVB to monitor the performance of veterinary biologics
used in field conditions. If you have additional questions regarding Adverse Event Reporting for veterinary biological products, please visit the
CVB. website.<p><a href="hitp:/www.aphis.usda.gov/vs/cvb/ic/adverseeventreport.htm">CVB Home Page</a>



Adverse Event Report

Record Number: AIV07344

Product Code: 1905.24

* Required Fields

Product Information

List ALL immunobiological products used.

Pharmacovigilance

United States Department of Agriculture
Center for Veterinary Biologics

510 South 17th Street, Suite 104

Ames, 1A 50010
Phone: (515) 232-5785

FAX: (515) 232-71

“Brand Name or Generic  *U.S. Vet. License (Est. Nojor

Name Manufacturer Name
1 Defensor 3 189

Serial (lot) Number
S606115A

20

Type of Product

1
1

3

3

fi

Administration of products.

Dose Route Site

Needle Size

Date Reconsfituted

1 1ml 5Q R hind

2

3

7

Administered by:

X Veterinarian {or veterinary staff)

*Date of Product Use:(MM/DD/YYYY)07/20/2007

Concurrent Drugs or Procedures:|physical exam, H.W. test

Event Information

* Event description; | [X] Anaphylaxis/Hypersensitivity

Explain the event and any treatment in 2 concise paragraph:
ITx: diphenhydramine

If this adverse event involves a possible lack of efficacy with a rabies product please




comtact the Center for Dissase Control (CDC) at (404) 639-1050.

Onset (How long after product uge did the event begin?);
{Include Units:mins, hrs, days, wks, mos, yrs)

10 mins

Aftending veterinarian's level of suspicion that product caused event;

2 High

*Outcome (select one):

™ Recovered with treatment

Other

Animal Information

Case [dentification;

313 471 "Wendy"

For animals handled in a group {herd, litter, etc.)

“Species] X Canine {Dog) Number in group: 1
(Other Species): Number affected|1
Breed ||Boston Terrier Number vaccinated;|!
Sex: X Female Number dead: 0
Neutered: % No
Age (i.e., 2 yrs or 2 mos)|3 yrs

In good health, no previous Rx

History and Environment {e.g., acquisition, vaccination, 2nd medical histories; housing, digl, contacts, ete.):

Personal Information

Relationship 1o animal:

Veieringrian Cwner
*Name Name|  (b)®)
Address Address,
City (b)(©) City:
State Statsl
Zi Zip:
*Bhon Phone (XXX -X000-K XXX
FAXS
E-mail: E-mail:
hi n to
T v b poreT T oo
*Submitters First Name
*Submitter's Last Name (b)(6)
*Submitter's Phone Number
*Today's Date]07/23/2007(MMDDIYYYY)




Veterinarian

Other;

Submit]
Contact Scott Tayior if you have any questions regarding adverse events.

Date Received: 07/23/2007
Verified:yes

Reviewed:yes

Date Entered: 08/28/2007
CVB Reporter: Frana
Acknowledgement:

This confirms that your Adverse Event Report has been received by the Center for Veterinary Biologics {CVB). Thank you for submitting this
information in your Adverse Event Report. lt is information such as this that enables the CVB to monitor the performance of veterinary biologics
used in field conditions. If you have additional questions regarding Adverse Event Reporting for veterinary biological products, please visit the
CVB. website.<p><a href="htip.//iwww.aphis.usda.gov/vs/cvbl/ic/adverseeventreport.htm">CVE Home Page</a>



Record Number: AIV07353
Product Code: 1905.24

* Required Fields

Product Information

List ALL immunobiological products used.

Adverse Event Report

Pharmacovigilance
United States Department of Agriculture

Center for Veterinary Blologics

510 South 17th Sireet, Suite 104

Ames, IA 50010
Phone: (515) 232-5785

FAX: (515) 232-7120

*Brand Name or Generic  *U.S. Vet License (Est No)or |

Name Manufacturer Name Serial (lot) Number Type of Product

1 Defensor 189 5606670 5 Viral

2 X [Click arrow for selections]
3 X [Click arrow for selections)
i X [Click arrow for selections]

Administration of products.

Dose Route Site Needle Size Date Reconstituted
1 1ml unknown unknown unknown

2

3

Administered by:

X Veterinarian (or veterinary staff)

*Date of Product Use:(MM/DD/YYYY)

02/11/2007

Concurrent Drugs or Procedures:

Event Information

* Event description: | X Local

Explain the event and any treatment in a concise paragraph:
Area of hyperpigmentation/alopecis over shoulderblades. Biopsy revealed vaccing induced ischemic dermatopathy

If this adverse event involves a possible lack of efficacy with a rabies product please




contact the Center for Disease Control (CDC) at (404) 639-1050.

Onset (How long after product use did the event begin?):
(Include Units:mins, hrs, days, wks, mos, yrs)

approx. 2 mos

Attending veterinarian's level of suspicion that product caused event:

High

*Qutcome (select one);

Other

Other:

Starting treatment

Animal Information

Case Identification;

1958

For animals handled in a group (herd, litter, etc.)

*Species| X| Canine (Dog) Number in group:/1
(Other Species): Number affected:|1
Breed Pomeranian Number vaccinated:|1
Sex: Female Number dead:|D
Neutered: X Yes
Age (i.e., 2 yrs or 2 mos)i5 yrs

History and Environment (e.g., acquisition, vaccination, and medical histories; housing, diet, contacts, etc.):
IAnimal was vaccinated at a low cost vaccination program held at Veterinary Health Center at 305 N. Center, Saginaw, Ml

Personal Information

Veterinarian

*Name
Address
City
State

Zi
*Phon
FAS
E-mail

(b)(6)

Name

Address

City

(b)(6)

State: M|

Zip

Phone

(b)(6)

CK-XXAKXKKY

E-mail;

This event has been reported to

X No

the manufacturer(s*
*Submitter's First Nan
*Submitter's Last Nan
*Submitter's Phone Numb

(b)(6)

*Today's Date:

0772772007(MM/DDIYYYY)

Relationship to animal:

X Veterinarian




Other] [

Subrmit
Contact Scolt Tayior if you have any questions regarding adverse events.

Date Received: G7/27/2007
Verified:ves

Reviewed:yes

Date Entered: 08/28/2007
CVE Reporter:
Acknowledgement:

This confirms that your Adverse Event Repart has been recelved by the Caenter for Velerinary Blologics (CVB). Thank you for submitting this
information in your Adverse Event Report. It is information such as this that enables the CVB to monitor the performance of veterinary biclogics
used in field conditions. If you have additional questions regarding Adverse Event Reporting for veterinary biclogical products, please visit the
CVB. website.<p><a href="hitp://www.aphis.usda. govivs/cvb/ic/adverseeventreport itm">CVB Home Page</a>



Adverse Event Report

Pharmacovigilance
United States Department of Agriculture
Center for Veterinary Biologics
510 South 17th Street, Suite 104
Ames, |A 50010
Phone: (515) 232-5785
FAX: (515)232-7120

Record Number: AIVV07365
Product Code: 16D1.22 1905.24
* Required Fields

Preduct Information
List ALL immunobiological products used.

*Brand Name or Generic  *U.S. Vet. License (Est. No.yor | |
Name Manufacturer Name ‘Serial (lot) Number  Type of Product
1 FelO-Guard Plus3 112 ! 17159A X viral
12 Defensor 3 89 ‘85051 13 HI—@ Viral

3 ; | I | A | X [Chck arrow for selections)
4 X iClick arrow for selections]

Administration of products.

Dose

Route Site Needle Size

Date Reconstituted

1

2
3
4

Administered by: | 59 veterinariar (or veterinary staff)

*Date of Product Use:(MM/DD/YYYY)07/17/2007

Concurrent Drugs or Procedures:

Event Information

* Event description: | I{ Anaphylaxis/Hypersensitivity

Explain the event and any treatment in a concise paragraph:
death - anaphylaxis

If this adverse event involves a possible lack of efficacy with a rabies product please




contact the Center for Disease Control (CDC) at (404) 6391050,

Onset {How long afier product use did the event begin?).
{Include Units:mins, hrs, days, wks, mos, yrs)

minutes

Attending veterinarian's level of suspicion that product caused event:

High

*Outcome {select one):

X Died

Animal Information

Qther:

Case ldentification;

For animals handled in a group (herd, litter, efc.)

*species] X Feline (Caty

Numbsr in group: 1

{Other Species): Number affected:i
Bread : Number vaccinated 1
Sex: 5l Famale Number dead)1

Neutered: X ves

Age {i.e., 2 yrs or 2 mosiis

History and Environment (e.g., acquisition, vaccination, and medical histories; housing, diet, contacts, efc.):

Personal Information

___ Veterinarian Owner
*Name Name
Address Addrzsss
(b)(6)
Ciry City
State (b)(6) SiatefIN
7i Zin
*Phon Phone (b)(6) KX XKOCK)
FAJ T
E-maill_ E-mail (0)(6)

This event has besen reporied o
the manufacturer(s;

X Yes i

*SQubmitter's First Name

*Submitter's Last Name (0)(6)
*Submitter's Phone Number KHK-RKK-KHKKK)
*‘}‘ngay‘g Date [0Z0ZZ2007MM/DDIYYYY)

Relationship to animal:




& Cwner

Qther:

Submit
Contact Scott Taylor if you have any questions regarding adverse events,

Date Recsived: 08/02/2007
Verified:yves

Reviewed:yes

Date Entered: 08/28/2007
CVB Reporter:
Acknowledgement;

This confirms that your Adverse Event Report has been received by the Center for Veterinary Biologics (CVR). Thank you for submitting this
information in your Adverse Event Report. It is information such as this that enables the CVB to monitor the performance of veterinary biologics
used in field conditions. If you have additicnal questions regarding Adverse Event Reporting for veterinary biclogical products, please visit the
CVEB. website <p><a href="http.fwww . aphis.usda.govivs/ovhiciadverseevantreport. htm">CVE Home Page</a>



Adverse Event Report

Pharmacovigilance
United States Department of Agriculiure
Center for Velerinary Biologics
510 South 17th Strest, Suite 104
Ames, 1A 50010
Phone: {515) 232-578%
FAX. (B15) 2327120
Record Number; AV(8036
Product Code:  1505.24 13D1.22
* Reguired Fields
Product Information
List ALL immunobiological producis used.
*Brand Name or Generic  *U.S. Vet. License (Est. No.)or |
&gamfacﬁ;{e; Namea Serial {lot) Number Type of Product

E?*éame ]

1 Defensor 3 189 1718014 2 viral

Q Vanguard Plus 5 j1 89 T ?35{}?’8’”?48” ' 2 Viral

3 | | | | o 1 [Click arrow for selections)
f}’ 3 [Click arrow for selections]

Administration of products.

Dose Rolite Site Needle Size Date Reconstituted
1 SQ

2

3

Administered by: | (21 veterinarian {or veterinary staff)

*Date of Product Use (MM/DD/YYYY)09/17/2007
Concurrent Drugs or Procedures:;

Event Information
* Event description: | X Anaphylaxis/Hypersensitivity

Explain the event and any treatment in a concise paragraph:
facial swelling

If this adverse event invalves a possible lack of efficacy with a rabies product please




contact the Center for Disease Control (CDC) at (404) §38-1050.

Onset (How long after product use did the event begin?)12 hrs
{include Unitsimins, hrs, days, wks, mos, yrg)
Attending veterinarian's level of suspicion that product caused event %l High

*Outcome (select one)| X Recovered with treatment

Other:
Animal Information
Case ldentification: For animals handled in a group (herd, litter, ¢tc.)

*Species: X Canine (Dog) Number in greup
{Other Species); Number affected1
Breed |Dachsund Number vaccinated:|1
Sex! & Female Number dead|)

Neutered: X Yes

Age (i.e., 2 yrs or 2 mos)s yrs

History and Environment {e.g., acquisition, vaccination, and medical histories; housing, diet, contacts, etc.):

Personal Information

Veterinatian Qwner

*Name; Name:
Address: Adidress:
City City:
State (b)(6) Smte;
Zi Zip:

*Phon Phone PO XXX

FAS

E-mail; | E-mail:

This event has been reported to =
the manufaciurer{s):

*Submitter's First Namel

*Submitter's Last Name (0)(6)

*Submiller's Phone Numbe SO
*Today's Date/097ZT72007(MMIDDYYYY)

Relationship to animal




Owner

Other;

Submit]
Contact Scott Taylor if you have any questions regarding adverse events.

Date Received: 09/21/2007
Verified:yes

Reviewed:yes

Date Entered: 10/09/2007
CVB Reporter: Osorio
Acknowledgement:

This confirms that your Adverse Event Report has been received by the Center for Veterinary Biologics {CVB). Thank you for submitting this
information in your Adverse Event Report. It is information such as this that enables the CVB to monitor the performance of veterinary biologics
used in field conditions. If you have additional questions regarding Adverse Event Reporting for veterinary biclogical products, please visit the
CVB. website.<p><a href="http://www.aphis.usda.gov/vsi/cvb/ic/fadverseeventreport.htm">CVB Home Page</a>



Adverse Event Report

Pharmacovigilance
United States Department of Agriculiure
Center for Veterinary Biologics
510 South 17th Street, Suite 104
Ames, [A 50010
Phone: {515) 232.5785
FAX: (B18) 2327120

Record Number: AIV08053

Product Code;
* Required Fields
Product Information

List ALL immunobiolegical products used.

2668.00 1331.20 1805.24 1081.00

i*fszéffg Name or Generic ?‘*’U,S, Vet, Lécefﬁgef“{*é‘é{ ﬁéjér 7 T
Name Manufacturer Name Serial (fot) Number  Type of Product
1 Dursmune LCI/GP 112 045127A X Bacterial
% Continuum DAP "8 06860035 T vira
3 Defensor 3 189 i§716100 E 2 Vira]
4 Bronchi-Shield 12 110249C T2 Bactorial
| D e e e E
Administration of products,
Dose Houte Site Needle Size Date Reconstituied
1 1ml SG L rear leg 75
2 1ml S0 R fore leg 25 12/05/2007
3 1T mi S0 R rear leg 25
4 1 mi IN nasal NA 12/05/2007
Administered by: X Veterinarian (or veterinary staff)

*Date of Product Use:(MM/DDAYYYY)

12/05/2007

Coneurrent Drigs or Proceduresinone

Evant Infarmatio_n

q

¥ Event description: [ X Anaphylaxis/Hypersensitivity

Explain the event and any treatment in a concise paragraph:
Following visit, patient vomited in the lobby (about 5 ming post vax). Physical exam revealed pale mucous
membranes, tachycardia and thready pulses. An 1V catheter was placed. The patient was given dexamethascne SP
iV, banadryl IM and IV fluids.




If this adverse event involves a possible lack of efficacy with a rables product please
contact the Center for Disease Controt (CDCY at (404) 639-1050.

Onset {How long after product use did the event begin?):
{Include Units:mins, hrs, days, wks, mos, yrs)

approx. 5 ming

Attending vetetinarian’s level of suspicion that product caused event:

X High

*Outcome (select one):

] Recovered with treatment

Other:

Animal Information

Case ldentification:

For animals handled in a group (herd, litter, etc.)

*Species:

Canine (Dog)

Number in group:

{Other Species}):

Number affected:

i

Breed jPoodle Mix

Number vaccinated:

—

Sex]

X Male

Number dead |0

Neutered:

& Yes

Age (i.e., 2 yrs or 2 mos)inot given

History and Environment (e.g., acquisition, vaccination, and medical histories; housing, diet, contacts, etc )
Cwned for 1 vear, obtained from rescue. History of intermittent itichiness. Indoor only. Commercial dry diet.

Persanal Information

*Name Nam
Address Addres (b)(6)
Cify Cit
Statey B StaleiGA
Zi Zip

*Bhon Phone (b)(®) XX LXK
FA)

E-mail | E-mail:

This event has been reported to

No

4

the manufacturer{s}:

*Submitter's First Nams
*Submitter's Last Nams
*Submitier's Phone Numbe

(b)(6)

KKK




*Today's Date:|12/13/2007(MM/DD/YYYY)}

Relationship to animal: Veterinarian

Other:

Submit
Contact Scott Taylor if you have any questions regarding adverse events.

Date Received: 12/13/2007
Verified:yes

Reviewed:yes

Date Entered: 01/23/2008
CVB Reporter:
Acknowledgement: yes

This confirms that your Adverse Event Report has been received by the Center for Veterinary Biologics (CVB). Thank you for submitting this
information in your Adverse Event Report, It is information such as this that enables the CVB to monitor the performance of veterinary biologics
used in field conditions. If you have additional questions regarding Adverse Event Reporting for veterinary biological products, please visit the
CVB. website.<p><a href="http://www . aphis.usda.gov/vs/cvbfic/adverseeventreport.htm">CVB Home Page</a>



Record Number: AIV0OR130
Product Code: 1905.24 1561.23 16C1.22
* Required Fields

Product information
List ALL immunobiological products used.

Adverse Event Report

Pharmacovigilance

United States Department of Agriculture
Center for Veterinary Biologics

510 South 17th Street, Suite 104

*Brand Name or Generic  *U.S. Vet. License (Est. No.) or

Ames, 1A S0010
Phone: (515) 232-5785

FAX: (515) 232-7120

Serial (lot) Number

Name Manufacturer Name Type of Product

1 Defensor 3 ‘f 39 ABBES25R 5 viral

5 Feline Ultranasal EPL 293 T 4559 2 Viral

Vaccine

EB Feline Uitfaﬁa&aE F‘\;RC 2-! 3 ' 4‘%38 & ECE%EK AITOW ff)r Sﬁ;ediﬁﬁsz

Nacoine :

4 ¥ [Click arrow for selections]
Adminisiration of products.

Dose Roule Site Needle Size Date Reconstituted

1 1ml S50 RR leg 25 06/10/2008

2 02ml iN nares noOne 06/10/2006

3

Administered by:

[ Veterinarian {or veterinary staff)

*Date of Product Use:(MM/DD/YYYY)

06/10/2006

Concurrent Drugs or Procedures:

Fal V/FIV test, and microchip.

