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Overview

« Consumer attitudes

« Access to antibiotics

* VFD implementation timeline
* Final VFD rules

* Implementing a VFD

« Electronic VFDs

* Impact on Elanco
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Consumer Attitudes
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Consumer Attitudes

 Antibiotic use is a public health issue

 Important for animal agriculture to:

— Be proactive & take a leading role
— Maintain confidence in food supply
— Build consumer trust

Consumer attitudes*

* Source: ml&p research for USFRA, 10/11, n=1,400.
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Consumer Attitudes

They hear

| We use antibiotics to be more efficient

Because you only care about making
money

We use antibiotics to keep animals healthy

You HAVE to use antibiotics because
animals are kept in poor conditions

Regulatory agency reviews have approved
antibiotics as safe after rigorous review
process

We don’t know if it's safe for the long term.
They’ve been wrong before.

There are rules that dictate maximum
residue limits allowed in animals

How can we be sure ANY residue is safe?

There is no evidence that use of antibiotics
in animals causes resistance in humans

Yeah, right. We're using so many, that has
to be part of the reason.

USBBUMULO01265
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Access to Antibiotics

A public health issue

» Access to effective antibiotics:

Critical for public Vital for livestock
health poultry production

USBBUMULO01265

Essential for
animal well-being
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Access to Antibiotics

« U.S. Food and Drug Administration:

— Concerned overuse in animals may reduce effectiveness in
humans

— Is making important changes to antibiotic use in animals

— Goal is to promote judicious use of antibiotics, protect public
health, and help curb the development of antimicrobial
resistance

USBBUMULO01265 E 10




Access to Antibiotics

* FDA issues 3 documents proposing to modify use of
medically important antibiotics in food-producing animals

#209

Guidance for Industry

The Judicious Use of Medically Important
Antimicrobial Drugs in Food-Producing Animals

b s galdences: s . Sebeck Division
of Dockets 5630 Fishers Lane,
ook 1061 Recila MD 2087 emipe elecuom: comtents onthe guidance st

v. All the Docket

N DA Do

For further information regarding this document, contact William T. Flynn, Center for
Veterinary Medicine (HFV-1), Food and Drug Administration, 7519 Standish Place,
Rockville, MD 208 276-9084. E-mail: william, flynn@fda hhs gov

"  be requested from the C
‘Staff (HFV-12), Center for Veterinary Medicine, Food and Drug Administration, 7519
Standish Place, Rockville, MD 20855, and may be viewed on the Intemet at either
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I/www regulations gov.
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d Drug Administration
Comertor Veterinary Medicine
April 13,2012

Guidance for Industry
(GFI) #209
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Contains Nonbinding Recommendations

#213
Guidance for Industry

New Animal Drugs and New Animal Drug Combination Products
Admlnlslerﬂi in or on Medicated Feed or Drinking Water of Food-
Animals: R for Drug Sponsors for
Vlrllmlurlly Aligning Product Use Conditions with GFI #£209

guidance at any time.
nt MFA 303), Food and D 5630 Fshers Lane Rin. 1061,
hitp/i All written

=

‘comments should be identified with the Docket No. FDA-2011-D-0889.
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Veterinas ine (HFV-1), Food and Drug Administration, 7519 Standish Place, Rockville,
MD 20855, 240-276-9084. E-mail: willia, flynniifda.hhs 2oy
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Guidance for Industry #209

* The “what” component

 Establishes “judicious use” principle

— Limits shared-class antibiotics to therapeutic purposes

« Key: Use of medically important antimicrobial drugs
In food-producing animals should be limited to:

2. Uses that include
veterinary oversight

- Feed: OTC to VFD
- Water: Rx (specified in GFI

. Uses necessary to
assure animal health

- Prevention
- Control
- Treatment

#213)
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Performance Indications (GFI #209)

* Phases out performance indications for certain antibiotics

’ Therapeutic uses (still allowed) ‘

Disease prevention
Administration of an

antimicrobial to an
animal or group of
animals that are
considered to be at risk,
but prior to onset of
clinical disease

Disease control
Administration of an
antimicrobial to an
animal or group of
animals in which
morbidity or mortality has
exceeded baselines

