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Animal Antibiotics: Currently

Labeled Uses:

* Treatment of disease
e Control of disease

e Prevention of disease
e Feed efficiency

e Growth promotion

Animal Antibiotics: Currently

oTC @ OoTC

Injectable Oral Bolus
OoTC
oTC VFD

Drinking Water Feed




Animal Antibiotics: Currently
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Veterinary Involvement

* Rx injectables
e VFD feeds
e Extra-label use of OTC or Rx

VED

Drinking Water Feed

Veterinary Client Patient
Relationship (VCPR)

m Veterinarian has assumed responsibility for medical
judgments about the animals and the client has agreed to
follow the vet’s instructions.

m There is sufficient knowledge of the animal(s) by the
veterinarian to initiate at least a general or preliminary
diagnosis of the medical condition of the animal(s) and timely

visits.

m Veterinarian is
available for
follow-up in
case of adverse
reactions or
treatment
failure

Veterinary Involvement

* Rx injectables
e VFD feeds
e Extra-label use of OTC or Rx
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Veterinary
Feed Directive

Pulmotil® (tilmicosin} Swine Veterinary Feed Directive
SW 000001
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» Filled out by vet (VCPR in place)
e Feed mill must have VFD before feed can be

distributed
* Hard copy or fax

» Feed mills must notify FDA (once)

* Feed mills can sell VFD feeds to other feed
mills if they get an acknowledgement letter

* Records kept for 2 years ..
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Pulmotil® (tilmicosin) Swine Veterinary Feed Directive
SW 000001

Client: Vetermarian:
Address: Address:
Phone #: Phone #:
Fax #: Fax #:
Swine to be treated (number and location): pecial instructions:
Mix into Type C medicated feed to provide: VFD expiration date:
Mmlhmi'.me EMI to excaed 00 days)
total Ibs, Type C feed at 181 g/ton Amount of final (Type C) feed:
total Ibs. Type C feed at 272 giton Velermarian's signature:
total Ibs. Type C feed at 363 g/ton Date of treatment: License # and state:
Date written:
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Antibiotic Resistance:
“One of Our Most Serious
Health Threats”

Estimated minimum number of illnesses and
deaths caused by antibiotic resistance*:

e € 2. 049,442
eas y ’ illnesses,

1gus 1n

Clostridium difficile
Carbapenem-resistant Enterobacteriaceae (CRE)

Drug-resistant Neisseria gonorrhoeae

Multidrug-resistant Acinetobacter

Drug-resistant Campylobacter
Fluconazole-resistant Candida (a fungus)
Extended spectrum p-lactamase producing Enterobacteriaceae (ESBLs)
Vancomycin-resistant Enterococcus (VRE)
Multidrug-resistant Pseudomonas aeruginosa
Drug-resistant Non-typhoidal Salmonella
Drug-resistant Salmonella Typhi

Drug-resistant Shigella

Methicillin-resistant Staphylococcus aureus (MRSA)
Drug-resistant Streptococcus pneumoniae

Drug-resistant tuberculosis

Vancomycin-resistant Staphylococcus aureus (VRSA)

Erythromycin-resistant Group A Streptococcus

Clindamycin-resistant Group B Streptococcus
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M| Eamples of How Antibiotic Resistance Spreatis
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M| Eamples of How Antibiotic Resistance Spreatis
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FDA’s Proposals

m Guidance for Industry #209
“The Judicious Use of Medically Important Antimicrobial
Drugs in Food-Producing Animals”

m Guidance for Industry #213

“Recommendations for Drug Sponsors for Voluntarily
Aligning Product Use Conditions with GFI #209”

m Veterinary Feed Directive proposed rule

Conditingy with GFy #.:l:-;r
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FDA Guidance for Industry #209

1. The use of medically important antimicrobial
drugs in food-producing animals should be
limited to those uses that are considered
necessary for assuring animal health

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

FDA Guidance for Industry #209

1. The use of medically important antimicrobial
drugs in food-producing animals should be
limited to those uses that are considered
necessary for assuring animal health