Event Information

* Event description: | X Systemic

Explain the event and any treatment in a concise

paragraph:

Vomiting, anorexia, lethargy. Gave 17.5myg Benadry! 8Q, and 2.5mg famotidine PO.

If this adverse event involves a possible lack of efficacy with a rabies product please




contact the Center for Disease Control (CDC) at (404) 639-1050.

Onset (How long after product use did the event begin?);10 hrs
{Include Units:mins, hrs, days, wks, mos, yrs)
Attending veterinarian's level of suspicion that product caused event: High

*Quicome (select one}| X Recovered with treatment

Other:
Animal Information
Case |dentification: For animals handled in a group (herd, litter, etc.)

*Species| X Feline (Cat) Number in group:/1
{Other Species); Number affected:[1
Breed :Bengal Number vaceinated:|1
Sex| X Female Number dead:|0

Neutered)| 7] yes

Age (i.e., 2 yrs or 2 mos)3 yrs

History and Environment {e.g., acquisition, vaccination, and medical histories; housing, diet, contacts, etc.):
Indoor enly. No significant medical problems.

Personal Information

\/atarinarian
*Name Narme
Address Address (b)(6)
City City
State 6)6) Sta?ei MI
Z Zip:
*Phon Phone: (b)(6) KX-XXK-XKKKX)
FA
E-mai E-mail:

This event has been reported to| 71 g
the manufacturer(s):

*Submitter's First Namé

*Submitter's Last Namg (b)(6)

*Submitter's Phone Numbe )

*Today's Date [UT/USTZOUBIVMIM/DLT Y Y Y Y}
Relationship to animal




Other

Qther:|Licensed Veterinary Technician

Submit
Contact Scott Taylor if you have any questions regarding adverse events.

Date Received: 01/09/2008
Verified:yes

Reviewed.yes

Date Entered: 01/23/2008
CVB Reporter:
Acknowledgement:

This confirms that your Adverse Event Report has been received by the Center for Veterinary Biologics (CVB). Thank you for submitting this
informaticon in your Adverse Event Report. It is information such as this that enables the CVB to monitor the performance of veterinary biologics
used in field conditions. If you have additional questions regarding Adverse Event Reporting for veterinary biological preducts, please visit the
CVB. website.<p><a href="http://www.aphis.usda.gov/vs/cvblic/adverseeventreport.htm">CVB Home Page</a>



Record Number; AV08173

Product Code: 47K1.20 1905.24 14P5.20

Adverse Event Report

Pharmacovigilance
United States Department of Agriculture
Center for Veterinary Biologics
510 South 17th Street, Suite 104
Ames, [A 50010
Phone: (515) 232-5785
EAX: (515) 232-7120

* Required Fleids

Product Information

List ALi_ 1mmun0b

zofoglcal products used.

*Brand Name or Generic  *L.S. Vet. License {Est, Nc) or |
Name ggag‘;gfag{w‘gr Name Serial {lot} Numbear Type of Product
1 Vanguard Plus 5 L4 189 A715151A X Combination
2 Defensor 3 189 - S7148870 < Viral
%3 Vanguard CV 189 - A713530C ' 5 Combination
34 2] [Click arrow for selections]
Administration of products,
Dose Route Site Needie Size Date Reconstituted
11ml 5Q R scapula 25 02/04/2007
2 1ml SQ R hip 22 1170172008
3
n
Administered by: | 5 eterinarian (or veterinary staff)

*Date of Product Use: (MWDDIYYYY)

02/04/2008

Concurrent Drugs or Procedures:

None

Event Information

* Event description:

] AnaphylaxisiHypersensitivity

Explain the event and any reatment in a concise pa;*agra;:eh
Approximately 15 minutes after vaccines were administerad, pup became very guiet, then vomited, MM were
pale/gray, HR 72 bpm. Gave 4mg Dex SP SC and 7.5mg diphenhydramine (M. Observed pup for approximately 20
minules - once aciivity level improved and mucous membrangs gained some normal color, pup was discharged. 8




days later, pup has a localized reaction at the site of the Vanguard 5CV/L4

If this adverse event involves a possible lack of efficacy with a rabies preduct please
contact the Center for Disease Control (CDC) at (404) 635-1050.

Onset (How long after product use did the event begin?): 15 mins/ 1 week
{Include Units:mins, hrs, days, wks, mos, yrs)

Attending veterinarian's level of suspicion that product caused event: X High

*Outcome (select one)|{ X Recovered with treatment

Other:

Animal Information

Case |dentification:|Blaze For animals handled in a group (herd, litter, etc.)

*Species| X Canine (Dog) Number in group:[i

(Other Species): Number affected:|i
Breed :Shiba Inu Number vaccinated:|i
Sex: Number dead:|0

™ Male

Neutered: = No

Age (i.e., 2 yrs or 2 mos):4 mos

History and Environment {e.g., acquisition, vaccination, and medical histories; housing, diet, contacts, etc.):
Previous distemper vaccines did not contain leptspirosis - no adverse events with those vaccines. No other animals in househoid.
Owner obtained approximately 2 months prior to event

Personal Information

*Name Name
Address Add ress (b)(6)
City City
State ©)6) StaFe:IIL
Zi Zip (6 ‘
*Bhon Phone ®)(E) K- XK -XXKX)
FAl
E-mail E-mail;

This event has been reported
the manufacturer(s):

X Yes

*Submitter's First Nam
*Submitter's Last Narm

(b)(6)

XOOCK)




*Submitter's Phone Number:

*Today's Date;02/12/2008(MM/DDAYYYY)

Relationship fo animal: X Veterinarian

Other.

Submit
Contact Scolt Taylor if you have any questions regarding adverse events,

Date Received: 02/12/2008
Verffied:yes

Revieswedyes

Date Entered: 02/22/2008
{VB Reporier:
Acknowledgement

This confirms that vour Adverse Event Report has baen received by the Center for Velerinary Biologics (CVB). Thank you for submitting this
information in your Adverse Evernt Report. It is information such as this that enables the CVB to monitor the performance of veterinary biologics
used in field conditions. If you have additionat questons regarding Adverse Event Reporting for veterinary biological products, please visit the
CVB. website.<p><a href="htip://www.aphis.usda.qgovivsicvblic/adverseeventreport. him™>CVB Home Page</a>



Record Number: AIV08178
Product Code: 155521 1805.24 15B5.20 15B5.20

* Required Fields
Product Information

List ALL immunobioiogical products used.

Adverse Event Report

Pharmacovigilance
United States Department of Agriculture
Center for Velerinary Biologics
510 South 17th Street, Suite 104

Ames, 1A 50010

Phone: (515) 232-5785
FAX: (515) 2327120

*Brand Name or Generic  *U.S. Vet. License (Est. No.jor
Name ‘Manufacturer Name Serial (lot) Number Type of Product
1 Leukocall 2 189 ABD2401 ' X Viral
2 Befensor 3 8% A4703008 Viral
3 Fel-0-Vac LvK Il 112 2191284 < Viral
4 Fei-Vac vl 12 219726A S viral

Administration of products.
Dose Route Site Needle Bize Date Reconstituted
1 1ml SQ L rear leg o2 03/30/2007
2 1mi 5Q R rear leg 22 04730/2005
3 1mi 3Q L rear leg 22 0473072005
A

Administerad by:

Veterinarian {or veterinary staff)

“Date of Product Use:(MM/DD/YYYY)

03/30/2007

Concurrent Drugs or Procedures:

Event Information

* Event description: | X Some other event - Describe Below

Explain the event and any reatment in & concise paragraph:
Radiographs 12/27/07 for L rear leg lameness, radiographs revealed disuse atrophy of L rear leg. Metacam inj SQ,
Buprenax sent home for oral use. 1/12/08 11b wt luss since 12/27/07, not eating, lethargy, very painful 1 rear leg,
much muscle atrophy of limb, cat hold foot in unnatural curled under position. Radiographs reveal increased density




of soft tissue caudal totibia. Blood pressure 115. Fine needie aspirates done.

If this adverse event involves a possible lack of efficacy with a rabies product please
contact the Center for Disease Control {CDC) at (404) 639-1050.

Onset (How long after product use did the event begin?){9 mos
{Include Units:mins, hrs, days, wks, mos, yrs)
Attending veterinarian's level of suspicion that product caused event: X High

*Outcome (select one):| iX| Did not recover ‘

Other:| Euthanized 1/30/08

Animal Information

Case |dentification: For animals handled in a group (herd, litter, etc.)
*Speciest| [X| Feline (Cat) Number in group{i
{Other Species): Number affected:1
Breed :|DSH . Number vaccinated:|1
Sex: X Female Number dead;|1
Neutered: X Yes
Age (i.e., 2 yrs or 2 mos)[11 yrs 9 mos

History and Environment {(e.g., acquisition, vaccination, and medical histories; housing, diet, contacts, efc.):
Found as a stray 3/96. Linear foreign body 2/2000 surgically removed. Linear foreign body & sewing needle removed 11/2001.
Routine annual exams 2002, 2003, 2004, 2005, 2007. vaccines given each year.

Personal Information

Veterinarian Owner
*Na me Name
Address Address )6)
Cit City
State b)(6) Sta’Fe: OR
rd Zip:
*Phor Phone: (b)(6) CLXXK-XXXX)
FA
E-mai E-mail:

This event has been reported to| 71 vg
the manufacturer(s):

*Submitter's First Name
*Submitter's Last Name (b)(8)




*Submitter's Phone Numbe (b)(6) L(X’XXXX}

“Today's Date,02/05/2008(MM/DLIY Y Y7}

Relationship to animal £ veterinarian

Other:

Contact Scott Taylor if you have any guestions regarding adverse events.

Date Recaived: 02/12/2008
Verified:yes

Reviewedyes

Date Entered: 02/22/2008
CVE Reporten
Acknowledgemsnt: ves

This confirms that vour Adverse Event Report has been received by the Cerder for Veterinary Biologics (CVB). Thank you for submitting this
information in your Adverse Event Report. It is information such as this that enables the CVB 1o monitor the performance of veterinary biologics
used in field conditions. if you have additional questions regarding Adverse Event Reporting for veterinary biological products, please visit the
CVE. wehsite. <p><a href="htip:/fwww.aphis.usda.govivsicvb/ic/adverseeventreport. him">CVB Home Page</a>



Record Number: AIVO8187
Product Code: 1905.24

* Required Fields
Product Information
List ALL immunobiological products used.

Adverse Event Report

Pharmacovigilance
United States Department of Agriculture
Center for Veterinary Biologics
510 South 17th Street, Suite 104

Ames, A 50010

Phone: (515) 232-5785
FAX: (515) 232-7120

“Brand Name or Generic  *U.S. Vet. License (Est. No.or |

Name Manufacturer Name %Serial {lot) Number %Type of Product

1 Defensor 3 189 A585925B X Vical

2 - || {Click arrow for selections]}
3 X [Click arrow for selections]
|

X [Ciick arrow for selections}

Administration of products.

Dose Route Site Needle Size Date Reconstituted
1T 1mi SQ RR leg 25 05/24/2006

2

3

1

Administered by:

X Veterinarian {or veterinary staff)

05/24/2006

*Date of Product Use:(MM/DD/YYYY)

FeLV/FIV test and Bartonella test.

Concurrent Drugs or Procedures:

Event Information

* Event description: Systeric

Explain the event and any treatment in a concise
! ethargy and tenderness. No treatment.

paragraph:

If this adverse event involves a possible lack of efficacy with a rabies product please




contact the Center for Disease Control (CDC) at (404) 639-1050.

Onset (How long after product use did the event begin?):
{Include Units:mins, hrs, days, wks, mos, yrs)

24 hrs

Altending veterinarian's level of suspicion that product caused event:

X High

*Outcome (select one):

Recovered without trestment

Other:

Animal Information

Case |dentification: For animals handled in a group (herd, litter, etc.)
*Species: X Feline (Cat) Number in group:1
(Other Species): Number aifected {1
Breed :DSH Number vaccinated|1
Sex: X Male Number dead:/0
Neutered; Yes
Age (i.e., 2 yrs or 2 mos):3 yrs

History and Environment {e.g., acquisition, vaccination, and medical histories; housing, diet, contacts, etc.):
History of struvite urinary. crystals, eats Eukanuba Low pH-S canned food. No other medical history and no past vaccine

reactions.
Personal Information
Veterinarian Owner
*Name‘ o r e Name
Address: Address (b)(6)
City City
State: State]MI
Zip (b)(6) Zip
*Phone Phone )6 (X =XXK-XHXKX)
FAX
E-mail: E-mail:
This event haSooorreporco o s 77
the manufacturer(s); = o
*Submitter's First Name
¥Submitter's Last Name (b)(6)
*Submitter's Phone Numbe CKXX)
*Today's Date:02/02/2008(MM/DD/YYYY)




H

Relationship to animal; K Cther s

|

Otherdlicensed Veterinary Technician

Submit
Contact Scott Tavlor if you have any questions regarding adverse events.

Date Recelved: 02/0272008
Verified ves

Reviewad.yes

Date Entered: 02/22/2008
CVE Repatter:
Acknowledgement:

This confirms that your Adverse Event Report has been received by the Center for Veterinary Biologics (CVB). Thank you for submitting this
information in your Adverse Event Report. It is information such as this that enables the CVB to monitor the performance of vetatinary biclogics
used in field conditions. If you have additional questions regarding Adverse Event Reporting for veterinary biclogical products, please visit the
CVRB. website <p><a href="http./fwww.aphis.usda.gov/vs/cvbiic/adverseeventreporn. him™»CVEB Home Page</a>



Record Number: ANVDO81581

Product Code:
* Required Fields

1905.24 16D1.22

Product Information
List ALL immunobiological products used.

*Brand Name or Gen

Adverse Event Report

Pharmacovigilance

United States Depadment of Agricuiture
Center for Veterinary Biologics

510 South 17th Street, Suite 104

Ames, A 50010

Phone: (515) 232-5785
FAX: (815) 232-7120

*U.8. Vet. License (Est. No.) or

eric
Name Manufacturer Name Serial (loty Number Type of Product
1 Defensor 3 189 A246870 |52 Viral
2 Tivalent FVRCP 513 HFE-T88-051A "1 combination
3 [Click arrow for selactions]
4 ; i [Click arrow for selections]
Administration of producis.
Dose Route Site Nearle Size Date Reconstituted
1 1 mi SQ RR leg 25 06/02/2003
2 1mi INJO hares/eyes nonNe 06022003
3
4
Administered by:

Veterinarian {cr veterinary staff)

*Date of Product Use:{MM/DD/YYYY)

06/02/2003

Concurrent Drugs or ProceduresNone

Event Information

* Event description:

X Anaphylaxis/Hypersensitivity

later).

Explaln the event and any reatment in a concise paragraph:
Found pea-sized lump RR leg from rables vaccine. "20mm x 15mm x 10mm - firm nodule. Took FNA. Came back as
localized inflamnmation probably from vaccine. Elect to monitor for changes. Lump resclved by next visit {1 year




If this adverse event involves a possible lack of efficacy with a rables product please
comtact the Center for Disease Control (CDC) at (404} 839-1050.

Onset (How long after product use did the event begin?y15 days
{Include Units:mins, hrs, days, wks, mos, vrs)

Attending veterinarian's level of suspicion that product caused event = High

*Outcome (select ene)| I Recovered without treatment

Other:
Animal Informaticn
Cass ldeniification: For animals handled in a group (herd, litter, etc.)

“Species: X Feline (Cat) Number in group:t
{Other Species): Number affected:iii
Breed ;DMH Namber vaccinated:|i
Sex; X Female Number dead:0

Neufered: < Yes

Age (le. 2yrsor 2 mos) S yrs

History and Environment {e.q., acquisition, vaccination, and medical histories; housing, diet, contacts, ete.):
Indoor only. No significant medical history.

Personal Information

Veterinarian Ownar
*Na mel Name
Address Addresg (b)(6)
Cit City
State )6) Staf:e’l?\ét
Z ZB (e

*Phar Phons OOK XK
EA

E-mai E-maik

This event has been reported 10 &4 o
the manufacturer(sy:

*Submitter's First Nam

*Submitter's Last Nam (b)(6)

*Submitter's Phone Numbé KX-KXKK)




*Today's Date;[02/02/2008(MM/DD/YYYY)

Relationship to animal: X Other

OtherLicensed Veterinary Technician

Submit
Contact Scott Taylor if you have any questions regarding adverse events.

Date Received: 02/02/2008
Verified:yes

Reviewed:yes

Date Entered: 02/22/2008
CVB Repotter:
Acknowledgement;

This confirms that your Adverse Event Report has been received by the Center for Veterinary Biclogics (CVB). Thank you for submitting this
informaticn in your Adverse Event Report. It is information such as this that enables the CVB to monitor the performance of veterinary biologics
used in field conditions. If you have additional questions regarding Adverse Event Reporting for veterinary biological preducts, please visit the
CVB. website.<p><a href="http://www.aphis.usda.gov/vs/cvb/ic/adverseeventreport.htm">CVB Home Page</a>



Record Number: AWVES209

Product Code:

* Reqguired Fields
Product Information

1081.00 1805.24 13D1.22

List ALL immunobiological products used.

Adverse Event Report

Pharmacovigilance
United States Department of Agriculture
Center for Veterinary Biologics
510 South 17th Street, Suite 104

Ames, 1A 50010

Phone: {515) 232-5785
FAX: (815) 232-7120

*Brand Name or Generic E*U,S& Vet License (Esifsie} or §

Name Manufacturer Name Serial (Iot) Number  Type of Product

1 Vanguard B (IN) 112 1102518 = Bacteriai

2 Defensor 3 i85 §7156620 = Viral

3 Vanguard Plus 5 189 ATI6645C X Viral

’4 X [Ciick arrow for selections]
Administration of products.

Dose Route Site Naedie Size Date Reconstituted

T 1mi IN nostrils 02/21/2008

2 1 mi SQ R hind thigh 22 02/21/2008

3 1mt S0 R shoulder 22 02/21/2008

4

Administered by:

&0 Veterinarian (or veterinary staff)

*Date of Product Use:{(MM/DDIYYYY)

02/21/2003

Concurrent Drugs or Procedures:

physical exam and expressed anal
glands. On Sentine! also

Event Information

£

* Event description: § Anaphylaxis/Hypersensitivity

Swollen face.

