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CVB Draft Guidance Documents for Comment

. Comments Due Posted
Title ID
Date Date
There are no newly published documents at
this time.
How to submit comments
CVB Notices
. Publication Posted
Title
Date Date

There are no newly published documents at this
time.


https://www.aphis.usda.gov/
https://www.aphis.usda.gov/veterinary-biologics/regulations-guidance/draft-documents-comment

Veterinary Services Memoranda (new or revised)

. Publication Posted
Title ID
Date Date
Laboratory and Target Animal Batch Safety May 22,
i _ 800.116 May 22, 2025
Testing Exemption (276.28 KB) 2025

Rulemaking

There are no newly published documents at this time.

Proposed Rulemaking

. Publication
Title Posted Date
Date

Historical Summary of Proposed Documents February 12, March 24,
(35.57 KB) 2025 2025
Notices of Availability
There are no newly published documents at this time.

Supplemental Assay Methods

. Document Posted
Title ID
Date Date

Testing for Purity, Potency and Dissociation of Brucella January 6, June 3,
abortus Vaccine, Strain 19 2025 2025
Potency Assay Leptospira kirschneri serogroup 617 May 13, June 3,
grippotyphosa Bacterins

2025 2025


https://www.aphis.usda.gov/sites/default/files/memo_800_116.pdf
https://www.aphis.usda.gov/sites/default/files/memo_800_116.pdf
https://www.aphis.usda.gov/sites/default/files/historical-summary-draft-documents.pdf
https://www.aphis.usda.gov/sites/default/files/sam600.pdf
https://www.aphis.usda.gov/sites/default/files/sam600.pdf
https://www.aphis.usda.gov/sites/default/files/sam617.pdf
https://www.aphis.usda.gov/sites/default/files/sam617.pdf

Document Posted

Title ID
Date

Supplemental Assay Method for Potency Testing of June 17
Clostridium botulinum Type C Bacterin-Toxoids (244.62 213 2022 '
KB)
Supplemental Assay Method for Immunogenicity and June 12
Spore Count Testing of Anthrax Spore Vaccine- 214 5023 '
Nonencapsulated (226.67 KB)
Supplemental Assay Method for Potency Testing of 217June 17,
Tetanus Toxoid by ELISA (341.97 KB) 2022
Supplemental Assay Method for Bacterial Plate Count of January 17,
Erysipelothrix rhusiopathiae Vaccines (211.92 KB) 2025
Supplemental Assay Method for Testing for

, , " January 17,
Preservative Interference with Sterility Tests (207.47 903 5025
KB)
Supplemental Assay Method for Potency of Live January 17,

905
Avirulent Mannheimia haemolytica Vaccine (225.09 KB) 2025

Supplemental Assay Method for Detection of

Extraneous Bacteria and Fungi in Live Bacterial 928January 3,
Vaccines and Master Seed Bacteria Samples (223.63 2025
KB)

Testing Protocols

. Document
Title ID
Date
Potency Testing Clostridium septicum CVB-PRO- November 19,
Antigen (202 KB) 0010 2024

Reagent Data Sheets

Date

May 5,
2025

May 5,
2025

May 5,
2025

March 24,
2025

March 24,
2025

March 24,
2025

March 24,
2025

Posted
Date
May 12,
2025

Publication Posted

Title Lot ID
Date

Date


https://www.aphis.usda.gov/sites/default/files/sam213.pdf
https://www.aphis.usda.gov/sites/default/files/sam213.pdf
https://www.aphis.usda.gov/sites/default/files/sam214.pdf
https://www.aphis.usda.gov/sites/default/files/sam214.pdf
https://www.aphis.usda.gov/sites/default/files/sam214.pdf
https://www.aphis.usda.gov/sites/default/files/sam217.pdf
https://www.aphis.usda.gov/sites/default/files/sam217.pdf
https://www.aphis.usda.gov/sites/default/files/sam612.pdf
https://www.aphis.usda.gov/sites/default/files/sam612.pdf
https://www.aphis.usda.gov/sites/default/files/sam903.pdf
https://www.aphis.usda.gov/sites/default/files/sam903.pdf
https://www.aphis.usda.gov/sites/default/files/sam905.pdf
https://www.aphis.usda.gov/sites/default/files/sam905.pdf
https://www.aphis.usda.gov/sites/default/files/sam928.pdf
https://www.aphis.usda.gov/sites/default/files/sam928.pdf
https://www.aphis.usda.gov/sites/default/files/sam928.pdf
https://www.aphis.usda.gov/sites/default/files/cvb-pro-0010.pdf
https://www.aphis.usda.gov/sites/default/files/cvb-pro-0010.pdf

