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CVB Notices Published in 2006

Notice No. Date Title
06-01 01/20/06 Issuances of Licenses
06-02 01/24/06 Issuance of a Conditional License for Avian Influenza Virus

Type A Antigen Test Kit

06-03 02/13/06 Potential Contamination of Porcine Kidney Cells
06-04 02/13/06 Withdrawal of Supplemental Assay Methods 310 and 311
06-05 03/01/06 Issuance of Conditional Licenses for Avian Influenza Vaccine,

Killed Virus-Subtypes H5N2, H5N9, H7N2, H7N3

06-06 03/01/06 Type (Species) Designation of Vaccines Containing Bovine Viral
Diarrhea Virus(es)

06-07 03/06/06 Center for Veterinary Biologics Public Meeting

06-08 03/31/06 Avian Influenza (H5 Subtypes) Vaccine Bank

06-09 04/04/06 Mailing Lists for Center for Veterinary Biologics and Veterinary
Services Memorandums

06-10 04/10/06 Issuances of Licenses

06-11 04/21/06 Replacement of Potency Assay Reference Samples for
Immunodiagnostic Test Kits

06-12 04/20/06 Authorization to Use Remaining Inventories of Replaced Labels

06-13 06/08/06 Transfer of Food Safety and Inspection Service (FSIS) Support of

Adjuvant Reviews from FSIS to the Animal and Plant Health
Inspection Service (APHIS)

06-14 06/05/06 Dating Extension for Pasteurella multocida Standard Reference
Bacterins

06-15 06/09/06 Request for Adjuvant and Excipient Data

06-16 06/13/06 True Name Change for Canine Vaccines with Bacterins Containing
Leptospira

06-17 07/07/06 Issuance of Licenses



06-18

06-19

06-20

06-21

06-22

08/18/06

09/12/06

10/2/06

10/4/06

10/11/06

Avian Influenza (H7 Subtypes) Vaccine Bank

Issuance of a Conditional License for Mycobacterium
Paratuberculosis DNA Test Kit, Polymerase Chain Reaction

Dating Extension and Dilution Adjustment for Selected Standard
References

Replacement of the Center for Veterinary Biologics’ Killed
Veterinary Rabies Reference

Issuances of Licenses



Memo No. Date
800.85 05/18/06
800.93 02/02/06 &
06/30/06
800.95 01/10/06
800.97 02/02/06 &
06/30/06

VS Memos Published in 2006
Title
Avian Influenza Vaccines

Supplemental Assay Methods

GB Texas Newcastle Disease Challenge Virus

Standard Reference Preparations, Test Reagents,
and Seed cultures for Laboratory Test Reagents



Date
01/20/06

02/13/06

03/13/06
05/10/06
07/10/06
07/10/06

08/07/06

08/21/06

08/23/06

10/02/06

Documents Posted to the CVVB Website for Comment in 2006

Document
VS Memo 800.203

D011

D012
D013
D014
D015

D016

VS Memo 800.203

D017

VS Memo 800.203

Title
General Licensing Considerations: Compatibility of
Components

True Name Change for Canine Vaccines with Bacterins
Containing Leptospira

Mailing Lists for CVB Notices & VS Memos
Request for Adjuvant Data

SIF — Category 111-B Transgenic Plant

SIF — Category 1-D Nucleic Acid Mediated

General Licensing Considerations: Transgenic Plant Cell
Line Products

General Licensing Considerations: Compatibility of
Components & Summary of Changes

Mammalian Influenza Vaccines, Killed
Virus

General Licensing Considerations: Compatibility of
Components & Summary of Changes



Draft Guidance Documents in Progress

Draft CVB Notice No. 06-XX

Draft CVB Notice No. 06-XX

Draft CVB Notice No. 06-XX

Draft VS Memo No. 800.XX

Draft VS Memo No. 800.XX

Test Exemptions for Detection of Extraneous Avian
Leukosis Virus

Availability of Leptospira grippotyphosa and Leptospira
icterohaemorrhagiae Standard

Policy Regarding Rabies Vaccines
Testing Designations

Guidance for Designing, Interpreting, and Reporting
Inactivation Studies
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PEL '07 Priority Activities

 Laboratory testing
» Program Documentation
» Program Quality Assurance

Program Docs

CVB Notices Published in 2006 — 22

VS Memorandum Published in 2006 — 4

Documents Posted to the CVB Website for Comment in
2006 - 10

Draft Guidance Documents in Progress

— Test Exemptions for Detection of Extraneous Avian Leukosis
Virus

— Availability of Leptospira grippotyphosa and Leptospira
icterohaemorrhagiae Standard

— Policy Regarding Rabies Vaccines

— Testing Designations

— Guidance for Designing, Interpreting, and Reporting Inactivation
Studies

FY 2006
Establishments and Permittees

Issued
3 Establishment Licenses
2 Permittee

Terminated
4 Establishment License
2 Permittee

Total
97 Licensees
22 Permittees

FY 2006
Products
Issued

76 Product Licenses
These include: 11 Unique Products

Terminated
249 Product Licenses

Total
2,348 Active Product Licenses

Veterinary Biologics

Licensed Establishments vs Products
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Veterinary Biologics

Biotech Products Licensed
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Note: These figures do not include Diagnostics

Biotech Products — 2006

All Categories

1-A-1 Non-replicating recombinant 14 Il Live Gene Deleted 8
antigen(s)-vaccine

1-A-2 Non-replicating recombinant 5

antigen(s)-kits Category 1

1-B-1 Monoclonal antibody- 4 Ill-A Live Vectored 25
therapeutic/prophylactic use

1-B-2 Monoclonal antibody-used in 64 IIl-B-1 Transgenic plant-based-vaccine | 1
diagnostic tests

1-C-1 Synthetic peptide- 2

therapeutic/prophylactic use

1-C-2 Synthetic peptide/oligonucleotide-in | 7
diagnostic

1-D-1 Nucleic Acid-Mediated (not 1
Synthetic)-vaccine

1-D-2 Nucleic Acid-Mediated (not 1
Synthetic)-diagnostic

Product License:

Veterinary Biologics
Number of Diagnostic Product Licenses
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Veterinary Biologics
Unique Products
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Permits — FY 2006

No. of Research and Evaluation Permits - 292

No. of Transit Shipment Permits - 4

Veterinary Biologics Permits
FY 1991 through FY 2006
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Total Submissions
Compared by Category
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Permittees 2006

» Canada > New Zealand » Europe .
v 2 Antiserum v 13 Bacterin ¥ 1Vaccine
v 1 Antigen Test Kit « 2 Bacterin v 11 Diagnostic :
v'24 Bacterin « 4 Bacterin-Toxoid e 1 Ant!body Test Kit
¥ 4 Vaccine « 7 Toxoid + 2 Antigen .
* 2 0ocysts v 1 Antiserum « 8 Antigen Test Kit
« 2 Culture ¥ 1Immunomodulator
» Australia Moo
o ohacen ¥ 3 Diagnostic
j 2 Doctenin * 3 Antigen Test Kit
1 Toxoid

v'11 Diagnostic
* 7 Antigen Test Kit
* 2 Antibody Test Kit
« 2 Interferon Test Kit
v 1Immunotherapeutic

Center for Veterinary Biologics
FY 2006 Licensing Summary

FY04 FY05 FY06
Submissions 6945 6993 6646
Product Licenses & 89 97 78
permits Issued
Total Active Licenses 2518 2465 2348
& Permits
Biotechnology 24 25 26
Products Licensed
Unique Products 17 16 11
Licensed
R&E Permits 181 240 292

October 2006