Disease treatment
Administration of an
antimicrobial to an

animal or group of
animals that exhibit
clinical disease

Performance uses (prohibited)

maintenance
icrobial to an

Growth, nutrig™\Qq, he
Administratio
animal or group als that results in

improved perfor, , Weight gain or

fe onv n / — -
USBBUMULO01265 13




Products Affected vs. Unaffected as
Defined by FDA Guidance 152

Unaffected Affected

Non-Medically Important Medically Important

Products used exclusively in animals: Products deemed “important for human

- lonophores (Rumensin®) medicine” & used by both animals &

- Polypeptides humans, such as: _

- Carbadox - Penicillins - Macrolides

- Bambermycin - Cephalosporins -Sulfas

- Pleuromutilin - Quinolones - Glycopeptides
- Fluoroquinolones - Others
- Tetracyclines

Therapeutic uses — still allowed under veterinary supervision
» Treat animals diagnosed with an illness
» Control the spread of iliness in a herd
* Prevent illness in healthy animals when exposure is likely

Production uses — Still allowed Production uses — No longer allowed
Enhance growth or improve feed efficiency | Enhance growth or improve feed efficiency

USBBUMULO01265 14




Antibiotics Affected (from GFI #152)

* “Medically important” for human use

Affected

Penicillins Tetracyclines Clindamycin
- Penicillin G - Oxytetracyclines (Lincosamide class)
- Penicillin V - Chlortetracycline (CTC) - Lincomix®

- Aureomycin®
Cephalosporins Trimethoprim/sulfamethoxazole Polymyxin B
Carbapenems Sulfas Chloramphenicol

- Sulmet

- ASP, CSP 250
Monobactams Pyrazinamide Metronidazole
Quinolones Glycopeptides Rifamycins
Fluoroquinolones Oxazolidinones Isoniazid
Aminoglycosides Streptogramins Macrolé)des :

o 5 - Tylan™ (tylosin)
- Neomix - Stafac N B gt
- Pulmotil ™ (tilmicosin)

Blue = shared feed and/or water

USBBUMULO01265




Implications

* Food producers aren'’t losing all feed-grade antibiotics
* The way they're used will change

« Key phrase is “medically important”
— Refers to drugs important for therapeutic use in humans

USBBUMUL01265 @ 16




Guidance for Industry #213

The "how” component

- Recommendations for voluntarily aligning
products with GFI #209 N

« Advises companies on how to revise:

— Labeling
— Promotion

2 options to change product labels

— Voluntarily remove production indications
— Seek new therapeutic indications at current doses

* Provides 3 years to comply (Dec. 2016)

USBBUMULO01265 ﬁ 17
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Veterinary Feed Directive (VFD)
 Existing regulatory framework for veterinary oversight of
feed-use drugs (21 CFR 558)

* Designates VFDs as medicated feeds needing veterinary
oversight

 Limits use of such products to veterinary oversight

* Requires a written statement (form) issued by a
veterinarian

— Authorizes manufacture & use of feed containing a drug

USBBUMULO01265 ﬁ 19




VFED Modernization

 Qver a decade since introduction of VFDs

« Significant expansion of feed grade antibiotics requiring
VFDs

« Streamlining current process is critical to facilitate
transition of marketing status from OTC to VFD

« Goal: clarify requirements associated with veterinary
authority & the use of VFD drugs

USBBUMULO01265 ﬂ 20




VFD Modernization

« GFI #209 assigns VFD status to more feed grade
antibiotics

* This shift raised concerns around:

— Limited experience with VFD process

— Logistical & administrative burden

— Access to veterinarians

— Increased cost (producer, vet, feed mills)

* Draft for comment Dec. 2013

* Final rule June 3, 2015
— Effective Oct. 1, 2015

USBBUMULO01265




VFD Modernization

 Because of those concerns,
FDA modified VFD process

o Goals of modification

— Improve the efficiency of the
VFD program while continuing
to protect public health (human
& animal health)

— Striving toward less
burdensome process for all

— Providing greater flexibility to
veterinarians

— Streamlining FDA
administrative procedures

USBBUMULO01265




VED Implementation Timing
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Compliance Timeline