Explain the event and any treatment in a concise paragraph:




If this adverse event involves a possible lack of efficacy with a rabies product please
contact the Center for Disease Control (CDC) at {404} 635-1050.

Onset (How long after product use did the event begin?):[1 hrs
{Include Units:mins, hrs, days, wks, mos, yrs)

Attending veterinarian's level of suspicion that product caused event| g High

x . N
Outcome (select one). X Recovered with treatment

Other:
Animal Information
Case ldeniification: 11328 For antmals handled in a group (herd, litter, etc.)

*Species: X Canine (Dog) Number in group:1
(Other Species): Number affected:|1
Breed Bichon Frise Number vaccinated:|1
Sex: X Male Number dead:[0

lNeutered: X Yes

Age (i.e., 2 yrs or 2 mos):|1 yrs 2 mos

History and Environment {e.g., acquisition, vaccination, and medical histories; housing, diet, contacts, etc.};
Acquired from breeder 2/9/07; has had all puppy shots, no vaccine reactions; eats Royal Canin Adult Dry.

Personal Information
Veterinarian Duamar
*Name Narmn
Address Addres (b)(6)
City Cit
Zi Zif -
*Bhon Phond Lt X-XOXK-XHXHK)
FA
E-mail E-mailjrosebud820@yahoo.com

This event has been reported to| [z N g {
the manufacturer(s);

*Submitter's First Name
*Submitter's Last Name (b)(6)
*Submitter's Phone Numbet XX-XXXX)

*Today's Dat [P T TEUUG TN LI )
I




Retationship to animali 52 vararinarian

Other;

Submit
Contact Scoft Taylor if you have any questions regarding adverse evenis.

Date Received: 02/27/2008
Verffied:yes

Reviewedyes

Date Entered: 03/26/2008
CVEB Reporter;
Acknowledgement:

This confirms that your Adverse Event Report has been received by the Center for Veterinary Biologics (CVB). Thank you for submitting this
information in your Adverse Event Report. It is information such as this that enables the CVB to monitor the performance of veterinary biologics
used in figld conditions. If you have additional questions regarding Adverse Event Reporting for veterinary biological products, please visit the
CVER. website.<p><g href2"hitp /www.aphis.usda.goviyvsiovb/ic/adverseeventreport him™>CVB Home Page</a>



Record Number: AN08210

Adverse Event Report

Pharmacovigilance
United States Department of Agriculture
Center for Veterinary Biologics
510 South 17th Street, Suite 104
Ames, |A 50010
Phone: {515) 232-5785
FAX: (515) 232-7120

Product Code: 1081.00 13D1.22 1505.24

* Required Fields
Product Information

List ALL immunobiological products used.

*Brand Name or Generic  *U.S. Vet. License (Est. No.) or

Name Manufacturer Name Serial (lot) Number Type of Product

1-Vanguard B {IN) 112 110251B 4 Bacterial

2 Vanguard Plus 5 189 A716645C = Viral

3 Defensor 3 189 S715662D = Viral

u X [Click arrow for selections]
Administration of products.

Dose Route Site Needle Size Date Reconstituted

1T 1mi IN ostrils 02/18/2008

2 1ml SQ R shoulder 22 02/18/2008

3 1ml SQ R hind thigh 22 02/18/2008

Administered by:

X Veterinarian (or veterinary staff)

*Date of Product Use:(MM/DD/YYYY)

02/18/2008

Concurrent Drugs or Procedures:

physical exam

Event Information

* Event description: Anaphylaxis/Hypersensitivity

Explain the event and any treatment in a concise paragraph:
vomited 4x in exam room and mm were pale,and dog became lethargic, was very active prior to reciveing all 3

vaccines




If this adverse event involves a possible lack of efficacy with a rabies product please
contact the Center for Disease Control (CDC) at (404) 639-1050.

Onset (How long after product use did the event begin?)|3 mins
(Include Units:mins, hrs, days, wks, mos, yrs)

Attending veterinarian's level of suspicion that product caused event; X High

*Outcome (select one)| [X| Recovered with treatment

Other:
Animal Information )
Case ldentification{13110 For animals handled in a group (herd, litter, etc.)

*Species{ [X Canine (Dog) Number in group|1
{Other Species): Number affected:|1
Breed |Pug Number vaccinated:|1
Sex’ Female Number dead:0

Neutered: Yes

Age (l.e., 2 yrs or 2 mos):1 yrs. 11 mos

History and Envirenment {e.g., acquisition, vaccination, and medlcal histories; housing, diet, contacts, etc.):
puppy vaccines done 1/17/07 at another vet clinic. eats nutro addult dry food, no medications currently including flea/hw meds, no
medical problems in past except reverse sneeze when excited.

Personal Information

Veterinarian Owner
*Name Name: (b)(6)
Address Address:
City Cin (b)©) |
State (b)(6) Sta?e:[\NA
Zi Zip b)(6
*Bhon Phone| P BGOSR
FAS
E-mail E-mail:

This event has been reported t0 51 ng
the manufacturer(s):

*Submitter's First Nan
*Submitter's Last Nan (b)(6)
*Submitter's Phone Numb X-XXXX}




*Today's Date]02/27/2008(MM/DD/YYYY)

Relationship 1o animak: X Veterinarian

Other:

Submit

Contact Scott Taylor if you have any questions regarding adverse evenls.

Date Recelved: 02/27/2008
Verified:yes

Reviewed:yes

Date Entered: 0372672008
CVB Reporter
Acknowledgement:

This confirms that your Adverse Evert Report has been received by the Center for Veterinary Biclogics (CVB}. Thank you for submitting this
information in your Adverse Event Report. I is information such &s this that enables the CVEB to menitor the perfermance of veterinary biclogics
used in field conditicns. If you have additional questions regarding Adverse Event Reporting for veterinary biological products, please visit the
CVB. website. <p><a href="hitp://www.aphis. usda.govivsicvbiiciadverseevenireport. htm™>CVB Home Page</a>



Record Number: AlV08220
Product Code: 1331.20 1905.24
* Required Fields

Product Information
List ALL immunobiological products used.

Adverse Event Report

Pharmacovigilance

United States Departiment of Agriculture
Center for Veterinary Biologics

510 South 17th Street, Suite 104

Ames, |[A 50010

Phone: (515) 232-5785
FAX: (515) 2327120

T*Brand‘N:ame or Generic  *U.S. Vet. License (Est. No.)or |

Name Manufacturer Name Serial (lot) Number "Type of Product

1 Duramune Adult 3 112 1867104A % Vira

12 Defensor 3 189 38605047E Viral

3 [Ciick arrow for selections]

4 [ X [Ciick arow for selections]
Administration of products.

Dose Route Site Needle Size Date Reconstituted

1 1ml SQ L shouider 22 02/29/2008

2 1ml SQ R hind 22 02/25/2008

3

Administered by:

X veterinariar {or veterinary staff)

*Date of Product Use:(MM/DD/YYYY)02/25/2008

Concutrent Drugs or Procedures:none

Event Information

* Event description: Anaphyiaxis/Hypersensitivity

Explain the event and any treatment in a concise paragraph:

Developed edematous facial swelling, especially around muzzle. Also a few small hives on the top of her head.

If this adverse event involves a possible lack of efficacy with a rabies product please




contact the Center for Disease Control {CDC) at (404) 639-1050.

Onset (How long after product use did the event begin?);
(Include Units:mins, hrs, days, wks, mos, yrs)

5 mins

Attending veterinarian's level of suspicion that product caused event;

< High

*Outcome (select one):

X Recoversd with treatmant

Other:

Animal Information

Case Identification;Abby

For animals handled in a group (herd, litter, etc.)

*Species:

[Xi Canine {Dog)

Number in group:[1

{Other Species): Number affecied:|1
Breed |Chihuahua Number vaccinated1
Sex; X Female Number dead:0
Neutered: X Yes
Age (i.e., 2 yrs or 2 mos)il yrs 3 mos

History and Environment (e.g., acquisition, vaccination, and medical histories; housing, diet, contacts, etc.):

Personal Information

Veterinarian Owner

*Name: Name:
d : Add :
Address ress (b)(6)

City City:

State: (b)(6) State;MA

Zig Zig  ()e) |

*Phone Phone (3K -XXXK-XKXKX)

FAX

E-mail:L; E-mail;

This event has been reported to
the manufacturer(s):

X No

*Submitter's First Nam
*Submitter's Last Nam
*Submitter's Phone Numbe

(b)(6)

*Today's Date:

Relationship to animal:




K Veterinarian

Other:

Submit
Contact Scoll Taylor if you have any questions regarding adverse events.

Date Received: 02/26/2008
Verifiedves

Reviewed:yes

Date Entered; 0372772008
CVB Reporier:
Acknowledgement:

This confirms that your Adverse Event Report has been received by the Center for Velerinary Biologics (CVB}. Thank you for submitting this
information in your Adverse Event Report. Itis information such ag this thal enables the CVEB to monitor the performance of veterinary biologlcs
used in field conditions. If you have additional questions regarding Adverse Event Reporting for veterinary biological preducts, please visit the
CVE. website. <p><a href="htip/Awvww aphis.usda.govivs/cvblic/adversesvenireport. him™>CVB Home Page</a>



Record Number: AIV08260

Product Code: 1805.24
* Required Fields
Product Information

13D1.29 14M1.20

. ListALL immunobiological products used. -~~~
*Brand Name or Generic  ['U.S. Vet. License (Est. No.) or |
Serial (lot) Number Type of Product

Adverse Event Report

Pharmacovigilance
United States Department of Agriculture
. Center for Veterinary Biologics
510 South 17th Street, Suite 104

Ames, |A 50010

Phone: (515) 232-5785
FAX: (515) 232-7120

‘Name Manufacturer Name
31 Defensor 3 !1 89 387156630 X Viral
2 Duramune Max 5 112 916218A X Viral
3 Kennel-Jec-2 [124 Ba4A = combination
4 | | |

Adminisiration of products.
Dose Route Site Needle Size Date Reconstituted
1T 1ml SQ R shoulder 23 04/10/2008
2 1ml SQ L shoulder 22 04/10/2008
3 1mi IN Nose 04/10/2008
]

Administered by:

Veterinarian {or veterinary staff)

*Date of Product Use:(MM/DD/YYYY)

04/10/2008

Concurrent Drugs or Procedures:

Event Information

* Event description:

Anaphylaxis/Hypersensitivity

Explain the event and any treatment in a concise paragraph:
4/10/08 premedicated with 3 mg dexamethasone IV vace. within 30 mins acute vomiting paller & pruritis face.

If this adverse event involves a possible lack of efficacy with a rabies product please




contact the Center for Disease Control {CDC) at (404) 635-1050.

Onset (How long after product use did the event begin?y:
{Include Units:mins, hrs, days, wks, mos, yrs)

30 ming

Attending veterinarian's leve! of suspicion that product caused event:

X High

*Outcome {select one}:

X Recovered with treatment

Other;

Animal Information

Case [deniification:

For animals handled in a group (herd, litter, etc.)

*Species: X Canine (Dog) Number in group:1
{Other Species): Number affecied 1
Breed Lhasa/Bichon Number vaccinated:|1
Sex! ¥ Female Number degd;|0
Neutered: % No
Age {ie, 2vyrsor 2 mos)dil yrs 6 mos

History and Environment {e.g., acquisilion, vaccination, and medical histories; housing, diet, contacts, etc.);
Has had previous vaccination reactions but not when premedicated. 4/10/08 premedicated with 3 my dexamethasene IV vace.
within 30 mins acute vomiting pallor & pruritis face.

Personal information

A Fendrmuci ooy owner
*Name Name
Add
Address ress B)6)
City City
State (b)(6) State]iL
Zi Zip;
"Shon Phone: B0 B
FAJ
E-mail E-mail:
This event has been reported o, 571
the manufacturer(s)y
*Submitter's First Nam
*Submitter's Last Nam (b)(6)
*Submitter's Phone Numbe
*Today's Date: 0410/ 2008(MM/DEIYYYY)




Relationship to animaly 55 veterinarian

Other:

Submit
Contact Scott Taylor if you have any questions regarding adverse events.

Date Received: 04/17/2008
Verified:yes

Reviewed:yes

Date Entered: 04/23/2008
CVB Reporter:
Acknowledgement: ves

This confirms that your Adverse Event Report has been received by the Center for Veterinary Biologics (CVB). Thank you for submitting this
information in your Adverse Event Report. Itis information such as this that enables the CVB to monitor the performance of veterinary biclogics
used in field conditions. If you have additional questions regarding Adverse Event Reporting for veterinary biological products, please visit the
CVB. website.<p><a href="http://www.aphis.usda.gov/vs/cvb/ic/fadverseeventreport. htm">CVB Home Page</a>



Adverse Event Report

Pharmacovigilance
United States Department of Agriculture
Center for Veterinary Biologics
510 South 17th Street, Suite 104
Ames, |1A 50010
Phone: (515) 232-5785
FAX: (5615) 232-7120

Record Number: AIV08266
Product Code: 19505.24 13D1.22
* Required Fields
Product Information
List ALL immunobiological products used.

;Erand‘ N.ame or Genéric *U.S. Vet. Licéﬁéé (EstNo)or

Name Manufacturer Name ‘Serial (lot) Number Type of Product
1 Defensor 3 189 o - B716099A  [I5q viral

2 Vanguard Plus 5 189 A722370A X Viral

3 |

Administration of products.

Dose Route Site Needle Size Date Reconstituted
1 1ml SQ

2 1ml SQ

3

I

Administered by: | 7] veterinarian (or veterinary staff)

*Date of Product Use:(MM/DD/YYYY)[03/26/2008
Concurrent Drugs or Procedures;none

Event Information

[ Event description: | [X] Anaphylaxis/Hypersensitivity

Explain the event and any treatment in a concise paragraph:

Anaphylaxis: vomited bile, became weak in rear limbs then collapsed, pale mucous membranes, bradycardia,
progressively obtunded. Over the ensuing 15 minutes responded to dexamethasone SP6 mg/IM, Diphenhydramine 6
mg IM, epinephrine 1:1000 0.8 ml IV, bolus 150 ml LRS IV. Monitored in hospital for 3 hours and discharged bright,




alert and wagging teil. Subsequent follow-up calis found the dog perfectly normal per owner. Dog had bad dose of
aach vaceine given about a year sarlier,

If this adverse event involves a possible lack of efficacy with a rabies product please
contact the Center for Disease Control (CDC) at (404) 639-1050.

Onset (How long after product use did the event begin?)5-10 ming
{include Units;mins, hrs, days, wks, mos, yrs)

Altending veterinarian's level of suspicion that product caused event; & High

*Outcome (select one)| [ Recovered with treatment

Other,
Animal Information
Case identification: For animals handled in a group {herd, litter, elc.)

*Species) 53 Canine {Dog) Number in group:i!
{Other Species): Number affected:1
Breed :Lhasc Apso Number vaccinated]1
Sex; % Female Number dead |0

MNeutered: < Yes

Age {ie,, 2 yrs or 2 mosy|i7 mos

History and Environment (e.g., acquisition, vaccination, and medical histories; housing, diet, contacts, efc):

Pearsonal Information

Veterinarian Cwmer
*Name Namg (b)(6)

Address Address
State Sate;
Zi Zip:

*g}mﬁ; Phone KKK -200CXCK)

Eddc

E-mail: E-mail;

This event has been reported 10 57 Not Listed
the manufacturer(sh

*Submitler's First Name
*Submitter's Last Name

(b)(6)




*Submitter's Phone Numbe (b)(6) DX-XXXX)

*Today's Date 04/ T87Z008(MMIDD/YYYY)

Relationship to animall 521 \iarerinarian

Other:

Date Received; 04/18/2008
Verified:yes

Reviewed:yes

Date Entered: 04/28/2008
VB Reporter.
Acknowledgement: ves

This confirms that your Adverse Event Report has been received by the Center for Veterinary Biologics (CVB). Thank vou for submitting this
information in your Adverse Event Report. It is information such as this that enables the CVB to monitor the performance of veterinary biologics
used in field conditions. If vou have additional questions regarding Adverse Event Reporting for veterinary biological products, please visit the
CVB. website <p><a href="http.;//www aphis.usda.govivs/cvbiic/adverseaventreport. tm*>CVB Home Page</a>



Adverse Event Report

Pharmacovigilance
United States Department of Agriculture
Center for Veterinary Biologics
510 South 17th Street, Suite 104
Ames, A 50010
Phone: (515) 232-5785
FAX: (515) 232-7120
Record Number: AIV08349
Product Code: 1905.24
* Required Fields
Product information
List ALL immunobiological products used.
*Brand Name or Generic  *U.S. Vet. License (Est. No.) or

Name ‘Manufacturer Name Serial (lot} Number Type of Product
1 Defensor 3 189 §7178548 Viral
3 |

X [Click arrow for selections]

13 ! [Click arrow for selections] |
7 i :
| i
| H

[Click arrow for selections]

Administration of products.

Dose Route Site Needle Size Date Reconstituted
1 1ml SQ RH leg 25 06/11/2008

2

3

1

Administered by: | 52 v/eterinarian (or veterinary staff)

*Date of Product Use:(MM/DD/YYYY)[06/11/2008
Concurrent Drugs or Procedures:blooddraw for heartworm test

Event Information

* Event description: Anaphylaxis/Hypersensitivity

Explain the event and any treatment in a concise paragraph:
Vomited two times about 20 minutes after the vaccine. Collapsed, weak, pale/gray mucous membranes. Place IV
catheter gave bolus of fluids and perked up. Kept hospitalized on fluids remainer of the day.




If this adverse event involves a possible lack of efficacy with a rables product pleasge
contact the Center for Disease Control (CDC) at (404) 639-1050.

Onset (How long after product use did the event begin?):20 mins
{Include Units:mins, hrs, days, wks, mosg, yrs}
Attending veterinarian’s level of suspicion that product caused event = High

*Qulcome (select one)] X Becoverad with treatment

(iher:
Animal Information
Case identificationiBruno For animals handled in a group (herd, litter, etc.)