Clostridium septicum Antitoxin

Leptospira grippotyphosa Challenge Culture
(134.39 KB)

Secondary Reference Serum-Bovine IgG; Stock
for Bovine IgG Species Standard (98.93 KB)

Rabies challenge, fox salivary gland origin
(103.16 KB)

Chicken Anemia Virus DNA Positive Control
(117.03 KB)

Leptospira pomona Master Reference Bacterin
(95.31 KB)

Standard Reference Mycobacterium
Tuberculosis Tuberculin (Old Tuberculin) (96.73
KB)

Leptospira icterohaemorrhagiae Challenge
Culture (97.67 KB)

Clostridium perfringens type D (epsilon) toxin
(127.79 KB)

Veterinary Rabies Reference Vaccine, killed
virus (99.46 KB)

Clostridium chauvoei Spore Preparation (100.05
KB)

Clostridium perfringens type C (beta) toxin
(109.37 KB)

Escherichia coli Anti-F41 Pilus Polyclonal
Antibody (F41 PADb) (93.74 KB)

Clostridium haemolyticum spore preparation
(100.57 KB)

Clostridium novyi type B (alpha) Antitoxin
(106.6 KB)

Acholeplasma laidlawii (96.33 KB)
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https://www.aphis.usda.gov/sites/default/files/cvb-dat-5159.pdf
https://www.aphis.usda.gov/sites/default/files/cvb-dat-0008.pdf
https://www.aphis.usda.gov/sites/default/files/cvb-dat-0146.pdf
https://www.aphis.usda.gov/sites/default/files/cvb-dat-0146.pdf
https://www.aphis.usda.gov/sites/default/files/cvb-dat-0281.pdf
https://www.aphis.usda.gov/sites/default/files/cvb-dat-0220.pdf
https://www.aphis.usda.gov/sites/default/files/cvb-dat-0072.pdf
https://www.aphis.usda.gov/sites/default/files/cvb-dat-0015.pdf
https://www.aphis.usda.gov/sites/default/files/cvb-dat-0015.pdf
https://www.aphis.usda.gov/sites/default/files/cvb-dat-0011.pdf
https://www.aphis.usda.gov/sites/default/files/cvb-dat-0011.pdf
https://www.aphis.usda.gov/sites/default/files/cvb-dat-0136.pdf
https://www.aphis.usda.gov/sites/default/files/cvb-dat-5117.pdf
https://www.aphis.usda.gov/sites/default/files/cvb-dat-5117.pdf
https://www.aphis.usda.gov/sites/default/files/cvb-dat-0137.pdf
https://www.aphis.usda.gov/sites/default/files/cvb-dat-0134.pdf
https://www.aphis.usda.gov/sites/default/files/cvb-dat-5167.pdf
https://www.aphis.usda.gov/sites/default/files/cvb-dat-5167.pdf
https://www.aphis.usda.gov/sites/default/files/cvb-dat-5142.pdf
https://www.aphis.usda.gov/sites/default/files/cvb-dat-0056.pdf
https://www.aphis.usda.gov/sites/default/files/cvb-dat-0116.pdf

Clostridium tetani Toxin (116.98 KB)

Escherichia coli Anti-K99 Pilus Horseradish
Peroxidase (HRP)-Labeled Monoclonal Antibody
(K99-HRP Conjugate) (121.64 KB)

Clostridium perfringens Type C (beta) Antitoxin
(103.83 KB)

Clostridium novyi Type B Toxin (103.7 KB)

Clostridium perfringens Type C (beta) Antitoxin
(101.02 KB)

Secondary Reference Serum-Equine 1gG; Stock
for Equine IgG Species Standard (98.51 KB)
Clostridium perfringens Type A (alpha) toxin
(111.72 KB)