* FDA pursuing voluntary compliance

* FDA to evaluate progress 3 years after final publication

— Guidance for Industry #213 finalized Dec. 2013
— FDA will consider “further actions” as warranted

Q1, 2014: Oct. 1,
Q2, 2012: Q2, 2013: Sponsors 2oL
' ' ’ ' must notify Final VFD rule
209/213/VFD Public CVM of intent goes into
published hearings to engage effect

Q3, 2012: Q4, 2013: June 3, Q1, 2017:
Docket Release of 2015: Implementation
comments final 213 & Release of complete

due draft VFD final VFD rule
Dec. 11, 2013

USBBUMULO01265




Compliance Timeline

 Voluntary approach:

— Enables companies to efficiently make transitions

— Provides time to understand policies

— Enables companies to vary their own timelines

— Acknowledges a significant undertaking by affected parties

« Approach not voluntary for producers or feed
manufacturing once labels have been transitioned

USBBUMULO01265 ﬂ 25




Compliance Timeline

« 26 affected companies

« 100% have confirmed intent to engage with written
response to FDA

USBBUMULO01265
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Final VFD Rules

June 2015
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VED form requirements

» 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

* The approximate number of animals to be fed the VFD feed by the expiration date of
the VFD (no longer need to include total pounds of feed)

» The indication for which the VFD is issued

» The level 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 (extralabel use) is not
permitted”

« An affirmation of intent for combination VFD drugs as described in 21 CFR 558.6(b)(6)

» The veterinarian’s electronic or written signature

USBBUMULO01265 ﬁ 28




VFD Recordkeeping Requirements

« Maintains record keeping requirement for
VFDs for 2 years for veterinarian, client &
distributor

— Vet now maintains original VFD & sends copy
to client & distributor

* Permits electronic storage of VFD records

— If VFD is transmitted electronically, veterinarian
no longer required to send hard copy to
distributor

« All creation & storage of electronic forms
needs to be 21 CFR 11 compliant

* Prohibits verbal issuance of VFD
(e.g., by telephone)

USBBUMULO01265




VCPR Requirements

* Any veterinarian issuing a VFD be licensed to practice veterinary medicine

and operate in compliance with appropriate State-defined veterinarian-client-
patient relationship requirements

- In States where the practice requirements do not require that a VFD be issued
within the context of a State-defined VCPR, FDA is requiring that the VFD be

issued within the context of a Federally-defined valid VCPR, as outlined in 21
CFR 530.3(i)

 VCPR requires that the veterinarian:

1. Engage with the client to assume responsibility for making medical
judgments about animal health and the need for medical treatment

2. Have sufficient knowledge of the animal by virtue of examination

and/or visits to the facility where animal is managed to initiate at least

a general or preliminary diagnosis of the medical condition of the
animal(s), and

3. Provide for any necessary follow-up evaluation or care w
USBBUMULO01265 3(;




VFD Product Classification

 Eliminates current automatic classification of VFD

products to Category Il
Access to Type A Concentration Category |l products is restricted
to licensed feed mills only

— Change allows VFD products to be Category 1
» Allows unlicensed feed manufacturers continued access to Type A
medicated articles at concentrations currently used

— As before, distributor must notify FDA before distributing VFD
products for the first time

 Veterinarian is required to write the name of the VFD

products on the VFD

— The vet may choose to write the name of a pioneer or generic
product name

— The vet may choose to specify that a substitution of a product is not
allowed; if the vet does not specify, the feed manufacturer may

choose to use either W
USBBUMULO01265 3:[




Combination Drugs

 Veterinarian must specify whether the VFD drug:

— May be used in any approved combination in VFD feed
— May be used in only specific approved combinations in VFD feeds
— May not be used in any approved combination in VFD feed

* Feed manufacturer may not substitute a generic VFD drug
for a pioneer VFD drug in a combination VFD feed if the
generic VFD drug is not part of an approved VFD drug

USBBUMULO01265 ﬁ 32




Extra Label Use is Not Permitted

« “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”

USBBUMULO01265 ﬂ 33




Expiration vs. Duration

* The expiration date defines the period of time for which
the authorization to feed an animal feed containing a VFD
drug is lawful

- The expiration date on the VFD specifies the last day the
VFD feed can be fed to the group of animals

