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* Vaccine approval process:

— Vaccines sold in the US are reviewed and
approved by Animal and Plant Health
Inspection Service (APHIS);

— All vaccines sold in Canada are reviewed and
approved by the Canadian Food Inspection
Agency (CFIA).



« Bovine vaccines in Canada:

— Of 78 vaccines approved for use in cattle in
Canada, 75 were first approved in the United
States (April 5, 2019).

— The CFIA reviews and approves vaccines
offered for sale in Canada but usually bases
the approval on the same data as submitted
to APHIS.



* Vaccine approval process:

— Requirements for getting approval of vaccines
are available on the websites of:
« Veterinary Biologics Section of CFIA,
» Center for Veterinary Biologics of the APHIS.

— A web search for the term "9CFR” will allow
you to view many of the efficacy challenge
requirements.



Vaccine approval process:

— Testing for regulatory approval of vaccines fall
Into 4 categories:
« Tests of purity
» Tests of potency
 Tests for safety
» Tests of efficacy

— The processes and procedures used In
producing the vaccine are documented in the
Outline of Production.



Vaccine approval process:

— Purity:
« Vaccines are produced using a ‘master seed’
process.

 The master seed is tested to ensure it is not
contaminated with viruses, bacteria and
mycoplasma (i.e. ‘extraneous agents’) or
extraneous materials.

 All reagents and cells used in producing the actual
vaccine must also be tested to ensure they are
also not contaminated.



Vaccine approval process:

— Potency:

« Potency is a measure of the relative strength of a
vaccine....the idea is to predict how much antigen
IS required in the vaccine to produce protection in a
vaccinated animal.

 For a live virus vaccine, a potency test might be
the titre of the virus.

 For a killed vaccine, there will be other direct or
Indirect tests developed to estimate the amount of
antigen in the vaccine.



Vaccine approval process:

— Potency:

« Vaccines decline in potency after they are
manufactured and packaged.

» Tests to assess the safety of the vaccine must be
conducted using vaccine at its strongest potency.

» Tests to assess the effectiveness of the vaccine
must be conducted using vaccine at its lowest
potency (the estimated potency when it expires).



Vaccine approval process:

— Potency:

« Some antigens may need to be concentrated after
production to either bring them up to minimum
potency (increase the strength) or to attain a small
enough volume to fit into a combination vaccine.



Vaccine approval process:

— Safety:
 The vaccine must not cause excessive reactions at
the injection site or to the animal in general.

« Both adjuvant or antigens can cause a reaction, so
they both must be tested for safety.

* Live vaccines must be tested to make sure they
are safe (not still virulent) and that they don't
regain their virulence (back passage testing).



Vaccine approval process:

— Safety:

« Back passage testing involves challenging the
most susceptible animal that is likely to be
vaccinated with the microbe in the vaccine and
following them to observe for evidence of virulence
and for evidence that the microbe in the vaccine
will persist in vaccinated animals.

 |f the vaccine microbe is detected in the vaccinated
animals, the back passage is repeated using the
microbe that was recovered from the vaccinates.



Vaccine approval process:

— Safety:

* There are special requirements to test modified-
live IBR and BVD vaccines for safety in pregnant
COWS.

* These safety trials require enrolling at least 1200
cows and following them all for 2 years.

— Follow all the calves born to 6 groups of 200 cows (1
group vaccinated in either the 1st, 2"d or 3" trimesters
with a corresponding unvaccinated control group) plus

— Collect serum samples from 50 new-born calves from
each group vaccinated in the 2nd or 31 trimesters,



Vaccine approval process:

VETERINARY SERVICES MEMORANDUM NO. 800.110

Subject: Exemption from Label Warning Concerning the Use
of Bovine Rhinotracheitis Vaccine, Modified Live
Virus in Pregnant Cows or in Calves Nursing
Pregnant Cows Under 9 Code of Federal
Regulations 112.7(e)

To: Biologics Licensees, Permittees, and Applicants
Directors, Center for Veterinary Biologics

https://www.aphis.usda.gov/animal health/vet biologics/publications/memo 8
00 110.pdf



https://www.aphis.usda.gov/animal_health/vet_biologics/publications/memo_800_110.pdf

Vaccine approval process:

— Safety:

 All modified-live IBR and BVD vaccines are only
safe in pregnant cows that have been properly
vaccinated before they became pregnant.