*Species: & Canine (Dog) i Number in group:l
{Other Species): Number affected:
Breed JYorkshire Terrer Number vaccinated:|1
Sex; < Male Number dead:0

Neulered: 2 Yes

Age {le., 2 yrs or 2 mos)B yrs

History and Environment {e.g., acquisition, vaccination, and medical histories, housing, diet, contacts, eic.):
Has had 4 rabies vaccines in the past with no known reactions.

Personal Information

e 2 . fa T

*Name Narme! (b)(6)
Address Address:
State Siate:
2 i

*BPhon Phone: (300000 2KKX)
FA|

E-mail; | E-mail:

This event has been reported 1o 5 ny,
the manufacturer(sy:

*Submitter's First Nami

*Submitter's Last Nami (b)(6)

*Submitter's Phone Numbe X0
*Today's Date 07 T ZUusUv o T T 1Y)
!




Relationship to animal) 52 \/etarinarian

Cther:

Submit
Contact Scott Taylor if you have any questions regarding adverse events.

Date Received: 06/12/2008
Verified:yes

Reviewed:yes

Date Entered; 07/22/2008
CVB Reporter:
Acknowledgement:

This confirms that your Adverse Event Report has been received by the Center for Veterinary Biclogics (CVB}. Thank you for submitting this
information in your Adverse Event Report. tis information such as this that enables the CVB to monitor the performance of veterinary biologics
used in field conditicns. If you have additional questions regarding Adverse Event Reparting for velerinary biological products, please visit the
CVB. website. <p><a href="htip///www. aphis.usda.govivsicvbiicfadverseeventraport. htm™»CVB Home Page</a»



Adverse Event Report

Pharmacovigilance
United States Department of Agriculture
Center for Veterinary Biologics
510 South 17th Street, Suile 104
Ames, 1A 50010
Phone: (615) 232-5785
FAX: (515) 232-7120
Record Number: AN0B366
Product Code: 1905.24
* Required Fields
Product Information
List ALL immunobiological products used.
T’*Brand Name or Generic  ["U.S. Vet. License (Esl. No.) ot % 5
Name Manufacturer Name Serial (foy) Number  Type of Product

|1 Defensor 3 189 ;ﬁS"'fQGSB?E % Viral

L? - X [Click arrow for selections]
3 X [Click arrow for selections]
4 & [Click arrow for selections]

Administration of products.

Dose Roufe Site Nesadls Bize Date Reconstilted
1 1tml SQ

2

3

Administered by:

X Veterinarian {(or veterinary staff)

*Date of Product Use:(MM/DD/YYYY)07/01/2008
Concurrent Drugs or Procedures:

Event Information

* Event description: | I Anaphylaxis/Hypersensitivity

Explain the event and any treatment in a concisg paragraph:
on and off vomiling and lethargy

If this adverse event involves a possible lack of efficacy with a rabies product please




contact the Center for Disease Control (CDC} at {404) 638-1050.

Onset (How long after product use did the event begin?):
(Include Units:mins, hrs, days, wks, mos, yrs)

Attending veterinarian's level of suspicion that product caused event:

2 High

*Outcome (select one):

X Recovered with treatment

Qther:

Animal Information

Case identification:

Pet ID 23355

For animals handled in a group (herd, litter, etc.)

*Spe{;ies: X Canine {Dog) Number in group: 1
{Other Species): Number affected:1
Breed ‘Australian Shepherd Mix Number vaccinatad: 1
Sex 2 Famale Number dead:0
Neutered; & Yes
Age (le., 2yrs or 2 mos) 3 yrs

History and Environment {&.g., acquisition, vaccination, and medical histories; housing, diet, conlacts, etc.):

Parsonal Information

Veterinarian Owner
*Name: Name;
Address: Address;
City City:
Sta‘tf«%«: (b)(6) Sta?ef
Zip Zip:
*Chone Phone (3K X XXXX)
FAX
E-mmall: E-mail;
This event has been repored 1o = No
the manufacturer(s):
*Submitter's First Name
*Submitter's Last Name (b)(6)
*Submitter's Phone Numbe KX-XXXK)
*Today's Date;07/08/2008(MM/DL. YYY)

Relationship to animal;




& Other

Other[Practice manager of hospital

Submit]
Contact Scott Taylor if you have any questions regarding adverse events,

Date Received; 07/08/2008
Varified:yes

Reviswedyss

Date Enterad: 08/07/2008
CVEB Reporter:
Acknowledgement:

This confirms that your Adverse Event Report has been recelved by the Center for Veterinary Biclogics (CVB). Thank you for submitting this
information in vour Adverse Event Report. It is information such as this that enables the CVB to monitor the performance of veterinary biologics
used in field conditions. If you have additional questions regarding Adverse Event Reporting for veterinary biological products, please visit the
CVB. website.<pr=<a href="http//www.aphis.usda.govivsicvb/iciadverseeventreport. im">CVB Home Page</a>



Record Number: AIVO8383
Product Code: 1805.24
* Required Fields

Product Information
List ALL immuncbiological products used.

Adverse Event Report

Pharmacovigilance
United States Departiment of Agriculture
Center for Veterinary Biologics
510 South 17th Street, Suite 104

Ames, 1A 50010

Fhone: (815) 232.5785

FAX: (515) 232-7120

*Brand Name or Generic “‘L}S Vet. License (ési,* i‘ic,} or )
Name Manufacturer Name Serial {30&} Numbaer Type of Product
1 Defensor 3 189 5720866A 2 Viral
2
3
7
|
Administration of producis.
Dose Route Site Neadle Size Date Reconstituted
1 1 mi 5Q R shoulder 22 07/15/2008
2
2
4

Administered by: % Veterinarian (or veterinary staff)

*Date of Product Use:{(MM/DD/YYYY)|07/15/2008

Concurrent Drugs or Proceduresinone

Event Information

* Event description:

Explain the event and any treatment in a concise paragraph:
vomited on the way home, then became dizzy and dazed. vomited at home and on the way back to the clinic. on

arrival mucous membranes were pale, patient was ataxic & tachyprusic (7).

K Anaphylaxis/Hypersensitivity




If this adverse event involves a possible lack of efficacy with a rabies product please

contact the Center for Disease Control (CDC) at {404) 639-1050.

Onset (How long after product use did the event begin?):
(Include Units:mins, hrs, days, wks, mos, yrs)

30 mins

Attending veterinarian's level of suspicion that product caused event:

X High

*Outcome (select one):

X Recovered with treatment

Other:

Animal Information

Case ldentification:

For animals handled in a group (herd, litter, etc.)

*Species] X Canine (Dog)

Number in group:{1

{Other Species): Number affected:|1
Breed :[Mini Schnauzer Number vaccinated:|1
Sex: Number dead:|0

X Female

Neutered: X Yes

Age (i.e., 2 yrs or 2 mos):5 yrs

History and Environment (e.g., acquisition, vaccination, and medical histories; housing, diet, contacts, etc.):
acquired from reputable breeder in California, vaccinated against infectious diseases in a timely manner. Pet is cared for

impeccably by wonderful "parents”.

Personal Information

Veterinarian Owner
*Name Name
Address Address (b)(6)
Cit City
State (b)(®) State WA
Z Zip .

Phon Phone Lt XKXKHKKX)
FA

E-maili | E-mail:

This event has been reported to| &7 yeg
the manufacturer(s);

*Submitter's First Name

*Submitter's Last Name

(b)(6)

*Submitter's Phone Numbe

XXX




*Today's Date;07/18/2008(MM/DD/YYYY)

Retationship to animall 57 v aterinarian

Other

Submit
Contact Scolt Taylor if you have any questions regarding adverse events.

Date Received: 07/18/2008
Verified:yes

Reviewedyes

Dale Enterad: 08/28/2008
CVE Reporter:
Acknowledgement: ves

This confirms that your Adverse Evenl Report has been received by the Cenler for Veterinary Biologics (CVB). Thank you for submitting this
information in your Adverse Event Report. Itis information such as this that enables the CVB to monitor the performance of veterinary biologics
used in field conditions. If you have additional questions regarding Adverse Event Reporting for veterinary biological products, please visit the
CVE, website <p><a href="htip.//www aphis.usda.govivsicvb/ic/adverseeventreport him™>CVB Home Page</a>



Record Number: AIV08387
Product Code: 1905.21 1905.24 1805.20

* Reguired Fields
Product Information
List ALL immunobiological products used.

Adverse Event Report

Pharmacovigilance
United States Department of Agriculture

Center for Veterinary Biologics

51G South 17th Street, Suite 104

Ames, 1A 50010

Pheone: (515) 232-5785
FAX: (515) 232-7120

*Brand Name or Gereric  *U.S. Vet License (Est. No.) or
Name ;Manu{ac‘{ure; MName Berial (E(}i} Number Type of Product
1 Rabvac 3 112 1215280A Viral
2 Defensor 3 139 AATE673 = Viral
Ea lmrab 3 208 12467 % Viral
4

Administration of products.
Dose Route Site Naedle Size Date Reconstituted
1 0171372007
Z 10/08/2005
3 0972872004
4

Administered by: X Veterinarian (or veterinary staff)
*Date of Product Use:(MM/DD/YYYY)01/13/2007
Congurrent Drugs or Procedures;
Event Information

* Event description: | [l Neoplasia/Cancer

Explain the event and any treatment in & concise paragraph;
Sherman developed & mass caudal to the stifle in the right rear leg. The leg was removed with coxo-femoral
disarticulation and the mass was biopsied. It was found to be a fibrosarcoma. (see attached report).




Note: the last rabies vaccine administered was Code 1505.21, Serial 121528(CA, manufactured by 112.

If this adverse event involves a possible lack of efficacy with a rabies product please
contact the Center for Disease Control (CDC) at (404) 639-1050.

Onset (How long after product use did the event begin?):
{Include Units:mins, hrs, days, wks, mos, yrs)

1 yrs 2 mos afier the last vax in that leg

Attending veterinarian's leve!l of suspicion that product caused event:

X High

*Qutcome (select one):

X Recovered with treatment

no evidence of metastasis or local spread at
this time.

Animal Information

Case ldentification;

~ For animals handled in a group (herd, litter, etc.)

*Species: Feline (Cat) Number in group:[i
{Other Species): Number affected
Breed (DSH Number vaccinated:[1
Sex: X Male Number dead:|0

Neutered; Yes

Age (i.e., 2 yrs or 2 mos});

see attached records

History and Environment {e.g., acquisition, vaccination, and medical histories; housing, diet, contacts, etc.}:

Personal Information

Veterinarian

Owner

*Name
Address

City

State

Zi

*Phon
FAS

E-mail

(b)(6)

Name

Ad
dress ©)6)

City

State VA

Zip

Phond O

XOCK-XOXK-XKKK)

E-mail:

This event has been reported t

the manufacturer{s»

*Submitter's First Nan

*Submitter's Last Nar

(b)(6)




*Submitter's Phone Numbe (b)(6) [X—XXXX)

*Today's Date05/05/2008(MM/DD/YYYY)

Relationship to animal{ 59 vseterinarian

Other;

Submit

Contact Scott Taylor if you have any questions regarding adverse events.

Date Received; 05/06/2008
Verified:yes

Reviewed:yes

Date Entered: 08/28/2008
CVB Reporter:
Acknowledgement: yes

This confirms that your Adverse Event Report has been received by the Center for Veterinary Biclogics (CVB). Thank you for submitting this
information in your Adverse Event Report. It is information such as this that enables the CVB to monitor the performance of veterinary biologics
used in field conditions. If you have additional questions regarding Adverse Event Reporting for veterinary biological preducts, please visit the
CVB. website.<p><a href="http://www.aphis.usda.gov/vs/cvb/ic/fadverseeventreport. htm">CVB Home Page</a>



Record Number: AlV08418
Product Code: 1905.24

* Required Fields
Product Information
List ALL immunobiological products used.

Adverse Event Report

Pharmacovigilance
United States Department of Agriculture
Center for Veterinary Biologics
510 South 17th Street, Suite 104

Ames, IA 50010

Phone: (515) 232-5785
FAX: (515} 232-7120

*Brand Name or Generic *U.S. Vet. License (Est. No.) or
Name Manufacturer Name Serial (lot) Number Type of Product
1 Defensor 3 189 - [5723029C X viral
4
Adminisiration of products.
Dose Route Site Needle Size Date Reconstituted
1 1ml SQ Dorsom shoulder 20 07/22/2008
2
3
I

Administered by:

X Veterinarian {or veterinary staff)

*Date of Product Use:(MM/DD/YYYY)07/22/2008

Concurrent Drugs or Procedures;none

Event Information

* Event description: Local

hours) she would put very little weight on it.

Expiain the event and any treatment in a concise paragraph:
lAcute lameness in rear limb. Bella was given a routine rabies vaccination for travelling to Canada and to issue a
health certificate. Within hours she was non-weight bearing on a rear limb and on reexamination on 7/23/08 (within 24




If this adverse svent involves a possible lack of efficacy with a rabies product please
contact the Center for Disease Control {CDC) at (404) 638-1050,

Onset (How long after product use did the event begin?y24 hrs
{Include Unitsiming, s, days, wks, mos, yrs)

Attending veterinarian's level of suspicion that product caused event; % Metium

*Outcome (select one)l X Recovered with treatment

Other:
Animal Information
Case Identification: Far animals handled in a group (herd, litter, etc.)

*Species: & Canine (Dog) Number in group:1
{Other Species): Number affected:]
Breed :Retriever Mix Number vaccinated:l
Sex: X Female Number deadiD

Neutered: % Yes

Age (i.e., 2 yrs or 2 mos)fs yrs 2 mos

History and Environment {e.g., acquisition, vaccination, and medical histories; housing, dief, contacts, elc.)

Personal information
Veterinarian Owner
*Namsa Namd
Address Address (b)(6)
City Cihy
State (b)(6) StateiOR
Zi Zip

*Shon Phone (b)(6) K XXX XXM
FAS

E-mall E-mailivmhughes@comeasinet

This event has been reporied 10 2 vas
the manufacturer(s);

*Submitter's First Nams
*Submitter's Last Nameé (b)(6)
*Submitter's Phone Numbet

DR -RK AKX




*Today's Date:08/14/2008(MM/DD/YYYY)

Relfationship 1c animall 50 syner

- (Other

Submil
Contact Scoit Taylor if you have any guestions regarding adverse evants,

Date Recsived: 08/25/2008
Verified:yves

Reviewadyes

Date Enlered: 09/22/2008
CVB Renporter:
Acknowledgement: ves

This confirms that your Adverse Event Report has been received by the Cenler for Veterinary Biologics {CVB). Thank you for submitting this
information in your Adverse Event Report. it is Informaticn such as this that enables the CVB to monitor the performance of veterinary biologics
used in field conditions. If you have additional questions regarding Adverse Event Reporting for veterinary biclogical products, please visit the
CVB. website <p><g href="hiip:/fwww.aphis.usda.govivsiovl/ic/adverseeventreport him™>CVEB Home Page</a>



Adverse Event Report

Pharmacovigilance

United States Department of

Agriculture

Center for Veterinary Biologics
510 South 17th Street, Suite 104

Ames, 1A 50010

Phone: (515) 232-5785
FAX: (515} 232-7120

Record Number: AIV038448

Product Code: 190524

* Required Figlds

Product Information

List ALL immunobiclogical products used.
“Brand Name or Generic ?*{E‘S.‘\?fet. License ‘('Eé't.wi‘lée,)léf R
Name Manufacturer Name Serial (lot) Number
1 Rabdomun 189 5721691

Type of Product

I Viral

)

[Click arrow for selections]

X (Click arrow for selections]

3
4
j

X Click arrow for selections]

Administration of products.

Dose Route Site Needls Size Date Reconstituted
1T 1ml hind leg

2

3

Administered by: | 57 vieterinarian (or veterinary staff}

“Date of Product Use:(MMW/DD/YYYY)8/11/08

Concurrent Drugs or Procedures:

Event Information

* Event description: | B Some other event - Describe Below

Explain the event and any treatient in @ concise paragraph:
Rabies shaot

ROC: 818708 called vet for event info, will call back this afternoon




ROC 9/25/08: Dr. Ueckert shared clinical records with me via telephone. Vacoine was administered on 8/11/08.
Crwner brought back to clinic on 9/4/48 and exam revealed lameness. Dx was arthritis and was tx with
anti-inflammatories. On 9/8/08 owner requested dog be euthanized,

If this adverse event involves a possible lack of efficacy with a rabies product please
contact the Center for Diseass Control {CDC) at (404) 6301050,

Onsel (How long after product use did the event begin?}3 days
{Include Units:mins, hrs, days, wks, mos, yrs)
Attending veterinarian's level of suspicion that product caused event; % Low

*COutcome (select onel X Did not recover
Other:

Animal Information

Case [dentification|Killer For animals handled in a group (herd, fitter, etc.)

*Species] [X Canine (Dog) Number in group:it
{Other Species): Number affected: 1
Breed (Min Pin Number vaccinated:i

Sex: T male Number dead:

MNeutered: % Yes

Age {ie, 2yrsor2 mos).7 mos

History and Environment {e.g., acquisition, vaccination, and medical histories; housing, diet, contacts, sto.):

Personal Information

_ Meterimaran Comer
*Name Name
Address Address (b)(6)
Cit &ity
Staty (b)(6) State]TX
Z Zip
*Phon Phone 0O I X-KHKX)
FA;
E-mai E-mail: (b)(6)
This event has been reported 10 x5z
the manufacturer{s}:
*Submitter's First Name (b)(6)
|



*Submitter's Last Name; 0)6)
*Submitter's Phone Number OXK-XXK-XXXX)

*Today's Date{09/07/2008(MM/DD/YYYY)

Relationship to animal: Owner

Other:

Submit
Contact Scott Taylor if you have any questions regarding adverse events.

Date Received: 09/07/2008
Verified:yes

Reviewed:yes

Date Entered: 09/30/2008
CVB Reporter:
Acknowledgement:

This confirms that your Adverse Event Report has been received by the Center for Veterinary Biclogics (CVB). Thank you for submitting this
information in your Adverse Event Report. [t is information such as this that enables the CVB to monitor the performance of veterinary biologics
used in field conditions. If you have additional questions regarding Adverse Event Reporting for veterinary biological products, please visit the
CVB. website.<p><a href="http://www.aphis.usda.govivs/cvb/ic/adverseeventreport. htm">CVB Home Page</a>



Record Number: AIVO5018

Product Code:
* Required Fields

13D1.22 1905.24

Product Information
List ALL immunobiological products used.