- The vet should use the expiration date that is specified in
the label approval (e.g., 45 days for tilmicosin in beef
cattle); where such date is not specified, the vet can write
a date up to 6 months

* The duration determines the length of time the VFD feed
IS allowed to be fed to the animals, as specified on the
product label (e.g., 14 days for tilmicosin in beef cattle)

USBBUMULO01265 34




Specifying Animals & Location

 The veterinarian should enter information about the
location of the animals that would allow someone to
locate the animals (e.g., address, GPS)

— The vet may use his/her discretion to enter additional information
(e.g., lot, site, pen) & should work with client to determine
whether animals remain at the more specific location until the
expiration date of the VFD

— If a VFD is intended to authorize the use of a VFD feed in a
group of animals that are located at more than one physical
location, it is acceptable to include multiple specified locations
for that group to be fed on the VFD feed by the expiration date
on the VFD, provided 1) they can do so in compliance with
professional licensing and 2) the feed is supplied by a single
feed manufacturer/distributor

USBBUMULO01265 ﬂ 35




Defining Feed Distributors

« On-farm mixers that only manufacture medicated feeds
for use in their own animals are not distributors

« On-farm mixers must only be manufacturing VFD feed for
their use In their own animals on their own farm, meaning
that the ownership of the feed mill, the animals and the
animal production facility must be the same and the on-
farm mixer must be the person using the VFD feed

— If an on-farm mixer distributes to another producer, that mixer
will be considered a distributor

USBBUMULO01265 ﬁ 36




Distribution Regulation

« Must only fill a VFD if the VFD contains all required
iInformation

* One-time notifications
— Notice To FDA of Distribution of VFD Feeds to FDA that you
Intend to handle/distribute VFD drug-containing medicated feeds

— Acknowledgement of Distribution Limitations for VFD Feeds
document stating that the purchasers will sell the VFD feeds only
to producers with valid VFD orders or to other distributors for
whom they have acknowledgement notices

E 37
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Acknowledgment of Distribution for VFD Feeds

Notice To FDA of Distribution of VFD Feeds

[/'we hereby acknowledge that, as required by federal law, I/we shall distribute VED feeds

, . C , Lo received by me/us from;
['we hereby notifythe Food and Drug Administration that ['we have begun distributing

VFD feeds.

Signature (Name and address of shipper)
As follows:
1. To an animal production facility, if the owner or operator of that facility provides
Name of fim or individual me/us with a copy of a veterinary feed directive covering the quantity of feed
involved and the animal production facility to which the feed is being distnbuted;
or

)

To another person for further distribution, if that person provides me/us with a
written acknowledgment similar to this acknowledgment.

Signature

Business Address

Name of firm or individual

Date

Street Address
This notice should be sent to: Center for Veterinary Medicine (HFV-226)
7500 Standish Place
Rockville, MD 20833

Date

3. By signing this Acknowledgment of Distribution I/we affirm that [ve have
notified FDA of our intent to distribute VFD medications.




FDA Enforcement Strategy

« FDA first intends to provide education and training for
stakeholders subject to this final rule such as
veterinarians, clients (animal producers), feed mill
distributors and other distributors

* FDA will then engage in risk-based general surveillance,
as well as for-cause inspection assignments

— FDA intends to use information such as history of VFD use and
the volume of VFD feed being produced to focus inspectional
resources within the industry based on risk

— FDA anticipates that it will utilize various sources for obtaining
such information including FDA food and drug registration
Information, feed mill licensing information, the VFD distributor
notifications FDA receives, and VFD distribution records

maintained by drug sponsors @
USBBUMULO01265 39W




Implementing a VFD (Cattle)
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Current Pulmotil Cattle VFD Form

N

Pulmotil® (tilmicosin) Veterinary Feed Directive for use in Cattle

Client: Veterinarian:
Address: Address:
Phone #: Phone #:
Fax #: Fax #:
| Cattle to be treated (number and location): Special Instructions:
x into Type C Medicated Feed to Provide: VFD i Date:
total Ibs Type C Complete feed at gfton Month/Day/Year (not to exceed 45 day
Type G complsta fead range of 568to 767 g/ton
_______totallbs Type C Complete feed at ghon Amount of final (Type C) feed:
Type C complsta fead range of 568to 767 g/ton
Veterinarian's
Date: License # and State