* The previous vaccination requirements for
vaccination when cows/heifers are open vary by
vaccine but are stated on the label or insert.



Vaccine approval process:

— Efficacy:
 This is the part of the process of most interest to
veterinarians, farmers and ranchers.

* Proving efficacy for the regulatory process is often
very different from showing efficacy in natural
situations.

* The process of showing regulatory efficacy is
defined and is quite rigid.

https://www.aphis.usda.qgov/animal health/vet biologics/publicatio
ns/memo 800 202.pdf



https://www.aphis.usda.gov/animal_health/vet_biologics/publications/memo_800_202.pdf

Vaccine approval process:

— Efficacy:
« Even though many researchers and other
veterinarians have called for efficacy testing in field
situations, regulatory agencies are reluctant to

permit it:

“1.3 Design. The preferred design for animal vaccine efficacy studies is
the prospective, placebo-controlled, randomized, and double-blinded
vaccination-challenge trial. In such studies, each subject receives the

same exposure to the virulent pathogen by active challenge.”
APHIS Veterinary Services Memorandum 800.202, Dec 2016




Vaccine approval process:

— Efficacy:
« Each vaccine company develops its own challenge
model to test it's vaccine for efficacy.

* This means that it is not usually possible to
compare the effectiveness of different company’s
vaccines by looking at regulatory studies.



Vaccine approval process:

— Efficacy:
« Companies that are developing a vaccine for a
new disease will also need to develop a challenge
model to show that the vaccine protects. The

challenge model must be acceptable to the
regulators.

« This becomes a balancing act...the challenge
model must be similar to natural disease without
being so severe that the vaccine won't protect.



Vaccine approval process:

— Efficacy:

* There are no challenge models for some diseases
(e.g. Neospora abortion, Clostridium perfringens
type A, many forms of H. somni). With these
diseases, regulators may allow a vaccine to be
sold conditionally based on its ability to produce an
Immune response on the condition that additional
trials will be conducted to show the vaccine
actually prevents disease.



Vaccine approval process:

— Efficacy:

« Once a company completes an efficacy trial, they
must submit all the data from the trial to the
regulators. The regulators use that data to
determine the amount of protection provided by the
vaccine.

 Veterinarians can get an idea of how much

protection the vaccine provided by looking at the
wording on the vaccine label.



Vaccine approval process:

— Previous efficacy and label wording:

Prevention of infection..........

“A claim that it is intended to prevent infection may be
made only for products able to prevent all colonization
or replication of the challenge organism in vaccinated
and challenged animals.”

APHIS Veterinary Services Memorandum No. 800.202, Oct 2014




Vaccine approval process:

— Previous efficacy and label wording:

* No cattle vaccines have a “Prevention of
infection.......... ” claim because all currently
available cattle vaccines protect against disease
not against infection.



Vaccine approval process:

— Previous efficacy and label wording:

“Prevention of disease......... 7

A claim that it is intended to prevent disease may be
made only for products shown to be highly effective

In preventing clinical disease in vaccinated and
challenged animals. The entire 95% confidence interval
estimate of efficacy must be at least 80%.

APHIS Veterinary Services Memorandum No. 800.202, Oct 2014




Vaccine approval process:

— Previous efficacy and label wording:

“Aid in disease prevention ......... 7
A claim that it is intended to aid in disease prevention
may be made for products shown to prevent disease
In vaccinated and challenged animals by a clinically
significant amount which may be less than that
required to support a claim of disease prevention.