Negative Guinea Pig Serum (101.53 KB)

Clostridium perfringens Type D (epsilon)
Antitoxin (106.08 KB)

Clostridium tetani Antitoxin 5.0 AU/mL (guinea
pig origin) (95.19 KB)

Clostridium septicum (alpha) Toxin (105.58 KB)

Clostridium novyi Type B Toxin (101.27 KB)

Clostridium perfringens type A recombinant-
alpha antitoxin (99.84 KB)

Clostridium chauvoei Flagella-specific

IRP 664

IRP 680

IRP 637
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IRP 645

10849

IRP 612

IRP 550
(07)

IRP 249

IRP 466

IRP 688

IRP 698

IRP 564
(08)

(7D11/YD7) Monoclonal Antibody (MAb) (125.91 IRP 608

KB)

Clostridium septicum Antitoxin (112.47 KB)
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https://www.aphis.usda.gov/sites/default/files/cvb-dat-5123.pdf
https://www.aphis.usda.gov/sites/default/files/cvb-dat-5132.pdf
https://www.aphis.usda.gov/sites/default/files/cvb-dat-5132.pdf
https://www.aphis.usda.gov/sites/default/files/cvb-dat-5132.pdf
https://www.aphis.usda.gov/sites/default/files/cvb-dat-0140.pdf
https://www.aphis.usda.gov/sites/default/files/cvb-dat-0141.pdf
https://www.aphis.usda.gov/sites/default/files/cvb-dat-5165.pdf
https://www.aphis.usda.gov/sites/default/files/cvb-dat-0148.pdf
https://www.aphis.usda.gov/sites/default/files/cvb-dat-0148.pdf
https://www.aphis.usda.gov/sites/default/files/cvb-dat-0145.pdf
https://www.aphis.usda.gov/sites/default/files/cvb-dat-0092.pdf
https://www.aphis.usda.gov/sites/default/files/cvb-dat-0021.pdf
https://www.aphis.usda.gov/sites/default/files/cvb-dat-0021.pdf
https://www.aphis.usda.gov/sites/default/files/cvb-dat-0050.pdf
https://www.aphis.usda.gov/sites/default/files/cvb-dat-0050.pdf
https://www.aphis.usda.gov/sites/default/files/cvb-dat-5152.pdf
https://www.aphis.usda.gov/sites/default/files/cvb-dat-5189.pdf
https://www.aphis.usda.gov/sites/default/files/cvb-dat-0096.pdf
https://www.aphis.usda.gov/sites/default/files/cvb-dat-0096.pdf
https://www.aphis.usda.gov/sites/default/files/cvb-dat-0131.pdf
https://www.aphis.usda.gov/sites/default/files/cvb-dat-0131.pdf
https://www.aphis.usda.gov/sites/default/files/cvb-dat-0122.pdf

Salmonella pullorum Stained K Polyvalent Plate February 27, March

. 16-301
Antigen (168.69 KB) 2025 20, 2025
February 27, March
Clostridi dellii Toxin (150.85 KB IRP 675
ostridium sordellii Toxin ( ) 2025 20, 2025
IRP 501 February 27, March
Clostridium sordellii antitoxin (131.52 KB) 4
(04) 2025 20, 2025
Leptospira canicola Master Reference Bacterin IRP 699 March 6, March
(98.26 KB) 2025 20, 2025
. March 6, March
Mycoplasma hyorhinis (99.32 KB) 16Aprl2
2025 20, 2025
17Aprl2- February 27, March
Mycoplasma fermentans (129.79 KB)
MF 2025 20, 2025
Mycoplasma orale (128.42 KB) 18Apriz | cpruary 27, March
yeop ' Pre 2025 20, 2025
Mycoplasma synoviae (129.7 KB) 17Aprl2- February 27, March
YLop Y ' MS 2025 20, 2025
Leptospira icterohaemorrhagiae Reference IRP 542  February 19, March
Bacterin (103.53 KB) (06) 2025 19, 2025
Escherichia coli harboring the pMyco plasmid (E. 0915108 February 12, March
coli/pMyco) (101.42 KB) 2025 17, 2025
Pasteurella multocida Challenge Culture IRP 690 February 12, March
(bovine) (96.58 KB) 2025 17, 2025
Leptospira grippotyphosa Polyclonal Antibody IRP 511- February 12, March
(LG PADb) (102.66 KB) 04 2025 17, 2025
Other
. Publication Posted
Title ID
Date Date
. . CVB-
Inspection and Compliance Manual Chapter: _ June 9,
. . FRM- April 29, 2025
Daily Inspection Notes (257.36 KB) 2025