AUTION Fecers!lw lirts e g 1o se rdr the pectesslonel aupervison of 8 oeneed vetsdnaen. Arknelfeed bserig or containg s vetekey fesd otectivo dry stell be e to animals oy
bycrupona tssued by a in practios. Extra label use, (1., Use of this VFD faed Ina manner other than as
provided for In the w:narug ‘spprovl) ks strictly pronibited.

ug Ingredient 7 per b (200 g per kg)
Ineet Ingrectents: guuna comcobe.
Description: Pumoti Is a formulation of ths antiblotic timicosin. Timicosh Is producad semi sin of entiblotics. Each Klogrem of Type A Medicatad Articie contains
200 grams (0.44 bbs) of tiimiooein adsorbad onto ground corncobs.

Indications:
Cattle: For the control of bowing respratory diseass (BRD) associated with Meminaimia naemolytica, Pestaursla mutocids, and Histopnius somn In groups of best and non-actating dary cattle, where
active BAD has been diagnoeed In at keast 10% of the animals In the group.

Feedng Instructions:
Cattle Complete Feed): This st for a single, 14-day pafod to 757 grams (828 ppm to 234 ppm) per ton of Typa C madcatad fead
asthe 125 mg
IMPORTANT: Must be thoroughly mixed In feeds before use.
Miing
For ncorporation Into Cattia Puimatl Type A feed to provida & complata Typa C madicatad feed containing 668 to 757 grams fiimicosin per
{on, Gomplts Typs G medbatad fe6ds shouki not be pelkted.
Starting concentration of Amaurt of Typs A
Pumati Typs A Medcated Medicated Artick to aag | Resurtn corcentrtion n
‘Articie perton Type
grams per pound pounds grams per ton
025 757
207
8.28 568
CAUTION:
Do not allow horses of other equines Bccess to feads cortalning timicosin. The safety of timicosin has not baen established In cattie Intendad for breeding purposes.
Usa of antibacterial drugs n the absanca of a susoaptible bacteral Infection is unikaly to pr to risk of ug-
pactata, To assure ot ood satety end cattle, the cattia with this d Is required to be Ntiatad vnmm(nanm“amovmpmmon period. plic el
should not coc aninjs . or within 3 days folowing admhistration of & non-macrolde jectabls BAD
Tiimicosin madicated fead treatmant has not baen evaluated In cattie with severa clinical dsease. Cattie with severs clinical liness should be evaluated for |mwmutm0m with an aitemative non-
macrollds therapy.

Complete Type C medcated feeds contaning imicosin Ihvlld nat ba pelisted. Do not use In any feads containing bentonits, cottonssad maal, or cottonseed huls. Bentonite, cottonsead meel, of
cottoneaed hulls In feeds may affact the eMcacy of timico:

The expiration date for a timicosin Veternary Feed Dlkun (VFD) for cattle must not excaed 45 days from the time of Issuance. VFDs for tiimicoein phosphata shall not be refilied.

WARNINGS:
RESIDUE WARNING: Cattle: Cattis Intendsd for human must nct bs days of tha last treetmant with this drug product
} prmanmuppmumrunnumumyumnmmamum-gaomn Uss g 4
muaug Tk ntended forveal. A witharawal pariod hes not boan eatabinad 1 pre-ruminating cahes.

User Safety Wamings: Avold Irhalation, oral xposurs, and direct contact with skin or eyes. Operators mbxing and handing PULMOTIL 80 should use protective clathing, Imparvious gloves, goggles,
and a NIOSH-appraved dusk mask. Wash mmuugny ‘with s08p end water after handling. thoroughly with water. I Itation persists, seek madical
attention. Not for human consumption. Kesp out of reach of chidren. The Matariel Safety Data Sheet contains more detalled occupationsl safety Information. To feport Baverse affects In users, to obtain
more Information, or to cotaln a Material smty Deta Shest, call 1-800-428-4441.