Adverse Event Report

Pharmacovigilance
United States Department of Agriculture
Center for Veterinary Biologics
510 South 17th Street, Suite 104

Ames, IA 50010

Phone: (515) 232-5785
FAX: (515)232-7120

*Brand Name or Generic  [*U.S. Vet. License (Est. No.) or
Name Manufacturer Name Serial (lot) Number Type of Product
1 Vanguard Plus 3 ‘189 8721903691 = Viral
2 Defensor 3 189 8721900908 Viral
) \
Administration of products. ]
Dose Route Site Needle Size Date Reconstituted
1 1ml SQ Between shoulders 24 09/16/2008
2 1ml SQ L hip 24 09/16/2008
3
4

Administered by:

X] Veterinarian (or veterinary staff)

*Date of Product Use:(MM/DD/YYYY)

05/16/2008

Concurrent Drugs or Procedures:

Event Information

* Event description:

™ Anaphylaxis/Hypersensitivity

Explain the event and any treatment in a concise paragraph:
dog was given rabies & distemper - adenovirus type 2 - parainfluenza - parvovirus vaccines, had a reaction 1 hour
later, treated with .15 benedryl IV & 1 m] dexamethasone 1 m will split up vaccines in future.




If this adverse event involves a possible lack of efficacy with a rabies product please
contact the Center for Disease Control (CDC) at (404) 639-1050.

Onset (How long after product use did the event begin?):
(Include Units:mins, hrs, days, wks, mos, yrs)

1hr

Attending veterinarian's level of suspicion that product caused event;

High |

*Qutcome (select one):

Recovered with treatment

Cther;

Animal Information

Case |ldentification:

For animals handled in a group (herd, litter, etc.)

*Species| (X Canine (Dog) Number in group:1
{Other Species): Number affected:|1
Breed :Shihtzu/Bechaon Number vaccinated:|1
Sex; X Male Number dead:|0
Neutered: = No
Age (i.e., 2 yrs or 2 mos):4 mos

southfork at 16 wks on 9/16/08.

History and Envircnment {e.g., acquisition, vaccination, and medical histories; housing, diet, contacts, etc.):
1st distemper given at 8 wks by breeder, 2nd distemper given by south fork vet at 12 wks on 8/16/08. distemper & rabies given at

Personal Information

\/otarinarian

*Name
Address

Cit)

State

z

*Phon

FA

E-mai

(b)(6)

Mhamar

Name

Address (b)(6)

City

State]MN

Zip:

Phone: (b)(6) DOCK-XOXX-XOOXK)

E-mail:

This event has been reported to
the manufacturer(s):

Not Listed

*Submitter's First Nam

*Submitter's Last Nam

*Submitter's Phone Numbs

(b)(6)




*Today's Date:09/18/2008(MM/DD/YYYY)

Relationship to animal: Veterinarian

Other:

Submit!
Contact Scott Taylor if you have any questions regarding adverse events.

Date Received; 09/22/2008
Verified:yes

Reviewed.yes

Date Entered: 11/18/2008
CVB Reporter;
Acknowledgement: yes

This confirms that your Adverse Event Report has been received by the Center for Veterinary Biologics (CVB). Thank you for submitiing this
information in your Adverse Event Report. It is information such as this that enables the CVB to monitor the performance of veterinary biologics
used in field conditions. If you have additional questions regarding Adverse Event Reporting for veterinary biological products, please visit the
CVB. website.<p><a href="http://www.aphis.usda.gov/vs/cvb/ic/adverseeventreport.htm">CVE Home Page</a>



Record Nummber: AIV0OS030
Product Code: 186E5.23 150524

¥ Required Fields
Product Information

List ALL immunobiclogical products used.

Adverse Event Report

Fharmacovigiance
United States Departiment of Agriculture
Center for Veterinary Biologics

510 South 17th Street, Suite 104

*Brand Name or Generic *US Vet. License A(Eisf{‘i\ié:}wérr

Ames, (A 50010
Phone: (515) 232-5785

FAX: {515} 232-7120

Mame Manufacturer Name Serial (lot) Number Type of Product

1 Fel-O-Vax IV + Calicivax 112 1841104A % Combination

R e SRR =Y

< 2 [Click arrow for selections]

!M ¥ IClick arrow for selactions]
Administration of products.

Dose Route Site Needle Size Date Reconstituted

1 1ml SQ L rear 22 10/13/2008

2 1mi SQ K rear 22 10/13/2008

3

4

Administered by:

& Veterinarian (or veterinary siaff)

*Date of Product

Use:{(MM/DD/YYYY)

10/13/2008

Concurrent Drugs or Procedures:

none

Event Information

* Event description: | B Systemic

Explain the event and any treatmient in & concise paragraph.
atiant became lethargic, febrile and anorexic with mild diarthes within 12-24 hours post-vaccine.

If this adverse everd involves a possible lack of efficacy with a rabies product please




contact the Center for Disease Control {(CDC) at (404) 639-1050.

Onset {(How long after product use did the event begin?¥i<24 hrs
{include Units:mins, hrs, days, wks, mos, yrs)
Amending veterinarian's level of suspicion that product caused event, & High

*Outcome (select one)| [ Other

Other:| Pending treatment

Animal Information

Case dentification:Duncan Fournier For antmals handled in a group (herd, litter, sic.)
*Species: X Feline (Cat) Number in group:1
{Other Species): Number affected??
Breed [DLH Number vaccinated:1
Sex: X Maie Number dead 0
Neutered:,@ Nes
Age (i.e., 2 yrs or 2 mos)[6 mos

History and Environment {e.g., acquisition, vaceination, and medical histories; housing, diet, contacis, sic.}
Indoor only. One previous FYRCPC vaccine in 8/08.

Personal Information

Veterinarian Owner
& Name Namea
Address Address (b)(6)
Ciny City
State State TX
Zi ©)®) Zip
*Bhon Phone (0)6) DX XK
FA] I
E"?ﬁQiE E-mail (b)(6)

This svent has Desn reponec © X No
the manufacturer(s):

*Submitter's First Nam¢
*Submitter's Last Namg (b)(6)
*Submitter's Phone Numbe XX)

*’ngay‘g Datle T THZICEAEIWULT T T 1 1]
Relationship to arimal;




B Veterinarian

Other:

Submit
Contact Scott Taylor if you have any questions regarding adverse events.

Date Received: 10/14/2008
Verified:iyes

Reviewed:yes

Date Entered: 11/18/2008
CVB Reporter:
Acknowledgement

This confirms that vour Adverse Event Report has been received by the Center for Veterinary Biologics (CVB). Thank you for submitting this
information in your Adverse Event Report. It is information such as this that enables the CVB to monitor the performance of vaterinary biologics
used In field conditions. If vou have additional questions regarding Adverse Event Reporting for veterinary biological products, please visit the
CVB. websile.<p><a href="htip:///www aphis_usda.govivs/ovb/ic/adversesventreport im™>CVB Home Page</a>



Adverse Event Report

Pharmacovigilance

United States Depanment of Agricuiturs
Center for Veterinary Biologics

510 South 17th Street, Suite 104

Record Number: AIV05031

Product Code:  1505.24

* Required Fieids

Product Information

List ALL immuncbiclogical products used.

Amas, IA 50010

Phone: (515) 232-5785
FAX: (515)232-7120

E*Brand Name or Generic *i}S Vel Liceﬁfséﬂfééiféé;}}{;r h WW;M o
Name Manufacturer Name Serial (Jot) Number  [Type of Product
1 Defensor 3 189 1479285 | 52 viral
5 S
3
4
Administration of products.
Dose Route Site Needie Size Date Reconstituted
1 1 ml S0 RH leg 72
2
3
d

Administered bY: | (4] yorarinarian (or veterinary staf)

*Date of Product Use:(MM/DDYYYYY)05/07/2005

Concurrent Drugs or Procedures none

Event Information

* Event description: | X Avtoimmune
Explain the event and any treatment In & concise paragraph:

Kimmie received s rabies vaccine. She was lethargic over the next 7 days. She was taken to a vet and diagnosed
with Addisons disease. She was not rested for Addiscns until she had a second Addiscns erisis 3 maonths later. She
then did OK until 6 months later. She presented with icterus/anemia and was euthanized. {see attached letter with




hard copy)

if this adverse event involves a possible lack of efficacy with a rables product please
contact the Center for Disease Control (CDC) a1 {404) 638-1050,

Onset (How long after product use did the event begin?):
{Include Units:mins, hrs, days, wks, mos, yrs)

1 day

Attending velerinarian's level of suspicion that preduet caused event,

X High

*Outcome (select one):

I Recovered with treatment

Other:

aventually 1 yrs iater euthanized

Animal Information

Case ldentification:Kimmie For animals handled in a group {herd, litter, etc.)
*Species: X ©anine (Dog) Nurmber in group:1
{Cther Species) Number affected:l
Breed Mix Number vaccinatedil
Sex; < Female Number dead:C
Neutered!| 57 voq
Age (i.e., 2 yrs or 2 mos)|10 yrs

History and Environment {e.g., acquisition, vaccination, and medical histories; housing, diet, contacls, slc )
Kimmie was diagnosed with Addisons disease one week after having recelved & rabies vaccine. She was managed and trealed
for Addisons for 1 year. At that time she was euthanized due to anemia and jaundice of undetermined sticlogy,

Personal Information

Veterinarian Owrnier
*Name Name
Address Address b)(6)
ity City
State (b)(6) StateNY
Zi Zip b6
“Bhon Pronel DO K30Ge05)
FAJ
E-maill_ E-mail:

This event has been reported to
the manufacturern(s);

Not Listed

*Submitter's First Name:

(b)(6)

*Submitter's Last Name:




*Submitier's Phone Number (b)(©6) (XXX

*Today's Date|10/13/2008(MM/DD/YYYY)

Relationship to animal: 5 Cwner

Cther:

Submit
Contact Scott Tavlor if you have any questions regarding adverse events.

Date Received: 10/13/2008
Verified:yes

Reviewed:yes

Date Entered: 12/05/2008
CVE Repanrar Osorio
Acknowledgement:

This confirms that your Adverse Event Report has been received by the Center for Veterinary Biologics {CVB). Thank you for submitting this
information in yvour Adverse Event Repart. 1t is information such as this that enables the CVEB 1o monitor the performance of veterinary biologics
used in fleld conditions. if you have additional questions regarding Adverse Event Reporiing for veterinary biological products, please visit the
CVB. website <p><a href="hitp://www aphis usda.govivsicvbiic/adverseeventreport him">CVE Home Page</a»



Record Number: AIV09032
Product Code: 13D1.29 1905.24

* Required Fields

Product Information

_ ListALL immunob
*Brand Name or Gen
Name

iological products used.

eric  *U.S. Vet License (Est. No)or

Manufacturer Name

Adverse Event Report

Pharmacovigilance

United States Department of Agriculture
Center for Veterinary Biologics
510 South 17th Street, Suite 104

Ames, IA 50010
Phone: (515) 232-5785
FAX: {515) 232-7120

Serial (lot) Number Type of Product

1 Duramune Max 5 112 916310A ‘ Viral

2 Defensor 3 189 5724038 Viral

3 [Click arrow for selections]

& E [Click arrow for selections]
Administration of products.

Dose Route Site Needle Size Date Reconstituted

1 1ml SQ RF leg 22 10/14/2008

2 1ml SQ RR leg 22 11/01/2008

3

Administered by:

X Veterinarian (or veterinary staff)

*Date of Product Use:(MM/DD/YYYY)

10/14/2008

Concurrent Drugs or Procedures:

ear cleaning with MalAcetic Otic, and
application of Otomax to R ear

Event Information

* Event description:

X Anaphylaxis/Hypersensitivity

Explain the event and any treatment in a concise paragraph:
FPuppy was vx'd in exam room after exam client and puppy went up to lobby to check out. Puppy Vomited 2 large
piles and became very lethargic. Tech took puppy and owner back in exam room and notified vet. Vetadmin. 32 mg




benadryl IM and 1 mg Dex SQ. Sent puppy home for monitoring threughout day,

If this adverse event involves a possible lack of efficacy with a rabies product please
contact the Center for Disease Control (CDC) at (404) 638-1050,

Onset (How long after product use did the event begin?):[1
{include Units:mins, hrs, days, wks, mos, yrs)

5 mins

Attending veterinarian's level of suspicion that product caused event:

¥ High

*Outcome (select ona):

< Recovered with treatment

Other:

Animal Information

Case ldentification 12788

For animatls handled in a group {(herd, litter, etc.)

X No

*Bpecies: X Canine (Dog) Number in group; 1
{Cther Species): Number affecied]l
Breed jLab Number vaccinated]
Sex| 7 Female E Number dead:0

Neutered: 2

Age (i.e., 2 yrs or 2 mos))|18 wks

History and Environment (e.g., acquisition, vaccinatien, and medical histories; housing, diet, contacts, slc ),
3rd DAPP vx, 1st RV at time of occurance

Personal Information

Veterinarian

QOwner

*Name:
Address:

City
State:
Zif
*Phong
FAX
E-mail:

(b)(6)

Narme:

Address:

City:

State:

Zip:

P hromes: (OO XXX -XKXKK)

E-mail;

This event has been reportad 1o

the manufaciurer(sk

B Yes

*Submitter's First Nam
*Submitter's Last Nam

(b)(6)

XXX XK XIHKK




*Submitter's Phone Number:

*Today's Date:|10/14/2008(MM/DD/YYYY)

Relationship to animal: Other

Other|LVT

Submit
Contact Scott Taylor if you have any questions regarding adverse events.

Date Received: 10/14/2008
Verified.yes

Reviewed:yes

Date Entered: 12/09/2008
CVB Reporter:
Acknowledgement:

This confirms that your Adverse Event.Report has been received by the Center for Veterinary Biologics (CVB). Thank you for submitting this
information in your Adverse Event Report. It is information such as this that enables the CVB to monitor the performance of veterinary biologics
used in field conditions. [f you have additional questions regarding Adverse Event Reporting for veterinary biological products, please visit the
CVB. website.<p><a href="http://vww.aphis.usda.gov/vs/cvb/icfadverseeventreport.htm">CVB Home Page</a>



Record Number: AIV09037
Product Code: 1805.24

* Required Fields
Product Information
List ALL immunobiological products used.

Adverse Event Report

Pharmacovigilance
United States Departrment of Agriculture
Center for Veterinary Biologics
510 South 17th Street, Suite 104
Ames, IA 50010
Phone: (515) 232-5785
FAX: (515) 232-7120

*Brand Name or Generic  [*U.S. Vet. License (Est. No.) or |

Name Manufacturer Name Serial (lot) Number Type of Product

|1 Defensor 3 !1 89 5720288 Viral

2

!3

i I

' |
Administration of products.

Dose Route Site Needle Size Date Reconstituted

1 1ml SQ RH leg 25

2

3

Administered by:

X Veterinarian (or veterinary staff}

*Date of Product Use:(MM/DD/YYYY)

10/14/2008

Concurrent Drugs or Procedures:nail trim, exam

Event Information

* Event description: | IXI Anaphylaxis/Hypersensitivity

vomited on way home

Explain the event and any treatment in a concise paragraph:

If this adverse event involves a possible lack of efficacy with a rabies product please




contact the Center for Disease Control (CDC) at (404) 639-1050.

Onset {How long after product use did the event begin?}:20 mins
{Include Units:mins, hre, days, wks, mos, yrs)

Attending veterinarian's level of suspicion that product caused svent: & High

*Outcome (select oned:

B4 Recovered with trestment

Other:

Animal Information

Case ldentification:

5915

Far animals handled in a group {herd, litter, etc.)

*Species: X Canine (Dog) Number in group: 1
{Other Species); Number affected !
Breed Mini Dachsund Number vaccinated i
Sex: Male Number dead: 0

Neuterad: No

Age (i.e., 2 yrs or 2 mosy]

4 mios

from breeder who is a vet

History and Environment {e.q., acquisition, vaccination, and medical historles; housing, diet, contacts, etc.}:

Personal Information

Vaterinarian

*Name:
Address:

City
State:
Zi
*Phons
FAX
E-mail:

(b)(6)

MName
Address

City

(b)(6)

State:MA

iy
Phong

(b)(6)

XX XXX HHFL

E-mail:

This event has been reported 10

X No

the manufacturer(s):

*Submitter's First Nam
*Submitter's Last Nam
*Submitter's Phone Numbe

(b)(6)

KK HOAKKAAAY

*Today's Date:

10/20/2008(MM/DDIYYYY)

Relationship to animal




X Veterinarian

Other:

Submit
Contact Scott Taylor if you have any questions regarding adverse events.

Date Received: 10/20/2008
Verified:yes

Reviewed:yves

Date Entered: 12/06/2008
CVE Repaortern:
Acknowledgement: yes

This confirms that your Adverse Event Report has been received by the Cenier for Veterinary Biologics (CVB). Thank you for submitting this
information In your Adverse Event Report. Itis information such as this that enables the CVE 1o monitor the performance of veterinary biologics
used in field conditions. If you have additional questions regarding Adverse Event Reporting for velerinary biological products, please visit the
CVB. website <p><a href="htip./fwww aphis.usda.govivsiovbiic/adversesventreport. him">CVE Home Page</ax>



Reacord Numbear: AIV08041
Product Code: 190524 13D1.22 1081.00 2126.R0

* Required Fields

Product Information

List ALL immunobiological products used.

Adverse Event Report

Pharmacovigilance
United States Department of Agriculture
Center for Veterinary Blologics
510 Soulh 17th Streel, Suite 104

Ames, 14 50010

Phone: (515) 232-5785
FAX: (515) 232-7120

E*Erérzsj Name or Generic ?"U.S‘ Vet. License {)Esfik!;ié(} o |
Mame Manufacturer Name Serial (lot) Number ype of Product
1 Defensor 3 189 S724896D i 2 Viral
i - e e = e e e e O S O e g M
2 Vanguard Plus 5 189 AR26824 j 2 Viral
3 Bronchi-Shield 112 102578 TS acera
i Recombitek Lyme " 588 43735 -
o | 1 Recombinant i}

Administration of products.
Dose Route Site Needie Size Date Reconglituted
1 1mi 5Q RR hin 22 10/08/2008
2 1mi S0 L. lumbar 22 10/08/2008
3 1ml i Nostrils n/a 10/08/2008
4 1 ml S50 LR hip 22 10/08/2008

Administerad by;

X Veterinarian {or vetetinary staff} !