APHIS Veterinary Services Memorandum No. 800.202, Oct 2014




Vaccine approval process:

— Previous efficacy and label wording:

“Aid in disease control ......... 7

A claim that it is intended to aid in disease control may
be made for products which have been shown to
alleviate disease severity, reduce disease duration, or
delay disease onset. (APHIS also allows a similar
claim of, Aid in disease reduction, for diseases where
vaccines reduce the extent or severity of lesions but do
not completely prevent them from occurring).

APHIS Veterinary Services Memorandum No. 800.202, Oct 2014







 One-tier label claim:

— “4.1 Label claims. As of 2016, labeling for
most prophylactic and some therapeutic
products will transition to the same generic
Indications statement: “This product has been
shown to be effective for the vaccination of
healthy (insert name of species) weeks of
age or older against 7

APHIS Veterinary Services Memorandum NO. 800.202, Oct 2016
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Licensed Veterinary Biological Product Information

Contact Us
Last Modified: Apr 11, 2018

Program Overview

Animal Disease Information
Emergency Management (April 5, 2018)
Export from the U.S.

(August 30, 2016)
Import into the U.S.

Currently Licensed Veterinary Biological Products (includes imported under permit)

Current Veterinary Biologics Product Catalogue ™},

Currently Licensed Biologics for Aquatic Animals
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Epidemiology Product Licensing Data
Laboratory Information Services
Monitoring and Surveillance
Veterinary Services IT Applications

One Health

OIE International Standards

Training and Development

Veterinary Accreditation

This web page provides the public with summaries of safety and effectiveness (efficacy) studies used to license a
particular USDA-regulated veterinary biclogical product. Product summaries are published for vaccines,
bacterins, and immunomodulators, but not diagnostic test kits, antibody products, or allergenic extracts.

Typically a Product Summary will contain an efficacy study summary for each microbial agent/disease against
which the product is claimed to be effective. Additional studies may be included to support administration to
multiple animal species, multiple routes of administration, or other product features; some of these studies are
conducted after initial licensure of the product. Typically there is also one field safety study, but there may be
additional studies for specialized safety claims, such as safety in pregnant animals.

Traceability NOTE: Limited product licensing efficacy or safety data are currently available on this website due fo the
phased implementation of the supporting regu[anon .. Implementation will continue through 2020. Product
licensing efficacy and safety data will be available on the website within 30 days of licensure for veterinary
biologics licensed after December 15, 2016

#100%

https://www.aphis.usda.gov/aphis/ourfocus/animalhealth/veterinary-

biologics/ct vb licensed products

Accessed April 5, 2019


https://www.aphis.usda.gov/aphis/ourfocus/animalhealth/veterinary-biologics/ct_vb_licensed_products

—— — e —

e

& https://www.aphis.usda.gov/aphis/ourfocus/animalhealth/veterinary- © - @ € H F Feeding the gods: Hundreds af...| =% PCO718_SOUTH & USDA APHIS | Licensed Vete... X | g USDA APHIS | 355-2A7700 | 2 aphis.usda.gov

File Edit View Favorites Tools Help
9% [ Headphones & Headsets ... Home &2 GlobalView Portal B8 Suggested Sites v

& - | @ * Page~ Safety~ Tools+ @v >

Veterinary Biologics
About CVB
Newly Published Information
NCAH Portal Guidance
Biologics Forms
Biologics Regulations & Guidance
Electronic Submissions
Adverse Events
Product Summaries

Site Map

PTé ers

+ Do not attempt to compare studies of similar preducts. Differences in study design, animal sources,
environmental conditions, and the number of animals tested can affect study outcomes and preclude
meaningful comparisons. These data summaries are not to be used by manufacturers for the purposes of
comparative marketing. Please consult with a veterinarian for interpretation of data

Products are typically shown to be effective in healthy animals. A protective immune response may not be
elicited if animals are incubating an infectious disease, are malnourished or parasitized, are stressed due to
shipment or environmental conditions, are otherwise immunocompromised, or the vaccine is not
administered in accordance with label directions

Products may be considered effective without producing 100% protection against disease. Many products
instead reduce the severity of disease. All products must provide a significant, clinically meaningful effect.