For technical service call: 1-800-428-4441

Stora &t lees than or equal to 25°C (77°F). Excursions (104°F) Hanco Animal Health
NADA 141 - 084, Approved by tha FDA. A DMsion of BI Lily end Gom-
pany
PULMOTIL® Is trademerk of BI Lily \pany Indianapolis, IN 46285, USA

White Copy - Supplier Canary Copy - Cllent Pink Copy - Veterinarian

USBBUMULO01265

*VFD form expected to change in late 2015.



Also to be included:

* Indication
« Withdrawal time, special instructions & cautionary statements

083251

Pulmotil® (tiimicosin) Veterinary Feed Directive for use in Cattle

Client: Veterinarian:
Address: Address:
Phone #: Phone #:
Fax #: Fax #:

Cattle to be treated (number and location): Special Instructions:

Will require approx. # of
animals

C Medicated Feed to Provide: VFD Expiration Date:

total Ibs Type C Complete feed at g/ton

to 757 g/ton (100% Dry Matter Basis) : |
No longer requires al (Type C) feed:

Complete this additional line to adjust the amount of timTcosisdacluded | calculation of Ibs of feed:
in Type C Complgte feed during the 14 day administration period ] - : signature:
will require approx. # of |59 -

omplete feed il el

Type C ¢ d range of 568 to 757 g/ton (100% Dry Matter Basis) License # and State

Mix into,T

Month/Day/Year (not to exceed 45 days)

Type C

Initial this box if you would like to use this VFD order to authorize the teeding ot this timicosin medicated animal f inwith other drug(s). If so,

you are required to provide the information on the other drug(s) in such drug combination in the following table. No |0ng er requires

license # & state
Drug (Ingredient) Drug Level or Any Special Instructions Initial




Caution Statement

« Each product approved under the VFD regulations
Includes the following caution:

Caution: Federal law restricts medicated feed containing this
veterinary feed directive (VFD) drug to use by or on the order
of a licensed veterinarian.

USBBUMULO01265 ﬁ




Distribution of VFD form

* Original form must be stored by veterinarian

White Copy — Veterinarian Canary Copy — Client Pink Copy — Supplier

Note: color-coded forms are Elanco-only forms.



Implementing a VFD (Swine)

UUUUUUUUUUUUU



Current Pulmotil Swine VFD Form

Pulmotil® (tilmicosin) Swine Veterinary Feed Directive

SV Oo0om
Client: WVaternaria
A dves s: Address:
Phome # Pleme #
Fax #: Fac #:
Swine o be treated (number and kacation): Special instructions:
Mixinta Type © medicated feed 1o provide: VD expiration d ate:
Tl oy Wear (root to earcee d 90 dape)
____ utalbe. Type Cieadat 151 ghon Amamd of final (Trpe C)feed:
_ __ otal be. Type C feed at 572 gion Veterbaran  signanire:
__ _ _ _ vtalbe Type Cfeedat 353 gon Drate of tre abrert: Licerse ¥and state :
Drite wiritter:

Aok ok okok ok ok skokok ok skokok ok skokok ok skookok ok skookok skkook shookook dkskookok dkeskook skokook skokokok skkook kb ok ok kb ok ok ok skoskok skl skok ko

GRUTION: Pederd law lim itz this drug o use under e prokssonal supenision of 3 licereed veriranan, dnimal #ed bearing o conbining his vetarirary feed drective drug
shiall be #d 1o anim s only by or upon vl weerinary #ed dieciveizsued by 3 licensed veterinarian in the course of fhe veeiraria’s prokssional prcice.

B lived g ingredient: Tmicosin s flm icsinphosprak) 90,7 g per (b (200 gperkg)

Freer tingredienits: Ground comooke .

Dz criplion: Pum ol iz 3 Hmn Wlation of the andibicdc dlmicoan, Timicosinis prodoced semi-syrbetically and i inche macrolide dass of sntibiodcs . Each klogrm of Taps: &
Mo ed Aride contine A00gram:s (044 |k ) of i ioosin abeorbed o groond oormcobs

Indiczlione : For e condrol of syine respirion dsers woodaked wih Lo cbeoiivs Hamomn amenizeand s amels nulfreivs

Fessding dines: licres: Tibn icosiniz 10 be fed corinocusiyat 124 gram < 10 263 gram < per on (200 ppen 10400 pp] of Tpe G mediorked feed 35 fe ok raion fra 24-dy
perind, %egmng spproamakly 7oy bedre an aniu%and dzexe u.rl:teal?