2. The use of medically important antimicrobial
drugs in food-producing animals should be
limited to those uses that include veterinary
oversight or consultation
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FDA Guidance for Industry #2009:
Medically Important Antibiotics

Class of antibiotic Feed-Grade Examples

Aminoglycosides Neomycin, Streptomycin
Lincosamides Lincomix®

Macrolides Pulmotil®

Penicillins Penicillin, CSP
Streptogramins Stafac®

Sulfonamides Sulfamethazine, Aureomix®
Tetracyclines Aureomycin®, CTC

FDA Guidance for Industry #213

mFinal as of December 2013
mFor the drug companies
mFor “medically important antibiotics”

m Asks companies to voluntarily revise their
product labels to remove growth promotion
and feed efficiency

mProvides for moving OTC products to Rx or
VFD status

4/29/2014
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FDA Receives Strong Industry Commitment for its Antibiotic Resistance Strategy

For Immediate Release: March 26, 2014

Media Inquiries: Siobhan DelLancey, 202-510-4177, siobhan.delancey@fda.hhs.gov
Trade Press Inquiries: Megan Bensette, 240-506-6818, megan.bensette@fda.hhs.gov
Consumer and Industry Inquiries: AskCVM@fda.hhs.gov

The U.S. Food and Drug Administration is announcing today that since December 2013, when FDA announced final Guidance for Industry #213, all but one animal drug
company have committed in writing to seek withdrawal of approvals for any production uses of affected drug applications and change the remaining therapeutic uses of their
products from over-the-counter (OTC) to use by Veterinary Feed Directive (VFD) or prescription.

On December 11, 2013, the FDA announced the implementation of its plan to help phase out the use of medically important antimicrobials in food animals for food production
purposes. FDA asked affected sponsaors to notify the agency in writing within three months, or by March 12, 2014, of their intent o engage with FDA as defined in Guidance #213.

FDAis encouraged by the strong response thus far and will continue to monitor ongoing participation and provide public updates on a periodic basis. A summary of the
responses FDA received from the affected sponsors can be found on FDA's Judicious Use of Antimicrobials page

Additional Information

= FDA Update on Animal Pharm Industry 1 #213

* Updated Applications Initially Affected by GFI #213

S0... What will change?

m Growth promotion uses in feed no longer
allowed
Tetracyclines: CTC, Aureomycin, NeoTerra
Stafac (virginiamycin)

m Use of “medically important” feed antibiotics
will need a VFD
Can only use for treatment, control, prevention
Tetracyclines (CTC, Aureomycin, NeoTerra)
Tylan
Sulfamethazine (Aureomix)
Stafac for liver abscesses

Medicated milk replacers (w/ oxytetracylcine,
neomyecin...)

4/29/2014
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S0... What will change?

mChanges to the VFD process
Still under comment period

No longer need to estimate amount of feed
consumed

m Inclusion rate, animals to feed, duration
Expiration dates up to 6 months (maybe longer)
Electronic delivery

Reduce bookkeeping requirement to 1 year

A —

Pulmotil® (ilmicosin} Swine Veterinary Feed Directive -
SW 000001

Addrass: Addrazs:

Phoaa £ Phoaa &
Faxd: Faz#

‘Swinz o be Treated (rumber and locabior): [Special Instructions:
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S0... What will Change?

mWho defines a valid Veterinary Client
Patient Relationship

Will be left to each state’s regulations or
veterinary board

Veterinarian must be licensed in state where the
animals are

m “Medically important” water medications
will move to prescription status

4/29/2014
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What Won’t Change

mUse of non- “medically important” drugs:
Ionophores (Bovatec, Rumensin, etc.)
Coccidiosis treatments (Corid, Deccox, etc.)
Bacitracin (BMD)

m Ability to use the same products currently
used for treatment, control, prevention
But will need a VFD now

mInjectable medication uses

mExtra-label uses of feed-grade medications
Is illegal now, will continue to be illegal

What Won’t Change

m Ability for current feed mill operators to
supply feed medications
VFD documentation and records need to be kept

VFD drugs will not automatically need to be
handled only by licensed feed mills

mNeed for veterinarians to be involved in
medication decisions

4/29/2014
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