Efficacy studies are conducted with a product batch formulated to the minimum approved potency
(strength).

The studies on this site were conducted over a wide time pericd. USDA policy has evolved over the years
to address increasing scientific knowledge and demands for product quality. The data for an individual
study were generated in accordance with applicable regulations and guidelines at the time the study was
conducted.

USDA-APHIS requires published summaries only for studies submitted on, or after, January 2007. Some
older studies may be published voluntarily. Also, efficacy and safety data for some products licensed many
years ago may no longer be available for various legitimate reasons. The lack of data for those products
does not mean those products are any less efficacious or less safe than those products for which efficacy
and safety data are available

Click here to search for Product Summaries

Additional Reading

History of the single-tier label claim"l

Common questions about veterinary biologics

USDA regulatory authority for veterinary biclogical products '1.
Federal Regulations regarding veterinary biclogics

USDA expectations for

« Ffficacy studies™. (Veterinarv Services Memorandum 800 2021
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Product Summaries

Last Modified: Dec 15, 2017 = Print

This website provides the public with summaries of safety and effectiveness (efficacy) studies used to license a
particular USDA-regulated veterinary biological product. Products on this website include vaccines, bacterins, and
immunoemodulators, but not diagnostic test kits, antibody products, or allergenic extracts.

Products are searchable on manufacturer, distributor, microbial agent, trade name, and/or U.S. Veterinary
Product Number (VPN). Each product listing contains a hyperlink to its Product Summary.

See the CVB's Licensed Product page for a list of precautionary statements and disclaimers associated with
these product summaries.

Search by Manufacturer Name, U.S. Veterinary Establishment/License Number (VLN),
Distributor, Product True Name, Trade Name, or U.S. Veterinary Product Number (VPN).

Do not include decimal points when entering Product Codes, i.e. 1234 56 is entered as 123456

| submit ‘

Please note that the search box function may be delayed by as much as 24 hours after a summary is viewable
via "View by Trade Name" or "Browse by Animal Species” sections below due fo search engine processes.

View by Trade Name
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Browse by Animal Species

= Alligator = Fish

= Bovine = Mink

= Canine = Qvine

= Caprine = Pet Bird (e.g. parrot, canary)
= Chicken = Pigeon

= Coyote = Rabbit

= Dove = Racoon

= Duck = Reindeer
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Veterinary Biologics Memorandum 2017-03: Accommodation of US
Contacts single-tier labels

59 Camelot Drive

Ottawa, Ontario K1A 0Y9
Telephone: 613-773-7786
Facsimile: 613-773-7115

Guidelines / Forms
Licensed Products

Memoranda Date: December 7, 2017
To: )5 Manufacturers and Canadian importers of | )5 veterinary biologics licensed in Canada

The purpose of this memorandum is to update stakeholders on the Canadian Centre for Veterinary Biologics' (CCVB)
plan for accommodating the newly implemented | )3 single-tier label intiative. Effective October 31, 2016, the United
States Department of Agriculture (USDA)-Center for Veterinary Biologics (CVB) implemented new labelling rules for
products manufactured in the |J53. The new rules simplify the efficacy claims on vaccine labels to a 'single-tier
statement, and require labels to direct users to a | JaDA website for animal safety and efficacy data. In the S all newly
licensed products will carry the single-tier labels and legacy products will be transitioned over a period of years. The
GCVB wants to accommodate these new single-tier labels and ensure the information is available to Canadians in both
English and French.