IMFORTEHT: tfus) b (b nghby mied in s beloe we.
Mlxl digclions : Thon i i Mmoil'gs:e.l. medicaied aride with feed o provide 3 Type B medicaed #ed contining up 1o 38,300 gams ilmlcmnﬁer oo o provide 3
o plete Typee G mediceed #eed contining 151 1o 262 g ik icosingper ton. Do pertuse inang feeds contaning berionite . Bertonike i feds may sffect e eflicasy of ilmicein.

Thioroughly miz Pulmed] 12 vith fieed to proide 3 complede Tips G me dicated feed contining 121 10 362 g ilm icosin phos pha e per ©n. Do notuse inany feeds containing
benonie. Bentonie in feds may affectthe eflicoy of flmicosin,

[

Himition persiste, seekm edical atierdon, Mot for buman coneum plion. Beep outofresch of dildren, The Waenial Sakty Dot She

Sutineg con ceriration o Pultoedil | Shnourt of Tope AMwdioed | Freculing coreariraficn in St gesteriration of Fubned | AmentofType d Mediotsd | Feniling concentralion in
Tope: & Meicmted Anticde Atk ba s per bon Tipe EMdoied Feod Top e Lbiedinted dntick Jrtidatasdd per bon Tipe Chsdited Feed
a3 e poind ponds e peir bany | qrnes per pound e per pdird ponmed 3 AR [T Bon
ar 4m X200 184 any 4 x

00 f2m 126 3 e
am 124w 405 2 12
Srting s centrtion ofPutoetl | Ko of Ty EMsfioied | Fsmuling ssteeantration R I a5 Do roalow s of oer ecuines aacess 10 gk contining fhiioesn, Tre
1s';{peBMsdicmdhﬁde hﬁdemﬁdpam Tma‘mbd&d sy of ihnioosin Fes rotbe en esthlished in mak svine inendad o bresdnapurpes e
- 3 % - Feed oot ring fimioozin shal notte: d 1 fgs for more fand des doing eachphase
o7 per pon pand: grorie perten orfpriod i v thoutoesng s ris 1 on 706 re-evbus fon of animicrobid e by
4 n 14 T reied werrirmian befiTe rerifh g 3 rher corse offerpy vithan HE
T = arvirnicnobial Wekrirary Feed D ectve (VD ecpirion duk i ustrortesceed 0 dhy s Fom
= pre et e ot apnce. O Ik for fhaicosin phosphae shall not b reliled

Exra hbed i (e use of his W Dked ina manner other hanas provided o in e WFD
drug sppeowd ) iz sricly probiied.

RESIDUE Wik R HIHG: Feeds corining flmicoein misthe withdesn 7 daps prior to shughte .
Huran salkety warning: dvcidinhalzion, oral eapoare and drect contactwit skin of epes . Opertors mising and handing Puin of] 30 should gee prokcive dothing, inperious
s, goaggles and 3 MICEH- appooved dust mask . W hohorooghly with soap and vweer sfier handing. faccidentsl e condsct ocors i e di ey rines oroughly wit waer.

ation. To reportadierse eflct in s, 1 obtn rane information, of © obiin s makdal skt dit dheet, ol -804 25-4ddd

Fortechnica | sermioz o b 1B00-41E-44d1

<

et contane more detied oocopaiord safely

TARE TIME

P il o o and wne v bt {HL ) v frimal el

HEDALL -4, sppooed P iy

PuhnﬁBiangimdmhx‘;ul iz Flamo' ¢ o of tlmicosin. ADjrisiz of Eb Lilbrard Comparey

Flano! Pribme 5 m the diagemal bazas = giomd todmarls o waed o1 boureed by B Lilbeand Creerdield, 46140, TEA

[ : i enbwilisrie oz afAlivk: . UESERVE LABEL

2200 fonimal Falth ALl righy meamed. BIRECTRONS
USBBUMUL01265 White copy - Supplier Canary copy - Chienat Bk copy - Vaberinarim LR LPRRD0 A0

*VFD form expected to change in late 2015.



