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Questions about antibiotics
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Antibiotics: ‘Doing what’s proven to be

Will they work when you safe and effective”
really need them? f

“Doing what'’s right”

Keep our antibiotics working:
Preventative medicine and
Animal Husbandry
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“As much as cattle are worth, I’'m going to do all | can to help them live”
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We know what is right, don’t we?

To change the outcome, we must -
Change the process
Distort the process

Distort the data
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ANTIBIOTIC RESIDUE
JANCE AND JUDICIOUS

Injection Site Lesions

Don't inject into top butt




Drug Residue Avoidance

Observe withdrawal times
Injectable products
Oral products
Feed additives

LOT H1783

What is a VCPR (state defined)?

A VCPR indicates the veterinarian

engages with the client to assume responsibility for
making clinical judgments about patient health

has sufficient knowledge of the patient by virtue of
patient examination and/or visits to the facility where
the patient is managed

Can provide any follow up care

AND

The producer agrees to comply with prescription
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What is extra-label (ELDU)?

The use of an antimicrobial:
in a species that it isn’t on the label

at a dosage above or below the label
directions ‘

use of a human drug on a
food producing animal

Animal Medicinal Drug Use Clarification Act
Signed.into law 10/22/94

Veterinary records and bottle label
requirements

Identify the animals

Animal species treated

Number of animals treated

Name of drug and active ingredient
Dosage prescribed

Duration of treatment

Extended withdrawal

FDA may have access to records
Name and address of the prescribing
veterinarian

Established name of each drug
Specified directions including
identification of animal or herd or pen,
dosage frequency, route of
administration and duration of therapy
Cautionary statements

Withdrawal — US FARAD

Animal Medicinal Drug Use Clarification Act Signed into law 10/22/94
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No extra-label
usage of any
non-nutritive
feed
additives!! No
excuses, no
authority.

Two VFD guidance documents

Guidance #209

the use of medically important antibiotics in food- producing
ﬁmTﬁls should be limited to uses necessary for assuring animal
ealt

use of medically important antibiotics in food-producing animals
should be limited to those uses that include veterinary oversight
or consultation.

Guidance #213

drug companies to voluntarily revise their product labels to
remove growth promotion and feed efficiency claims

provide for moving over-the-counter products to prescription or
(VFD) status (by December 2016)

http://feedstuffs.com/vfd.aspx
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What are VFD Drugs?

VFD drugs:

Antimicrobials that FDA approved for use in
animal feeds

Antimicrobials used under veterinarian
supervision and issued under written
veterinary feed directive orders

http://feedstuffs.com/vfd.aspx

What will change with VFD?

Growth promotion uses of antibiotics in feed will
no longer be allowed (examples: CTC,
, Virginiamycin),

The use of “medically important” feed antibiotics
will need a VFD and can only be used for
treatment, control, or prevention

http://feedstuffs.com/vfd.aspx
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What won’t change

Use of non-medical feed additives
lonophores
Coccidiostats

Drugs not allowed for animal use

http://feedstuffs.com/vfd.aspx

Unaffected by FDA proposals Affected hy FDA proposals

Animal use only Shared use

Drugs used exclusively in animals: Drugs deemed “important for human medicine” and used
- lonophores by both animals and humans, such as:

- Polypeptides - Penicillins - Macrolides

- Carbadox - Cephalosporins - Sulfas

- Bambermycin - Quinolones - Glycopeptides

- Pleuromutilin - Fluoroguinolones - Others

- Tetracyclines

Therapeutic uses
W (still allowed under veterinary supervision)
Drugs used exclusively in humans: Treat animals dlagnos.sed wnh an illness
Gontrol the spread of illness in a herd

) Daptomyc_ln Prevent iliness in healthy animals when exposure is likely
- Glycylcyclines

- Mupirocin Production uses

- Mycobacterium anti-infectives (No longer allowed)

Enhance growth or improve feed efficiency
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Veterinary Feed Directive

Must have a VCPR as defined by the state

Each VFD will have a specific VFD form or DVM wiill
have their own clinic VFD form

3 copies — Veterinarian, Producer and Feed store

All parties must maintain copies of the VFD for two
years

Faxes and electronic VFD (including smart phone)
No verbal VFDs

Information required on VFD

The veterinarian’s name, address, and telephone number;

The client's name, business or home address, and telephone number;

The premises at which the animals specified in the VFD are located;

The date of VFD issuance;

The expiration date of the VFD;

The name of the VFD drug(s);

The species and production class of animals to be fed the VFD feed;

Lhe\;a roximate number of animals to be fed the VFD feed by the expiration date of
the ;

The indication for which the VFD is issued;

The concentration of VFD drug in the feed and duration of use;

The withdrawal time, special instructions, and cautionary statements necessary for
use of the drug in conformance with the approval;

The number of reorders (refills) authorized, if permitted by the drug approval,
conditional approval, or index listing;

The statement “Use of feed containing this Veterinary Feed Directive (VFD) drug in a
manner other than as directed on the labeling (extra-label use), is not permitted;”

An affirmation of intent for combination VFD drugs as described in 21 CFR
558.6(b)(6); and
The veterinarian’s electronic or written signature.
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Elanco
SN
Pulmotil® (tilmicosin) Veterinary Feed Directive for use in Cattle
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Other VED requirements?

Veterinarian must set an expiration date
Maximum 6 months

Need to estimate number of animals that
will be fed a VFD drug during the 6
months
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Future direction of VFD?

The FDA believes long-term or open-
ended use of medically important
antibiotics is a significant stewardship
issue and intends to seek broad public
input on this issue in the summer of
2015.

frontiers in
MICROBIOLOGY

Effect of subtherapeutic vs. therapeutic
administration of macrolides on
antimicrobial resistance in Mannheimia
haemolytica and enterococci isolated from
beef cattle

RahatZaheer1, Shaun R.Cook1, CassidyL.Klima1, Kim
Stanford2, TrevorAlexander1, EdwardTopp3,
RonR.Read4 and Tim A.McAllister 1*

LethbridgeResearchCentre,AgricultureandAgri-FoodCanada,Lethbridge,AB,Canada 2
AlbertaAgricultureandRuralDevelopment,Lethbridge,AB,Canada 3
SouthernCropProtectionandFoodResearchCentre,AgricultureandAgri-

frontiers in
MICROBIOLOGY
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We have a strong story of
continuous improvement

Beef Quality Assurance
AMDUCA - EDLU

US FARAD

Ban on aminoglycocides
Veterinary Feed Directive
OTC antibiotics next??
Traceability??

We have to educate our industry

"If you lose money for the firm, | will be
very understanding. If you lose
reputation for the firm, | will be ruthless.

— Warren Buffett

n
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