At the request of the G:CVR, the LSDA-GVB has agreed to post the French versions of the data summaries on the
LaRA website. Directions to the specific LJSDA website will be provided on the Canadian labels in both English and
French. This arrangement to post the French versions of the data summaries on the LJSDA website offers
manufacturers and importers of | )5 products a simplified, consistent manner to make the study data available in both
languages

Newly licensed })5 products in Canada will be expected to carry the |5 single-tier label. French translations of the data
summaries should be submitted with Canadian licensing applications. For some particular products, as in the past, a
Canadian-specific statement may be required on the labels used in Canada This would be discussed at the time of -

http://www.inspection.gc.ca/animals/veterinary-biologics/memoranda/memorandum-
2017-03/eng/1513109984471/1513109985126



http://www.inspection.gc.ca/animals/veterinary-biologics/memoranda/memorandum-2017-03/eng/1513109984471/1513109985126

Memorandum 2017-03: Accommodation of US single-tier
labels

Date: December 7, 2017

“The purpose of this memorandum is to update stakeholders on the
Canadian Centre for Veterinary Biologics' (CCVB) plan for
accommodating the newly implemented US single-tier label initiative.
Effective October 31, 2016, the United States Department of
Agriculture (USDA)-Center for Veterinary Biologics (CVB)
implemented new labelling rules for products manufactured in the
us.”

“At the request of the CCVB, the USDA-CVB has agreed to post the
French versions of the data summaries on the USDA website.
Directions to the specific USDA website will be provided on the
Canadian labels in both English and French.”
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Veterinary Biologics Memorandum 2017-04: Submission of French-
Contacts language Product Compilation Summaries for
Posting on the USDA website

59 Camelot Drive

Guidelines / Forms

Licensed Products Ottawa, Ontario K1A 0Y9
Telephone: 813-773-7786
Memoranda Facsimile: 613-773-7115

Date: December 7, 2017

To: | )3 Manufacturers and Canadian importers of | )5 veterinary biologics licensed in Canada

Background

Effective October 31, 2016, the United States Department of Agriculture (USDA)-Center for Veterinary Biologics (CVB)
implemented new labelling rules for products manufactured in the |)3. The new rules simplify the efficacy claims on
vaccine labels to a 'single-tier' statement, and require labels to direct users to a | J3DA website for animal safety and
efficacy data This information is presented on the website in the form of a Product Compilation Summary (PCS) for
each product. At the request of the Canadian Centre for Veterinary Biologics (CCVB), the LJSDA-GVB has agreed to
post the French version of each PCS on the website. This arrangement offers |5 manufacturers and Canadian
importers of | 5 veterinary biologics a simplified, consistent manner to make the referenced study data available to the
public in both English and French.

The purpose of this memarandum is to describe the process by which a company can submit French versions of the
PG through the GCYA for posting on the LISDA website. The CEVE will facilitate the pesting of the French-language
PGa only for products that are licensed in Canada

http://www.inspection.gc.ca/animals/veterinary-biologics/memoranda/memorandum-
2017-04/enq/1513181144527/1513181144995



http://www.inspection.gc.ca/animals/veterinary-biologics/memoranda/memorandum-2017-04/eng/1513181144527/1513181144995

Vaccine approval process:

 APHIS/CFIA Single-Tier Label Initiative:

— Veterinarians will be able (expected?) to
evaluate safety and efficacy data posted on
the APHIS website to determine if the vaccine
IS appropriate for their clients.

— Vaccines approved prior to 2016 will retain
current label wording;

— Data for trials conducted prior to 2007 may
not be posted.



Vaccines avallable in Canada not
originally approved by APHIS




Vaccine approval process:

* Requirements for Approval of vaccines
originating in the European Union.

— Requirements are similar but also quite
different;

« Efficacy requirements include demonstration of
efficacy in field conditions.
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Medicines v Human regulatory Veterinary regulatory Committees v News & events v Partners & networks v About us v

Veterinary regulatory

Overview Research and development Marketing authorisation

Post-authorisation

Avalabilty of velerinary Immunologicals: general

vaccines

= i The European Medicines Agency's scientific guidelines on immunologicals help medicine
ompliance . L ” . L
b developers prepare marketing authorisation applications for veterinary medicines.