*Date of Product Use:{MM/DD/YYYY)

10/08/2008

Concurrent Drugs or Procedures:

10

Event Information

* Event description: | Xl Anaphylaxis/Hypersensitivity

Explain the event and any treatment in a congise paragraph:
Vomiting uncontrolably, could barely walk, VYomited apr. 12-13 times in a matter of a couple hours. Palient zlso had a
bowel movement in the house,




If this adverse event involves a possible lack of efficacy with a rabies product please
contact the Center for Disease Control {CDC) at (404} 639-1050.

Onset {(How long affer product use did the event begin?)yhrs
{include Units:iming, hrs, days, wks, mos, vrs)

Attending veterinarian’s level of suspicion that product caused event: = Hich

*Outcome (select one)| 2 Recoveraed with reatment |

Other

Animal Information

Case ldentification:

28365 "Tucker”

For animals handled in a group {(herd, lifter, etc.)

*Species] [ Canine (Tiog) ; Number in group:|i
{Other Specles): Number agffectsd:|1
Breed |Medium Mix Number vaccinated:|1
Sex: X Male Number dead:0

Neutered: 5 No

Age fi.e., 2 yrs or 2 mos)y

2 yrs & 2 days

Histary and Environment {e.g., acquisiticn, vaccination, and medical histories; housing, digt, contacts, etc.):

Personal Information

ALond: {Uhuner
*Name Name
Address Address b)6)
City City
State (b)(6) State]TX
Zi Zi  ®e |
*Phesy Fhene: (004200 X000K)
FA]
E-maill— E-mail:

This event has been reparted 1o
the manufaciurer{s).

X No

*Submitter's First Nam
*Submitter's Last Namy
*Submitter's Phone Numbe

(b)(6)

KA XXKX)

*Today's Date TWZZZUUSMINIULT TYY Y}
1




Relationship to animal: 5 Other

OtheriTechnician

Submit
Contact Scolt Tayior if you have any questions regarding adverse events.

Date Received: 10/22/2008
Verified:ves

Reviewed:yes

Date Entered: 12/09/2008
CVE Reporier:
Acknowledgement:

This confirms thal your Adverse Event Report has been recejved by the Center for Veterinary Biologics {CVB). Thank you for submitting this
irformation in your Adverse Event Repori. It is information such as this that enables the CVB to monitor the performance of veterinary biologics
used in field conditions. If you have additional questions regarding Adverse Event Reporting for veteripary biological products, please visit the
CVB. website.<p><a href="http://www aphis.usda.govivs/cvbiic/adverseeventreport tm™>CVB Home Page</a>



Record Number: AIV09042

Product Code: 1905.24 13D1.22 1081.00

* Required Fields
Product Information

List ALL immunobiologi_cal products used.

*Brand Name or Generic
Name

*1J.S. Vet. License (Est. No.) or
Manufacturer Name

Adverse Event Report

Pharmacovigilance
United States Department of Agriculture
Center for Veterinary Biclogics
510 Scuth 17th Street, Suite 104

Ames, IA 50010

Phone: (515) 232-5785

FAX: (515) 232-71

Serial (lot) Number

20

Type of Product

P Defensor 3 189 $724896D < Viral

‘2 Vanguard Plus 5 189 A827725B Viral

|

3 Bronchi-Shield 112 1102568 |0 Bacterial

4 [Click arrow for selections]
Administration of products.

Dose Route Site Needle Size Date Reconstituted

1T 1ml SQ RR hip 22 08/05/2008

2 1ml SQ - L lumbar 22 08/05/2008

3 1mi IN Nostrils n/a 08/05/2008

4

Administered by:

&< Veterinarian (or veterinary staff)

*Date of Product Use:(MM/DD/YYYY)

08/05/2008

Concurrent Drugs or Procedures:

no

Event Information

* Event description: | IXI Anaphylaxis/Hypersensitivity

Explain the event and any treatment in a concise paragraph:
Facial swelling, very itchy and had a red abdomen

If this adverse event involves a possible lack of efficacy with a rabies product please




contact the Center for Disease Control (CDC) at (404) 639-1050.

Onset (How long after product use did the event begin?);hrs
(Include Units:mins, hrs, days, wks, mos, yrs)
Attending veterinarian's level of suspicion that product caused event; < High

*Outcome (select one)| [ Recovered with treatment |

Other:
Animal Information
Case Identification;13210 For animals handled in a group (herd, litter, etc.)

*Species: X Canine (Dog) Number in group{1
{Other Species): Number affected:|1
Breed :[Dachshund Number vaccinated ;|1
Sex: X Female Number dead:|0

Neutered: X Yes

Age (i.e., 2 yrs or 2 mos):6 yrs & 6 mos

History and Environment (e.g., acquisition, vaccination, and medical histories; housing, diet, contacts, etc.):

Personal Information

Veterinarian Chwner
*Name; Namg
Address: Addres (b)(8)
City Cih
State: (b)(6) State]TX
Zip Zip (b)(6) !

*Dhone Phone =3k -XCOCK)
FAX

E-mail: | E-mail:

This event has been reported to| ¢ g
the manufacturer(s):

*Submitter's First Nam

*Submitter's Last Nam (b)(6)

*Submitter's Phone Numbe X-XXXX)

*Today's Date|TU/Z2/Z0US(MM/DLTY YYY)

Relationship to animal:




& Not Listed

OtherTechnician

Submit
Contact Scott Taylor if you have any questions regarding adverse events,

Date Received: 10/22/2008
Verified:yes

Reviewed:yes

Date Entered: 12/089/2008
CVE Reporter;
Acknowiedgemesnt

This confirms that your Adverse Event Report has been received by the Center for Veterinary Biclogics (CGVB). Thank you for submitting this
information in your Adverse Event Report. It is information such as this that enables the CVB to moniior the performance of veterinary biologics
used in field conditicns. If you have additional questions regarding Adverse Event Reporting for velerinary biological preducts, please visit the
CVE. wabsile <p><a href="htip://www.aphis.usda.govivs/ovbiiciadverssevenireport im">CVB Home Page</a>



Record Number: AIV09050
Product Code: 1905.24

* Required Fields
Product Information
List ALL immunobiological products used.

Adverse Event Report

Pharmacovigilance
United States Department of Agriculture
Center for Veterinary Biologics
510 South 17th Street, Suite 104

Ames, |1A 50010

Phone: (515) 232-5785
FAX: (515) 232-7120

*Brand Name or Generic  [*U.S. Vet. Licenser'(Es;{. N‘b.)'or o o

Name Manufacturer Name Serial {lot) Number Type of Product
1 Defensor 3 189 S719552A 5 Viral

2

!

3

4

Administration of products.

Dose Route Site Needle Size Date Reconstituted
1 1ml SQ RH leg 22
2

3
4

Administered by:

Veterinarian (or veterinary staff)

*Date of Product Use:(MM/DD/YYYY)

03/29/2008

Concurrent Drugs or Procedures:

none

Event Information

* Event description: | X Some other event - Describe Below

Explain the event and any treatment in a concise

is associated with this case.

paragraph:

12/9/2008 ROC: | called Dr. Haims about this case. He said that the dog was presented to him on 4/19/08 and
determined that the dogs was in kidney failure. The dog died the next day 4/20/08. He does not suspect the vaccine




If this adverse event involves a possible lack of efficacy with a rabies product please
contact the Center for Diseasea Control {CDC) at (404) 639-1050.

Onset (How long after product use did the event begin?):not given
{Include Units:mins, birs, days, wks, mos, yrs)
Altending veterinarian's level of susplcion that product causad event: % Low

*Qutcome (select one)| X Diad

Cther;
Animal Information
Case |dentification{Todie For anirnals handled in a group {herd, litter, etc.)

*Species] [ Canine (Dog) Number in group:1
{Other Species): Number sffected:{1
Breed |Pit Mix Number vaccinated: ]
Sex: 5% Female Number dead:

Neutsred: % Yes

Age (i.e., 2 yrs or 2 mosy|7 yrs 2 mos

History and Environment {e.g., acquisition, vaccination, and medical histories; housing, diet, contacts, eic ):

Personal Information

Veterinarian Famar
*Name Name
Address Addrass (b)(6)
City City
State ®)(6)  StatelNY
7i Zip
*Bhon Phone (©)®) XA XRHK)
FA] |
E-mail-— E-mail (b)(6)

This event has been reported o) |
the manufacturer(s):

*Submitier's First Name
*Submitter's Last Name (b)(6)
*Submitter's Phone Number XA RO KKK

| Not Listed




*Today's Date:|10/31/2008(MM/DD/YYYY)

Relationship to animal: Owner

QOther:

Submit|
Contact Scott Taylor If you have any questions regarding adverse events.

Date Received: 10/31/2008
Verified:yes

Reviewed:yes

Date Entered: 12/09/2008
CVB Reporter:
Acknowledgement:

This confirms that your Adverse Event Report has been received by the Center for Veterinary Biologics (CVB). Thank you for submitting this
information in your Adverse Event Repont. It is information such as this that enables the CVB to monitor the performance of veterinary biologics
used in field conditions. If you have additional questions regarding Adverse Event Reporting for veterinary biological products, please visit the
CVB. website.<p><a href="http://www.aphis.usda.gov/vs/cvb/ic/adverseeventreport. htm">CVB Home Page</a>



Record Number: AlV0S061
Product Code: 1905.24

* Required Fields
Product Information
List ALL immunqbiological products used.

*Brand Name or Generic  [FU.S. Vet. License (Est No) or

Adverse Event Report

Pharmacovigilance
United States Department of Agricuiture
Center for Veterinary Biclogics
510 South 17th Street, Suite 104
Ames, IA 50010
Phone: {515) 232-5785
FAX: (515)232-7120

Name Manufacturer Name Serial (lot) Number Type of Product

1 Defensor 3 I1 89 $826915A = Viral

2 X [Click arrow for selections]
Y?’ 77 | X [Click arrow for selections]
4 [Click arrow for selections]

Administration of products.

Dose Route Site Needle Size Date Reconstituted
1 1ml SQ RF 22 10/24/2008

2

3

Administered by:

X Veterinarian (or veterinary staff)

*Date of Product Use:(MM/DD/YYYY)[10/24/2008

Concurrent Drugs or Procedures:

Event Information

* Event description: ‘ X Anaphylaxis/Hypersensitivity

Explain the event and any treatment in a concise
nystagmus circling '

paragraph:

If this adverse event involves ap

ossible lack of efficacy with a rabies product please




contact the Center for Disease Control (CDC) at (404) 639-1050.

Onset (How long after product use did the event begin?);15 mins
(Include Units:mins, hrs, days, wks, mos, yrs)
Altending veterinarian's level of suspicion that product caused event:

Medium

*Outcome (select one):| [X Recovered with treatment

Other:
Animal Information
Case Identification: For animals handled in a group (herd, litter, etc.)

*Species: Feline (Cat) Number in group:(1
{Other Species): Number affected:|1
Breed |DSH Number vaccinated:|1
Sex: X Female Number dead:|0

Neutered: X Yes

Age (i.e., 2yrs or 2 mos)[18 yrs

History and Environment (e.g., acquisition, vaccination, and medical histories; housing, diet, contacts, etc.):
hasn't been vaccinated for many years

Personal Information

V/atarinarian Cuaper
*Name: Name (b)(6)
Address: Address:
City City:
_ Statg: (b)©6) Statte:
Zif Zip:
*Phone Phone: (3K -200K-X00KX)
FAX
E-mail: E-mail;

This event has been reported 10| (7] yeaq
the manufacturer(s):

*Submitter's First Name

*Submitter's Last Name (b)(6)

*Submitter's Phone Number PXXX-XXKX)
*Today's Date:|11/10/2008(MM/DD/YYYY)
Relationship to animal:




™ Other

Other:Vet Tech

Submit
Contact Scott Taylor if you have any questions regarding adverse events.

Date Received: 11/10/2008
Verified:ves

Reviewed:yes

Date Entered: 01/02/2009
CVB Reporter:
Acknowledgement:

This confirms that your Adverse Event Report has been received by the Center for Veterinary Biclogics (CVB). Thank you for submitting this
information in your Adverse Event Report. It is information such as this that enables the CVB to monitor the performance of veterinary biologics
used in field conditions. If you have additional questions regarding Adverse Event Reporting for veterinary biclogical products, please visit the
CVB. website.<p><a href="http://www.aphis.usda.gov/vs/cvb/icfadverseeventreport.htm">CVB Home Page</a>



Record Number: AIV0S066

Product Code:

* Required Fields
Product Information

2668.00 13D1.22 1905.24

List ALL immunobiological products used.

Adverse Event Report

Pharmacovigilance
United States Department of Agriculture
Center for Veterinary Blologics
510 South 17th Street, Suite 104

Ames, IA 50010

Phone: (515) 232-5785
FAX: (515) 232-7120

*Brand Name or Generic  *U.S. Vet. License (Est. Noyor |
Name %Manufacturer Name Serial (lot) Number Type of Product
1 Vanguard L4 189 S T A826181 X Bacterial
2 Vanguard Plus 5 189 A828276B = Viral
3 Defensor 1 189 T 8820085D = Viral
4
Administration of products.
Dose Route Site Needle Size Date Reconstituted
1 1mi SQ L lateral neck 22 11/17/2008
2 1mi SQ L lateral neck 22 11/17/2008
3 1mi SQ R [ateral neck 22 11/17/2008

Administered by:

‘E Veterinarian {(or veterinary staff)

*Date of Product Use:(MM/DD/YYYY)

11/17/2008

Caoncurrent Drugs or Procedures:;

Event Information

* Event description:

Anaphylaxis/Hypersensitivity

Explain the event and any treatment in a concise paragraph:

vaccines given about 3:30 p.m. owner took dog to emergency clinic at 8 p.m. for vemiting and rubbing face.

If this adverse event involves a possible lack of efficacy with a rabies product please




contact the Center for Disease Control (CDC) at {404) 639-1050.

Onset (How long after product use did the event begin?);5 hrs
(Include Units:mins, hrs, days, wks, mos, yrs)
Attending veterinarian's level of suspicion that product caused event; X High
*Outcome (select one):| [ Recovered with treatment
Other;
Animal Information
Case Identification: For animals handled in a group (herd, litter, eic.)
*Species: X Canine (Dog) Number in group:[1
{Other Species): Number affected:|1
Breed :[Mini Schnauzer Number vaccinated:|1
Sex: Female Number dead|0
Neutered:| 57 vag
Age (i.e., 2 yrs or 2 mos);2 yrs 7 mos

History and Environment (e.g., acquisition, vaccination, and medical histories; housing, diet, contacts, etc.);

Personal Information

Ainknrimmarism Fay
*Name: Name
Address: Address (b)(6)
City: City
State: (b)(6) State:[TX
Zip Zip
*Bhone Phone (b)(6) XKOOK-XKKX)
FAX '
E-mail: E-mail (b)(6)

This event has been reported to < No
the manufacturer{s);

*Submitter's First Name

*Submitter's Last Name (b))

*Submitter's Phone Nurnber KX)

*Today's Date:[1 1718/ 2006 (MN/DL/YY YY)
Relationship to animal;




> Veterinarian

Other:;

Submit|
Contact Scott Tayler if you have any questions regarding adverse events.

Date Received: 11/18/2008
Verified:yes

Reviewed:yes

Date Entered: 01/02/2009
CVB Reporter:
Acknowledgement: yes

This confirms that your Adverse Event Report has been received by the Center for Veterinary Biologics (CVB). Thank you for submitting this
information in your Adverse Event Report. It is information such as this that enables the CVB to monitor the performance of veterinary biclogics
used in field conditions. If you have additional questions regarding Adverse Event Reporting for veterinary biological preducts, please visit the
CVB. website.<p><a href="http://ww.aphis.usda.govivs/cvbliic/fadverseeventreport.htm">CVB Home Page</a>



Record Number: AIVOS0R7

Product Code:
* Required Flelds
Product Information

List ALL immunabiological products used.
*1.8. Vet. License (Est. No.) or

*Brand Name or Generic
Name
1 Duramune Max 5§

2 Defensor 1

3

;4

13D1.29 1805.24

Adverse Event Report

Pharmacovigilance

Unijted States Department of Agriculiure
Center for Veterinary Biologics
510 South 17th Sirest, Suite 104

Ames, 1A 50010
Phone: (515} 232-5785
FAX: {5158) 232-7120

Ema;;mm;tum; Name Serial (ot} Number Type of Preduct
112 - Bie310A T T viral
THES 8725738 < Viral

& [Click arrow for selections]

Administration of products.

Dose Route Site Needls Size Date Reconstituted
1T 1mi S0 22 1108/2008
2 1 mi SQ RR 22
3
4
Administered by: ¥ Veterinarian (or veterinary staff)
*Date of Product Use:(MM/DD/YYYY)[11/06/2008
Concurrent Drugs or Proceduraes:none
Event Information

* Event description:

1 Anaphylaxis/Hypersensitivity

Explain the event and any treatment in a concise paragraph:
~our hours post-vaccination the dog vomited once and had diarrhea twice. The dog was slightly lethargic.
Diphenhydramine and Dexamethosone were pdministered via 80 injection. The dog seemed fine afier that.




If this adverse event involves a possible lack of efficacy with a rabies product please
contact the Center for Disease Control (CDC} at (404} 639-1050.