0084


https://www.aphis.usda.gov/sites/default/files/cvb-dat-0432.pdf
https://www.aphis.usda.gov/sites/default/files/cvb-dat-0432.pdf
https://www.aphis.usda.gov/sites/default/files/cvb-dat-5116.pdf
https://www.aphis.usda.gov/sites/default/files/cvb-dat-0061.pdf
https://www.aphis.usda.gov/sites/default/files/cvb-dat-5188.pdf
https://www.aphis.usda.gov/sites/default/files/cvb-dat-0118.pdf
https://www.aphis.usda.gov/sites/default/files/cvb-dat-0117.pdf
https://www.aphis.usda.gov/sites/default/files/cvb-dat-0119.pdf
https://www.aphis.usda.gov/sites/default/files/cvb-dat-0120.pdf
https://www.aphis.usda.gov/sites/default/files/cvb-dat-0070.pdf
https://www.aphis.usda.gov/sites/default/files/cvb-dat-0070.pdf
https://www.aphis.usda.gov/sites/default/files/cvb-dat-0113.pdf
https://www.aphis.usda.gov/sites/default/files/cvb-dat-0113.pdf
https://www.aphis.usda.gov/sites/default/files/cvb-dat-5171.pdf
https://www.aphis.usda.gov/sites/default/files/cvb-dat-5171.pdf
https://www.aphis.usda.gov/sites/default/files/cvb-dat-0098.pdf
https://www.aphis.usda.gov/sites/default/files/cvb-dat-0098.pdf
https://www.aphis.usda.gov/sites/default/files/cvb-frm-0084_1.pdf
https://www.aphis.usda.gov/sites/default/files/cvb-frm-0084_1.pdf

Title ID
. . CVB-
Inspection and Compliance Manual Chapter: FRM
Pre-Inspection Blueprint Worksheet (237.3 KB) 0082

Current Veterinary Biologics Product Catalog
(375.54 KB)

NCAH Portal User Guide: Qualifications of
Veterinary Biologics Personnel (632.84 KB)

NCAH Portal User Guide: Creating and Revising 18
Electronic Outlines (495.34 KB)

Organization Chart: Policy, Evaluation, and
Licensing Unit (179.97 KB)

DB-9

Have a question or comment about the CVB web pages?

Publication
Date

April 29, 2025

April 3, 2025

March 31,
2025
March 31,
2025

February 10,
2025

Posted
Date

June 9,
2025

April 24,
2025
April 4,
2025
April 4,
2025
March 14,
2025

Contact us if you need help with a broken link, a page loading incorrectly, or other
technical problems. Please provide the URL (address) of the page. You can report
these problems or let us know what you think about our web pages by emailing the

CVB web content manager.

Print



https://www.aphis.usda.gov/sites/default/files/cvb-frm-0082.pdf
https://www.aphis.usda.gov/sites/default/files/cvb-frm-0082.pdf
https://www.aphis.usda.gov/sites/default/files/currentprodcodebook.pdf
https://www.aphis.usda.gov/sites/default/files/ncahportalguide4.pdf
https://www.aphis.usda.gov/sites/default/files/ncahportalguide4.pdf
https://www.aphis.usda.gov/sites/default/files/ncahportalguide18.pdf
https://www.aphis.usda.gov/sites/default/files/ncahportalguide18.pdf
https://www.aphis.usda.gov/sites/default/files/pel-org-chart.pdf
https://www.aphis.usda.gov/sites/default/files/pel-org-chart.pdf
mailto:CVB.PIMS@usda.gov
mailto:CVB.PIMS@usda.gov
https://www.aphis.usda.gov/print/pdf/node/2365