Ethical use of animals If you have comments on a document which is open for consultation, use the |w) form for submission of

comments on scientific guidelines .
Innovation in medicines

For a complete list of scientific guidelines currently open for consultation, see Public consultations.
Maximum residue limits

Guidelines

Minor uses / minor species

and limited markets
« Compliance of authorised equine influenza vaccines with OIE requirements

« Compliance of veterinary vaccines under the centralised procedure with veterinary vaccine
monographs of the European Pharmacopoeia
» Data requirements for changes to the strain composition of authorised equine influenza vaccines in

Quality by design

Scientific advice
line with OIE recommendations

Scientific guidelines « Data requirements for multi-strain dossiers for Inactivated vaccines against avian influenza (AI),
blue tongue (BT) and foot-and-mouth disease (FMD)
Search guidelines « Data requirements for the replacement of established master seeds (MS) already used in

authorised immunological veterinary medicinal products (IVMPS) by new master seed of the same

https://www.ema.europa.eu/en/veterinary-regulatory/research-
development/scientific-guidelines/immunologicals/immunologicals-general



https://www.ema.europa.eu/en/veterinary-regulatory/research-development/scientific-guidelines/immunologicals/immunologicals-general

‘ANNEX I’

CHEMICAL, PHARMACEUTICAL AND ANALYTICAL STANDARDS,
SAFETY AND RESIDUE TESTS, PRECLINICAL AND CLINICAL TRIALS IN
RESPECT OF TESTING OF VETERINARY MEDICINAL PRODUCTS

PART 4: EFFICACY TESTS
CHAPTER II
C. Field trials

“1. Unless justified, results from laboratory trials shall be
supplemented with data from field trials, using batches
representative of the manufacturing process described in
the marketing authorisation application. Both safety and
efficacy may be investigated in the same field study.”

https://ec.europa.eu/health/sites/health/files/files/eudralex/vol-
5/dir 2009 9/dir 2009 9 en.pdf



https://ec.europa.eu/health/sites/health/files/files/eudralex/vol-5/dir_2009_9/dir_2009_9_en.pdf

Questions??









Biological product evaluation
Case 1l



One of your dairy clients shows you this
brochure.



Klesiella

Kiebsielta Pneumeniz® .

Bacterial Extract

hersghare facepiars and Porry

KLEBVay #50

/L Agritabs

KLEBVax'

New KLEBVax™ with SRP® technology keeps cows healthy and productive.

REDUCED PREVALENCE OF
KLEBVax SRP from AgriLabs® is the first USDA licensed vaccine for use in KLEBSIELLA MASTITIS*

the management of mastitis infections caused by Klebsiella - an increasingly s —

challenaina disease in dairv cattle. Based on Sideronhore Recentor and Porin



He has had milk samples culture positive
for Klebsiella. He wants to know if this

vaccine would be good to add to his
existing J5 protocol?
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Use/Dose

AGRI LABORATORIES LTD.

20927 STATE ROUTE K, P.O. BOX 3103 (64503), ST. JOSEPH, MO, 64505
Telephone: 816-233-9533

Order Desk: 800-542-8916

Fax: 816-233-9548

‘Website wwy. agrilabs.com

E Every effort has been made to ensure the accuracy of the information published However, it remains the responsibility of the readers to familiarize
themselves with the product information contained on the USA product label or package insert

KLEBVAX™ SRP®

AgriLabs

Klebsiella Pneumoniae Bacterial Extract

(Siderophore Receptors and Porins)

SRP® Technology

INDICATIONS: This product has been shown to be effective for vaccination of healthy cattle 22 months or older against mastitis caused by Klebsiella
pneumaniae. For more information regarding efficacy and safety data, see productdata.aphis.usda.gov.