Onset (How long after product use did the event begin?):4 hrs
{Include Units:mins, hrs, days, wks, mos, yrs)
Attending veterinarian's level of suspicion that product caused event; Medium

* y . .
Outcome (select one){ X' Recovered with treatment

Other;
Animal information
Case ldentification: For animals handled in a group (herd, litter, etc.)
*Species:| X Canine (Dog) Number in group:[1
Other Species): Number affected:/1
p

Breed :[Chiweenie Number vaccinated:1
Sex: < Male Number dead:|0

Neutered: No

Age (i.e., 2 yrs or 2 mos);|18 wks

History and Environment {e.g., acquisition, vaccination, and medical histories; housing, diet, contacts, etc.):
New puppy frem pet store

Personal Information

Veterinarian Owner

*Name: Name:
Address: Address:
City City:
State: (b)6) State:
Zip Zip:

*Phone Phone:|{XCOCX00K-XKX)

FAX

E-mail: | E-mail:

This event has been reported t < Yes
the manufacturer(s):

*Submitter's First Nam

*Submitter's Last Nam (b)(6)

*Submitter's Phone Numbé (XOKX)

*Today's Date]T TV T8/ZUUB{MIMULIY Y YY)




Relationship to animall 57 oyiher

OtherLVT

Submit]
Cantact Scott Tayior if you have any questions regarding adverse events.

Date Received: 11/18/2008
Verified.yes

Reviewed yes

Date Entered: 01/02/2009
CVB Reporter:
Acknowledgement:

This confirms that your Adverse Event Report has been received by the Center for Veterinary Biclogics (CVB). Thank you for submitting this
information in your Adverse Event Report. | is information such as this that enables the CVB to monitor the performance of veterinary biologics
used in field conditions. If you have additional questions regarding Adverse Event Reporting for veterinary biological products, please visit the
CVE. website.<p=<a href="htip:/Awww . aphis.usda.govivsiovbiiciadverseeventreporL bim">CVE Home Page</a>



Adverse Event Report

Pharmacovigilance
United States Department of Agriculture
Center for Veterinary Biologics
510 South 17th Street, Suite 104
Ames, |IA 50010
Phone: (515) 232-5785
FAX: (515) 232-7120

Record Number: AIV09069

Product Code:
* Required Fields

Product Information
List ALL immunobiological products used.

1905.24 13D01.22 108100 2126.R0

*Brand Name or Generic [*U.S.'Vet.rl_'icense (Estr.‘"No.) o | T
Name Manufacturer Name Serial {lot} Number Type of Product
1 Defensor 3 189 | S724896D Vical
3 Vanguard Plus 5 89 A829634 5 Viral
3 Bronch-Shield 3;112' ' i 02594 R Bacterial
4 Recombitek Lyme 298 42135 i < Recombinant

Administration of products.
Dose Route Site Needle Size Date Reconstituted
1 1ml SQ RR leg 22 11/06/2008
2 1ml SQ L lumbar 22 11/06/2008
3 0.5 mls IN Nostrils n/a 11/06/2008
4 1 ml SQ LR 22 11/06/2008

Administered by:

X Veterinarian {or veterinary staff)

*Date of Product Use:(MM/DD/YYYY)

11/06/2008

Concurrent Drugs or Procedures:

no

Event Information

* Event description:

X Anaphylaxis/Hypersensitivity

Explain the event and any treatment in a concise paragraph:
Vomited several times following her vaccines and lethargy.

If this adverse event involves a possible lack of efficacy with a rabies product please




contact the Center for Disease Control (CDC) at (404) 639-1050.

Onset (How long after product use did the event begin?):3 hrs
{Include Units:mins, hrs, days, wks, mos, yrs)
Attending veterinarian’'s level of suspicion that preduct caused event; High i

*Outcome (select one){ X Recovered without treatment

Qther:
Animal Information
Case |dentification:20986 "Precious” For animals handled in a group (herd, litter, etc.)

*Species] X Canine (Dog) Number in group:|1
{Other Species): Number affected:|1
Breed :|Dachsund Mix Number vaccinated;|1
Sex| X Female Number dead:{0

Neutered: X Yes

Age (i.e., 2 yrs or 2 mos)i4 yrs & 8 mos

History and Environment {e.g., acquisition, vaccination, and medical histories; housing, diet, contacts, etc.):

Personal Information

Veterinarian S

*Name Name
Address: Address (b)(6)

City City

State (b)(6) State]TX

Ziy Zip] (e |
*Phong Phone: SOK=XHKK)

FA>

E-maill E-mail;

This event has been reported 10| 51 N
the manufacturer(s);

*Submitter's First Name
*Submitter's Last Name (b)(6)

*Submitter's Phone Numbe XXX}
*Today's Date]T 7 T9/Z0US(MN/UDIY Y YY)

Relaticnship to animal;




‘ X Other

Other{Technician

Submit
Contact Scott Taylor if you have any questions regarding adverse events.

Date Received: 11/18/2008
Verified:yes

Reviewed:yes

Date Entered: 01/02/2008
CVB Reporter:
Acknowledgement:

This confirms that your Adverse Event Report has been received by the Center for Veterinary Biologics {CVB). Thank you for submitting this
information in your Adverse Event Report. It is information such as this that enables the CVB to monitor the performance of veterinary biologics
used in field conditions. If you have additional questions regarding Adverse Event Reporting for veterinary biological products, please visit the
CVB. website.<p><a href="http://www.aphis.usda.gov/vs/cvb/ic/adverseeventreport.htm">CVB Home Page</a>



Record Number: AIV09070

Product Code:

1905.24 13D1.22 1081.00

* Required Fields
Product Information
List ALL immunobiological products used.

Adverse Event Report

Pharmacovigilance
United States Department of Agriculture
Center for Veterinary Biologics
510 South 17th Street, Suite 104

Ames, IA 50010
Phone: (515) 232-5785

FAX: (515) 232-7120

*Brand Name or Generic  [*U.S. Vet. License (Est. No.) or

Name Manufacturer Name Serial (lot) Number Type of Product

i1 Defensor 3 189 S$724896D ' Viral

12 Vanguard Pius 5 189 A829624 Viral

3 Bronchi-Shield 12 162598 T TR Bacterial

4 X [Click arrow for selections]
Administration of products.

Dose Route Site Needle Size Date Reconstituted

1 1ml SQ RR hip 22 10/27/2008

2 1ml SQ L lumbar 22 10/27/2008

3 0.5 mls IN Nostrils n/a 10/27/2008

Administered by:

Veterinarian {(or veterinary staff)

*Date of Product Use:(MM/DD/YYYY)

10/27/2008

Concurrent Drugs or Procedures:

no

Event Information

* Event description:

Some other event - Describe Below

Explain the event and any treatment in a concise paragraph:

Patient began foaming @ the mouth, coughing and sneezing. Temperature of 103.7. Reactions started the day after

vaccines.




If this adverse event involves a possible lack of efficacy with a rabies product please
contact the Center for Disease Control (CDC) at (404) 639-1050.

Onset (How long after product use did the event begin?))24 hrs
' {Include Units:mins, hrs, days, wks, mos, yrs)
Aftending veterinarian's level of suspicion that product caused event:| ¢ High

*Outcome (select one).| X Recovered with treatment

Other:
Animal Information
Case ldentification;|27585 "Patches” For animals handled in a group (herd, litter, etc.)

*Species: (X Canine (Dog) Number in group:|1
{Other Species): Number affected:|1
Breed ;Japanese Chin Number vaccinated:|1
Sex Female Number dead:|0

Neutered: Yes

Age (i.e., 2 yrs or 2 mos)|1 yrs 6 mos

History and Environment (e.g., acquisition, vaccination, and medical histories; housing,-diet, contacts, etc.):

Personal Information

Veterinarian Owner

*Namel™ Name

Address Address b)6)
City City

State; (b)(6) State:[TX
Zi Zip| (b)(6) |
*Phone ’ Phone: (XX-XXOK-XXXX})
FAS

E-mail E-mail:

This event has been reported to = No
the manufaciurer{s):

*Submitter's First Name

* H 1
Submitter's Last Namé (b)(6)

*Submitter's Phone Numbe -XXKX)

*Today's Ddt{-_,_l TIT T ETOO IVITVITLT AT 1 1 IY)
i




Relationship to animal:| 5 oher

Other:|Technician

Submit]
Contact Scott Taylor if you have any questions regarding adverse events.

Date Received: 11/19/2008
Verified:yes

Reviewed:yes

Date Entered: 01/02/2009
CVB Reporter:
Acknowledgement:

This confirms that your Adverse Event Report has been received by the Center for Veterinary Biologics (CVB). Thank you for submitting this
information in your Adverse Event Report. It is information such as this that enables the CVB to monitor the performance of veterinary biologics
used in field conditions. If you have additional questions regarding Adverse Event Reporting for veterinary biological products, please visit the
CVB. website.<p><a href="http://Awww.aphis.usda.gov/vs/cvbfic/adverseeventreport.htm">CVB Home Page</a>



Record Number: AIV08078

Product Code:

13D01.28 1805.24 12X1.20

* Required Fields
Product Information

List ALL immunobiclogical products used.

Adverse Event Report

Pharmacovigilance
United States Department of Agriculiure
Center for Veterinary Biologics
510 South 17th Strest, Suite 104
Ames, A 50010
Phone: (515} 232-8785
FAX: (815 232-7120

*Brand Name or Generic  *1).S. Vet. License (Est. No.) or

et e R
;

B
i

Serial (lot) Number ?Yype of Product

Name Manufacturer Name

1 Duramune Max 5 112 196329A (X virat

2 Defensor i 189 $724038 X viral

3 Intra-Trac 3 1654 H CB41I2A < Combination
; .

= [Click arrow for selections]

Administration of products.

Dose

Route

Site Needle Size

Date Reconstituted

1

2

3

Administered by

X Veterinarian {or veterinary staff}

*Date of

Product Use:(MM/DD/YY YY)t 1/26/2008

Coneurrent Drugs or Procedures!

observe in clinic

Event lInformation

* Event description:

K Anaphylaxis/Hypersensitivity

Explain the event and any treatment in # concise paragraph:
The vacoines were given and approximately 10 minutes later the dog vomited. Treatments Diphenhydramine 0.18mi
and Dexamethasone 0.25ml were given and the dog was observed for about 25 minutes.  Dog went home and

another hour and 15 minutes fater the dog had vomited more and was itching her face andg had red nose and eyes as




tzell as slight facial swelling. Dog came back into hospital and we ebserved her for 4 hours, no concerns. Dog left
ith owner and vomited in vehicle so the dog came back in to the clinic. The dog vomited two more times and started
pawing at face again and had red spots in one ear. Gave Diphenhydramine 0.29ml. Observed dog for 2 more hours.
No signs noted.

If this adverse event involves a possible lack of efficacy with a rables product please
contact the Center for Disease Control (CDC) at (404) 639-1050.

Onset (How long after product use did the event begin?):[10 mins
{Include Units:mins, hrs, days, wks, mos, yrs)
Attending veterinarian’s level of suspicion that product caused event: = Mot Listed

*Outcome (select one)| [X] Recovered with treatment

Other:
Animal Information
Case |dentification: For animals handled in a group (herd, litter, etc.)

*Species! X Canine (Dog) Number in group:{1
(Other Species): Number affected;|1
Breed Shih Tzu Number vaccinated;|1
Sex; X Female Number dead 0

Neutered: X Yes

Age (i.e., 2 yrs or 2 mos)i|1 yrs 8 mos

History and Environment {€.g., acquisition, vaccination, and medical histories; housing, diet, contacts, etc.):

Personal Information

sl Owner
*Name: Name:
Address: Address:
City City:
State: (b)(6) State:
Zip Zip:
*Phoneg Phone:|{XCK-XKXK-XXXX)
FAX
E-mail: E-mail:
This event has been reported to X| Not Listed
the manufacturer(s).




*Submitter's First Nam¢

*Submitter's Last Nam¢ (b)(6)

*Submitter's Phone Numbe HRXX-XXXK)

*Today's Daierr [iéU!LUUGU‘.‘HMW)

Relstionship to animak et Listed

Other:

Date Received: 11/26/2008
Verified:yes

Reviewed:yes

Date Entered: 01/02/2009
VB Reporter:
Acknowledgement:

This confirms that your Adverse Event Report has been received by the Center for Veterinary Biologics (CVB). Thanik you for submitting this
information in your Adverse Event Report. It is information such as this that enables the CVE to monitor the performance of veterinary biologics
used in field conditions. If you have additional questions regarding Adverse Event Reporting far veterinary biclogical products, please visit the
CVEB, wabsite <p=<a href="htlp/fwww.aphis.usda.govivsiovbiic/adversesventreport. him'>CVB Home Page</a>



Record Number: AIV09081

Product Code;

1905.24

* Required Fields
Product Information
List ALL immun.obiplogicqllprpqugts used.

e

Brand Name or Generic

Adverse Event Report

Pharmacovigilance
United States Department of Agriculture

Center for Veterinary Biologics

510 South 17th Street, Suite 104

*U.8. Vet. License (Est. No.) or

Ames, [A 50010

Phone: (515) 232-5785
FAX: (515) 2327120

‘Name Manufacturer Name Serial (lot) Number Type of Product

1 Defensor 1 189 5608371 ' Viral

\

!2 X Combination

3 DX Combination

4 DX Combination
Administration of products.

Dose Route Site Needle Size Date Reconstituted

v

2

3

Administered by:

X Veterinarian (or veterinary staff)

*Date of Product Use:(MM/DD/YYYY)

02/18/2008

Concurrent Drugs or Procedures:

Event Information

" Event description:

Some other event - Describe Below

Explain the event and any treatment in a concise paragraph:
30 minutes after event my cat could not stand up no treatment given by vet on return visit.

ROC: | talked to owner and she said that Veternarian said that cat had diabetes & kidney failure prior to vaccination.




Progressively got worse and died on 5/23/2008.

If this adverse event involves a possible lack of efficacy with a rabies product please
’ contact the Center for Disease Control (CDCY at (404} §39-1050.

Onset (FHow long after product use did the avent begin?):30 mins
{include Units:mins, hrs, days, wks, mos, vrs)
Attending veterinarian's level of suspicion that product caused event:

2 Not Listed
*Outcome (select one)| 57 Died

Cthery Died 5/23/2008

Animal Information

Case ldentification 2008US35233

For animals handled in a group {(herd, litter, etc.)
*Species] 5 Feline (Cat) Number in group;1
(Other Species), Number affected i
Breed |Siamese mix Number vaccinated:i
Sex % Female Mumber deadi
Neutered] 5 Yes

Age (i.e., 2 yrs or 2 mos)|16 yrs

History and Envirocnment {e.g., acquisition, vaccination, and medical histories; housing, diet, contacts, efc )

Personal Information

Veterinarian Muueer
*Name; Namg
Address] Address (b)(6)
City City
Siate! (b)(6) State:MO
Zif Zip:
*Phor Phone: (b)(6) [X-XOKHA=XKHX)
FAS
E-maill E-mail:

This event has been reported to
the manufacturer(sy

*Submitter's First Name:

' Yes

*Submitter's Last Name: (b)(6)

X XOKK-XKXX)




*Submitter's Phone Number:

*Today's Date:|12/01/2008(MM/DD/YYYY)

Relationship to animal; < Owner

COther:

Submit]
Contact Scott Taylor if you have any questions regarding adverse events.

Date Received: 12/01/2008
Verified:yes

Reviewed.yes

Date: Entered: 01/02/2009
CVB Reporter:
Acknowledgement:

This confirms that your Adverse Event Report has been received by the Center for Veterinary Biologics (CVB). Thank you for submitting this
information in your Adverse Event Report. It is information such as this that enables the CVB to monitor the performance of veterinary biologics
used in field conditions. If you have additional questions regarding Adverse Event Reporting for veterinary biological products, please visit the
CVB. website.<p><a href="http://www.aphis.usda.gov/vs/cvb/ic/adverseeventreport.htm">CVB Home Page</a>



Record Number: AlV09086
Product Code: 13D1.20 1505.24

* Reguired Fields
Product Information
List AL immunobiological products used.

Adverse Event Report

Pharmacovigilance
United States Department of Agriculture
Center for Veterinary Biologics
510 South 17th Street, Suite 104
Ames, 1A 50010
Phone: (515) 232-5785
FAX: (515) 232-7120

*Brand Name or Generic  *U.S. Vet. License (Est. No.jor |
iName %Manufacturer Name “[Serial {loty Number Type of Product
2 Defensor 1 189 5826916A ( Viral
.4 ]
Administration of products.
Dose Route Site Needle Size Date Reconstituted
T 1ml SQ Intrascapular 2 11/21/2008
2 1ml SQ Intrascapular 22 11/21/2008
3

Administered by:

X Veterinarian (or veterinary staff)

*Date of Product Use:(MM/DD/YYYY)[11/21/2008

Concurrent Drugs or Procedures:

Event Information

* Event description: | X Anaphylaxis/Hypersensitivity

Explain the event and any treatment in a concise paragraph:

patient came in for vx appt 11/211 @ 10:10 a.m. owner called @ 5 p.m. reported patient had a swollen face & welts
on body & patient was lethargic offered for owner to bring patient down now. owner couldn't bring patient in. patient
as taken to emergency vet clinic @ 7:40 p.m. was given dexamethasone SF inj 6 mg IV & diphenhydramine inj 16




myg 1M & swelling resolved.

If this adverse event involves a possible lack of efficacy with a rables product please
contact the Center for Disease Control (CDC) at {404) 639-1050.

Onset (How long after product use did the event begin?):6 lus
{Include Units.mins, hrs, days, wks, mos, vrs)
Attending veterinarian’s level of suspicion that product caused avent: % Not Listed

*Outcome (select one)]| = Recovered with treatment

Other:
Animal Information
Case ldendification: Fer animals handled in a group (herd, litter, sic.)