DIRECTIONS: Shake well before use. Administer 2 mL (1 dose) subcutaneously. Revaccinate in 2-4 weeks. Heifers should receive their first dose 30
days after calving. Dry cows should be vaccinated twice before calving. Whole-herd vaccination may be done at any stage of lactation. The need for
annual booster vaccination has not been established for this product; consultation with a veterinarian is recommended.

CAUTIONS: Store at 35° to 46° F (2° to 8° C). Do not freezel Use entire contents when first opened. Do not vaccinate within 60 days of slaughter.
Transient swelling at the injection site »5 cm may occur. Heifers £22 months of age should not receive this product until 30 days after calving. In case
of allergic response, administer flunixin meglumine and/or epinephrine. Contains formaldehyde and polymyxin-B as preservatives. Do not mix with
other products. For animal use only

© 2017 Agri Laboratories LTD. All rights reserved

SRP is a registered trademark of Epitopix, LLC.

KLEBEVax is a trademark of Agri Laboratories, LTD.

Patent info: www.epitopix.com/patents

VLN 365/PCN 2879.00

Technical Inquiries: 800-542-8916

Manufactured by Epitopix LLC., Willmar, MN 56201

Distributed by: Agri Laboratories. LTD., 5t. Joseph, MO 64503

50 doses « 100 mL

CPN: 1058271.0



KLEBVAX™ SRP®

AgriLabs

Klebsiella Pneumoniae Bacterial Extract

(Siderophore Receptors and Porins)

SRP® Technology

INDICATIONS: This product has been shown to be effective for
vaccination of healthy cattle 22 months or older against mastitis caused
by Klebsiella pneumoniae. For more information regarding efficacy and
safety data, see productdata.aphis.usda.gov.

DIRECTIONS: Shake well before use. Administer 2 mL (1 dose)
subcutaneously. Revaccinate in 2-4 weeks. Heifers should receive their
first dose 30 days after calving. Dry cows should be vaccinated twice
before calving. Whole-herd vaccination may be done at any stage of
lactation. The need for annual booster vaccination has not been
established for this product; consultation with a veterinarian is
recommended.




You check the AHPIS website and find
efficacy and safety data posted there.

https://www.aphis.usda.gov/aphis/ourfocus/anim

alhealth/veterinary-biologics/product-
summaries/vet-label-data/b68293c7-36cc-410c-

9133-6e39af5f7cef



https://www.aphis.usda.gov/aphis/ourfocus/animalhealth/veterinary-biologics/product-summaries/vet-label-data/b68293c7-36cc-410c-9133-6e39af5f7cef

What would you recommend
and why?



Biological product evaluation
Case 2



One of your dairy clients has her heifers
reared off-site.

Helfers are about 4-5 months old when they
leave the home farm and fresh when they
return.

The off-site location rears for other farms
too. They reqularly need to treat for
pneumonia.



The farmer Is concerned that pneumonia
could affect life-time productivity and about
reducing the need for antibiotic treatments.

They already vaccinate.

Her brother told her about a product called
‘Zelnate’ and wants to know if you think it is
a good idea?



USA Compendium of Veterinary Products:

https://bayerall.cvpservice.com/product/view/1040158

Canadian Compendium of Veterinary Products:

INDICATION

ZELNATE® is indicated for use as an aid in the treatment of Bovine
Respiratory Disease due to Mannheimia haemolytica in cattle 4
months of age or older, when administered at the time of, or within
24 hours after, a perceived stressful event.



https://bayerall.cvpservice.com/product/view/1040158

You check the AHPIS website and find
efficacy and safety data posted there.

https://www.aphis.usda.gov/aphis/ourfocus/animalh
ealth/veterinary-biologics/product-summaries/vet-
label-data/5cd25c45-753a-4614-b453-
07ce96dc489e



https://www.aphis.usda.gov/aphis/ourfocus/animalhealth/veterinary-biologics/product-summaries/vet-label-data/5cd25c45-753a-4614-b453-07ce96dc489e

What would you recommend
and why?



Questions?