*Species] X canine (Dog) Number in group1
{Other Species) Number affected)
Breed |Pug Number vaccinated:[i
Sex! % Female Number dead:0

Newered: 2 Yes

Age (i.e., 2 y1s or 2 mos)|2 yrs 1 mos

History and Environment {(2.g., acquisition, vaccination, and medical histories; housing, diet, contacts, atc.):

Personal Information

\leterinarian : Owner
*Name Name
Address Address 0)6)
City City
State LI State]CA
Zi Zip
*Phon Phone (0)(6) DO XOK-3000K)

FA

E-mail. ] E-mail:

This event has been reported to X Yes
the manufacturer(sh:

*Submitter's First Nam
% .
Submitter's Last Nam (b)(©6)

O eI 04




*sSubmitter's Phone Number:

*Today's Date|11/28/2008(MM/DDAYYYY)

Relationship to animal: <1 Other

Otherjvet tech

Submit
Contact Scott Taylor if you have any guestions regarding adverse events,

Date Received: 11/28/2008
Verified:yes

Revilewed.yes

Date Emterad: 02/20/2009
CVB Reporter:
Acknowledgement: yes

This confirms thal your Adverse Event Report has been received by the Center for Veterinary Biologics {CVB). Thank you for submitting this
information in your Adverse Event Report. it is information such as this that enables the CVB 1o monitor the performance of velerinary biologics
used in field conditions. If you have additional questions regarding Adverse Event Reporting for veteripary biological products, please visit the
CVB. weabsite <p><a href="hitp://www.aphis.usda.govivs/cvb/ic/adversesventreport. him"»>CVB Home Page</a>



Record Number: AIVQ9088

Product Code:

16D1.20 16D1.20 1905.24

* Required Fields
Product Information
List ALL immunobiological products used.

Adverse Event Report

Pharmacovigilance
United States Department of Agriculture
Center for Veterinary Biologics
510 South 17th Street, Suite 104

Ames, IA 50010

Phone: (515) 232-5785

FAX: (515) 232-7120

*Brand Name or Generic  *U.S. Vet. License (Est. No)or

Name Manufacturer Name Serial (lot) Number Type of Product
‘1 Felocell 3 1 89 AB27324C | = Viral

‘2 Felocell 3 i189 AB12496E \@ Viral

3 Defensor 1 113‘9 B714887C [ vira

4

[Click arrow for selections]

Adminisiration of products.

Dose Route Site Needle Size Date Reconstituted
1 1ml SQ LL scapula 2 10/22/2008
2 1ml 5Q LL scapula 22 10/12/2008
3 1ml SQ LR scapula 22 10/12/2008

Administered by:

Veterinarian {or veterinary staff)

*Date of Product Use:(MM/DD/YYYY)

10/22/2008

Concurrent Drugs or Procedures:

none

Event Information

* Event description:

B< Some other event - Describe Below

Explain the event and any treatment in a concise paragraph:
The cat developed anorexia 5 days post vaccination. PE on 10/30/2008 revealed a severe ileus. Foreign body was
suspected and an abdominal exploratory performed. Negative findings. Cat continued to decline despite agressive
intensive care she continued to decline and was euthanized on 11/02/2008.




If this adverse event involves a possible lack of efficacy with a rabies product please
contact the Center for Disease Control (CDC) at (404) 639-1050.

Onset (How long after product use did the event begin?);
(Include Units:mins, hrs, days, wks, mos, yrs)

about & days

Attending veterinarian's level of suspicion that product caused event;

High

*Qutcome (select one):

Did not recover

Other:

Animal Information

Case Ideniification:

Sidney

For animals handled in a group (herd, litter, etc.)

*Species| [X Feline (Cat) Number in group:[1
{Other Species): Number affected:|1
Breed ;|DSH Number vacecinated:|!
Sex! ] Female | 'Number dead:0

Neutered: Yes ]

Age (i.e., 2 yrs or 2 mos);

2 yrs 4 mos

History and Environment (e.g., acquisition, vaccination, and medical histories; housing, diet, contacts, etc.):
owner got her as a Kitten, history of fractured leg when kitten, healed and no other health problems. 3 other cats in house are
fine/healthy and up to date on vaccines. Indoor 100%

Personal Information

*Name:
Address:

City
State;
Zif
*Phoné
FAX
E-mail;

(b)(6)

Owner
Name (b)(6)
Address;
Ciy 06 |
State]CO
Zip (b)(6)

Phone: [ XXX-33X-XXXX)

E-mail;

This event has been reported to

‘No

the manufacturer(s
*Submitter's First Nam
*Submitter's Last Nam
*Submitter's Phone Numbe

(b)(6)




*Today's Date:|12/10/2008(MM/DD/YYYY)

Relationship to animaly 5q v/aterinarian

Other;

Submit|
Contact Scott Taylor if you have any questions regarding adverse events.

Date Received: 12/10/2008
Verified:yes

Reviewed:yes

Date Entered: 02/20/2009
CVB Reporter;
Acknowledgement:

This confirms that your Adverse Event Report has been received by the Center for Veterinary Biologics (CVB). Thank you for submitting this
information in your Adverse Event Report. It is information such as this that enables the CVB to monitor the performance of veterinary biologics
used in field conditions. If you have additional questions regarding Adverse Event Reporting for veterinary biological products, please visit the
CVB. website.<p><a href="http://www.aphis.usda.gov/vs/cvblic/fadverseeventreport.htm">CVB Home Page</a>



Adverse Event Report

Pharmacovigilance

United States Department of Agriculiure
Center for Veterinary Biologics
510 South 17th Strest, Suite 104

Ames, [A BOO10

Phone: (515} 232-5785
FAX: (5715)232-7120

Record Number: AIV0S114

Product Code: 483720 1905.24

* Required Fields

Product Information

ListALL Eygguzgopip?ggi;ai §{gq§§¢ts used.

*Brand Name or Generic "U.S. Vet License (Est. No.) or

Name Manufacturer Name §Seriai {loty Number Type of Product

1 Galaxy DAZPPYL 1654 - 2i3388A J]x Combinatian |
2 Defensor 1 (189 87257378 Viral

F X [Click arrow for selections] |

1

i ] R

B2 (Click arvow or sslections] |

Administration of products.

Dose Route Site Needle Size Date Reconstituted
1 1ml 1M LR leg 01/07/20089

2 1ml iM R side leg 01/37/2009

3

Administered by

] veterinarian {or velerinary staff)

|

i
H

*Date of Product Use:(MM/DDYYYYY)

01/07/2008

Concurfent Drugs or Procedures:

Event Information

dexamethasone injecticn

Event description:

X AnaphylaxisfHypersensitivity

24 hrs.

Explain the event and any treatment in a concise paragraph:
After the animal was vaccinated with senial 2133984, it developed a anaphylaclic reaction that lasted approximately




if this adverse event involves a possible lack of efficacy with a rabies product please
contact the Center for Disease Control (CDC) at (404) 639-1050.

Onset (How long after product use did the event begin?):30 mins
{Include Unils:mins, hrs. davs, wks, mos, yIs
Attending veterinarian's level of suspicion that product caused event;

4
3}
()

-

*Outcome {select one)| ] Recovered with reatment
Ciher:
Animal Information
Case |dentification: For animals handled in a group (herd, litter, etc))

*Species: X Carine (Dog) Number in group:1
{Gther Species): Number affected:1
Breed iack Russell Terier Number vaccinatedil
Sex % Female Number deadid

Nettered: X Yes

Age {l.e., 2 yrs or 2 mosi{l yrs

History and Environment {e.g., acquisiticn, vaccination, and medical histories; housing, dist, contacts, etc.):

Personal Information

Veterinarian Owner
“Name Name
Address Address
(b)(6)
City City
St&its&f (b)(6) Sta'fe:|%
&l Zip
*Phon Phone (b)(®) R XXH IR
FA
E-mail E-maii:

This event has been reported 1o % Yes
the manufacturer(s):

*Submitter's First Nam

*Submitter's Last Nam( (b)(6)
*Submitter's Phone Numba KX
*Today's Date U 7OB/Z0USINTDLY YT T TS




Relationship to animal] 52 «per

Qther:Employee |

Submit
Contact Scott Taylor if you have any questions regarding adverse events,

Date Received: 01/08/2009
Verified:yes

Reviewed:yes

Date Entered: 03/06/2009
CVB Reporter:
Acknowledgement:

This confirms that your Adverse Event Report has been received by the Center for Veterinary Biologics {CVB). Thank you for submitting this
information in your Adverse Event Report. it is information such as this that enables the CVB to monitor the performance of vetennary biclegics
used in field conditions. if you have additional questions regarding Adverse Event Reporiing for veterinary biological products, please visit the
CVB. website.<p><a href="http://www.aphis.usda.govivs/cvblic/adverseeventreport. htm™CVB Home Page</a>



Record Number: AIV08121
13D1.22 1905.24

Product Code:

* Required Fields
Product Information

List ALL immunobiological products used.

Adverse Event Report

Pharmacovigilance
United States Department of Agriculture
Center for Veterinary Biologics
510 South 17th Street, Suite 104

Ames, IA 50010

Phone: (515) 232-5785
FAX: (515) 232-7120

*Brand Name or Generic *US Vet Llcense(EstNo)or
Name iManufacturer Name Serial (lot) Number Type of Product
1 Vanguard Plus 5 189 - 8721903691 < Viral
3 Defensor3 89 8721900908 159 virai
| l i
3 B R -
g
Administration of products.
Dose Route Site Needle Size Date Reconstituted
T 1 mi SQ Withers 5 01/03/2009
2 1 ml SQ hip 25 01/03/2009
3
4

Administered by:

Veterinarian {or veterinary staff) "

*Date of Product Use:(MM/DD/YYYY)

01/03/2009

Concurrent Drugs or Procedures:

Event Information

* Event description:

XI Anaphylaxis/Hypersensitivity

Dog recovered & is doing fine.

Explain the event and any treatment in a concise paragraph:
Gave DHPP & rabies on 1/3/09, Later returned with swollen lips & eyelids. Gave 50 g diph & 6 mg dexamethasone.




If this adverse event involves a possible lack of efficacy with a rabies product please
contact the Center for Disease Control (CDC) at (404) 639-1050.

Onset (How long after product use did the event begin?):
{Include Units:mins, hrs, days, wks, mos, yrs)

not listed

Altending veterinarian's level of suspicion that product caused event:

High

*Outcome (select one):

X Recovered with treatment

Other;

Animal Information

Case |dentification:;

For animals handled in a group (herd, litter, efc.)

*Species:

X Canine (Dog)

Number in groupi{i

(Other Species):

—

Number affected:

Breed :|Golden Refriever

-

Number vaccinated:

Sex;

Female

Number dead:|0

Neutered:

Yes

Age (i.e., 2 yrs or 2 mos)i|9 yrs

History and Environment (e.g., acquisition, vaccination, and medical histories; housing, diet, contacts, etc.):

Personal Information

Vetarinarian Qwner
*Name Name (b)(6)

Address Address:
City City:
State (B)(6) State:
Zi Zip:

*Phon Phone {POCXX-XXXX)

FAS

E-mail: T E-mail:

This event has been reported to

the manufacturer(s):

Not Listed

*Submitter's First Nan
*Submitter's Last Nar
*Submitter's Phone Numb

(b)(6)

*Today's Date:

01/14/2009(MM/DDIYYYY)




Relationship to animal:‘ % Veterinarian

Other:|

Submit
Conmact Scott Taylor if vou have any questions regarding adverse events.

Date Received: 01/20/2009
Verifled:yes

Reviewed:ves

Diate Entered: 03/06/2008
CVE Reportern:
Acknowledgement: ves

This confirms that your Adverse Event Report has been received by the Center for Veterinary Biologics (CVB} Thank you for submitting this
information in your Adverse Event Report. ltis information such as this thal enables the CVB to monitor the performance of veterinary biologics
used in field conditions. If you have additional queslions regarding Adverse Event Reporting for veterinary biological products, please visit the
CVB. website <p><a href="hitp./www aphis.usda.gov/vsicvbiicladversesventreport.him">CVB Home Page</a>



Record Number: AIV09143

Product Code: 47Ki1

* Required Fields
Product Information

20 14M1.20 1905.24

List ALL imm‘qnqb.iollogigal produpts used.

*Brand Name or Generic
Name

U.S. Vet License (Est. No.jor

Manufacturer Name

Adverse Event Report

Pharmacovigilance

United States Department of Agriculture
Center for Veterinary Biclogics

510 South 17th Street, Suite 104

Ames, |A 50010

Phone: (515) 232-5785
FAX: (615) 232-7120

%Serial {lot) Number

Type of Product

1 Vanguard Plus 5 L4 g9 A829821C ‘! Combination
I 1 i
‘2 Intra-Trac |l 165A 53655A TE Combination
3 Rabdomun 1 ’1 89 $829083 Viral
Administration of products.
Dose Route Site Needle Size Date Reconstituted
1 1ml SQ L lumbar 22 12/30/2008
2 1 ml Intranasal Nose 12/30/2008
3 1ml SQ R lumbar 22 12/30/2008

Administered by:

Veterinarian (or veterinary staff)

*Date of Produ

ct Use:(MM/DD/YYYY)

12/30/2008

Concurrent Drugs or Procedures:

Solozine 0.3 mg daily

Event Information

* Event description:

Autoimmune

Explain the event and any treatment in a concise paragraph:

Immune mediated hemolytic anemia and thrombocytopenia. treated with prednisone, azathioprine blood transfusions.

If this adverse event involves a possible lack of efficacy with a rabies product please




contact the Center for Disease Control (CDC) at (404} 639-1050.

Onset (How long after product use did the event begin?)10 days
(Include Units:mins, hrs, days, wks, mos, yrs)

Attending veterinarian's level of suspicion that product caused event; High

*Outcome (select one){ X Died

Other:

Animal Information

Case |dentification:

For animals handled in a group (herd, litter, etc.)

*Species: Canine (Dog) Number in group: 1
{Other Species): Number affected;(1
Breed fltalian Greyhound Number vaccinated:|1
Sex: X Male Number dead:[1

Neutered: X Yes

Age (i.e., 2 yrs or 2 mos):7 yrs

History and Environment (e.g., acquisition, vaccination, and medical histories; housing, diet, contacts, ete.):

Personal Information

Veterinarian Owner
*Namé Name
Address Address (b)(6)
Cil City
Stats State]MO
7 (b)(6) Zip
*Bhot Phone (b)(6) XX XOKK-XKKK)
FA
E-ma E-mail:

This event has been reported to

the manufacturer(s);

X No

*Submitter's First Name
*Submitter's Last Namé
*Submitter's Phone Numbe

(b)(6)

)
~

*Today's Date:

Y

Relationship to animal:

Veterinarian




Other] |

Date Received: 02/05/2009
Verifiedyes

Reviewedyes

Date Entered: 04/10/2005
CVE Reporter:
Acknowledgement: yes

This confirms that your Adverse Event Repert has been received by the Center for Veterinary Biologics (CVB}. Thank you for submitting this
informstion in your Adverse Evant Report, It is information such as this that enables the CVE to monitor the performance of velerinary biologics
used in field conditions. If you have additional questions regarding Adverse Event Reporting for veterinary biclogical products, please visit the
CVB. website.<p><a href="htip:.//www.aphis.usda.gov/vs/cvbiic/adverseeventreport. him">CVB Home Page</a>



Record Number: ANV0O8144
Product Code: 130524 1301.22 14P5.20
* Reguired Fields

Product Information

List ALL immunobiclogical products used.

Adverse Event Report

Pharmacovigilance
United Stetes Departmeant of Agriculture
Center for Veterinary Biologics
510 South 17th Street, Suite 104
Ames, A 50010
Phone: (515) 232-5785
FAX: (515) 232-7120

*Brand Name or Generic  *U.8. Vet License {Est. Nojor |

Name Manufacturer Name Serial (lot) Number Type of Product

1 Defensor 3 5189 ;Séﬁ?’??ﬁﬁ Vil

2 Vanguard Plus 5 189 RBITT1 % Viral

i f

3 Vanguard CV [3 89 ‘AB318B1A 2 viral

" !

54 | | X [Chick arrow for selections]
Administration of products.

Dose Route Site Needle Size Date Reconstituted

1 1mi SQ RR leg 3 (02/04/2000

2 1ml SQ Intrascapuilar 23 G2/04/2000

3

4

Administered by

i
X Veterinarian (or veterinary staff) |

*Date of Product Use:(MM/DDIYYYY)

(02/04/2009

Concurrent Drugs or Procedures:

None

Event Informati on

* Event description: § X Anaphylaxis/Hypersensitivity

Explain the event and any treatment in a concise

paragraph:

One episode of vomit and pale gums 30 minutes after administration.  Hives about 3 hours after administration.

If this adverse event involves a possible lack of efficacy with a rabies product please




contact the Center for Disease Control {CDC) at (404} 639-1050.

Onset (How long after product use did the event begin?)30 mins
{Include Units:mins, hrs, days, wks, mos, yrs)
Afttending veterinarian's level of suspicion that product caused evenl: High

"Outcome (select one). X Recovered with freatment

Cther:
Animal Information
Case dentificationiGlen For animals handled in a group (herd, litter, etc.}

*Species) 57 Canine Dog 3 Number in group1
{Other Species): Number gffected]1
Breed ([Pug Number vaccinated |1
Sex X Female Number desd;0

Neuytersd; 57 Yes

Age (i.e., 2 yrs or 2 mos)il.5 yrs

History and Environment {e.g., acquisition, vaccination, and medical histories; housing, diet, contacts, ete.):
Had 3 DHPPC as a puppy and 1 vear Rabies on 1.25,08

Personal Information

Veterinarian Owner
*Name Namé
d A i
Address ddres 0)6)
Cib (b)(6) City
Siate State W 1
Z 2B (m)e)
*Phon Phoneqmom e mAmx=Am XXX
FAX:
E-mail: sskif@bresnan.net E-maik:

This event has been reported to 5 No
the manufacturer(s):

*Submitter's First Namég
*Submitter's Last Namg (b)(6)
*Submitter's Phone Numbel XX)
*?m{ﬁay‘g Eja{é: T HEOUR(IVIRE L T LT 1)

Felationship 1o animal;




Veterinarian

Other;

Submit
Contact Scott Taylor if you have any questions regarding adverse events,

Date Received: 02/05/2009
Veriflediyes

Reviewed:yes

Date Entered: 04/10/2008
VB Reporter:
Acknowledgement:

This confirms that your Adverse Event Report has been received by the Center for Velerinary Biologics (CVB). Thank you for submitting this
information in your Adverse Event Report. It is information such as this that enables the CVE to monitor the performance of veterinary biologics
used in field conditions. If you have additional questions regarding Adverse Event Reporting for veterinary biological products, please visit the
CVB. website.<p><a href="hitp/fwww.aphis usda govivsievbiic/adverseeventreport him™>CVEB Home Page</a>