Elanco

Pulmetil. _
Pulmotil® (tilmicosin) Swine Veterinary Feed Directive

SW 000001
Client: Veterinarian:
Address: Address:
Phone #: Phone #:
Fax #: Fax #:

Swine to be treated (number and location):
Will requiire approx. # of animals

Expiration date length
dependent on product
label

Special instructions:

Mix into Type C medicated feed to provide:

total Ihs. Type C feed at 181 gfton
8 total Ihs. Type C feed at 272 gfton
total Ibs. Type C feed at 363 gfton

No longer requires
calculation of Ibs of feed;
will require approx. # of
animals

VFD expiration date:

Ilonth/DayiTear (notto € df?@d(stys)
Amount of fmal (Type C) feed:

Veterinarian’s signature:

Date of treatment: /%c # and state:
Date written:

No longer requires
license # & state

Also to be included:
* Name of VFD drug
e Indication

» Level of VFD drug in feed & duration

« Withdrawal time, special instructions & cautionary statements
« Affirmation of intent for combination drugs .

USBBUMULO01265




Caution Statement

« Each product approved under the VFD regulations
Includes the following caution:

Caution: Federal law restricts medicated feed containing this
veterinary feed directive (VFD) drug to use by or on the order
of a licensed veterinarian.

USBBUMULO01265 ﬁ




Distribution of VFD form

 Original form must be stored by veterinarian

White Copy — Veterinarian Canary Copy — Client Pink Copy — Supplier

Pulmoti® (flmicosin) Swine Veterinary Feed Directive

SW 000001
Client Veteainarian
Address ddress
Plons# Flone #
Fac#: Tac#:
‘Swine t Destater] (10 ber and ke ation] Specl instructions
Mix into Type & medicated feed to provide VFD
o (o o e ee 90|

vt TpeGedat 181 gon Humont of fal (Bpe 0 feed

o valbe TypeCfeedarzrz gon

v be Type G teedar 3 g'on Date oftredment. Licenss Hand sate

Date v
ko 9
ol be
St dng ingreien: Toosi 3 lncosinposphe] S0 7 pr b, (200 gperkh
erting s Bound omests
Besoripion: Mol 2 omudatin e Exchiiognin ofTpe &
200 grams (034 s

Fengdialoe: oo s e e ol 161 o785 g s o (200 90 ) e © ek s e ok raon ra 21

IMPHRTEHT: MUt be thom ughtyrved i et b e s,

Tercutiy iz gl Tpe
conpletz Frpell medertd ked contaning 1611 353 g i ccsinper-

iraup B0 gans o e G i3
Beriterie 0 i i

™
et et ke g A o i
s | WA
it et [ - e vt Rl g ey
et pors s prn [snopepnt o agons s g
W 0 S | o ] 5
0 o | i 5 i
™ [ 7 i
= T
i
ot opn
W s v e
[ B ST Ty o D] o ot et
i = piite i
e e
> RESUE WERNIG: e o s o 4 i o g <4
it
S s and TS el
TR (e a
o 3 i e
et ot L0040 T
el ) [E—
Ptk
e e T s s e, ADTFiNg ELLynd Canpany
s Pulne 0 o 0 gy bt vm o gt ey socadorbiamead EiLllsnd  Dhvanfiakd, I 4G10, TE.
bt st e
Efi g i e a— HRETING
Wrie 5 5 ; uspRR L

Note: color-coded forms are Elanco-only forms.
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Electronic VFDs
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FeedLINK Features — eVFD
« Ease the burden of paperwork

— Spend less time creating VFDs and reduce manual inaccuracies
by creating electronic VFD prescriptions

* Provide a reliable source of documentation

— Maintain VFD compliancy easily with a secure, web-based
software solution

— FeedLINK retains veterinarians’ eVFDs for the required two-year
period

« Enhance communication with stakeholders

— Automatically send VFDs to feed suppliers and producers upon
creation

— Renew VFD orders in seconds with an email notification linking
to the pre-populated VFD

« 21 CFR Part 11 Compliant w




| Home - GlobalVetLink x |£@|_2@
L C' [ www.globalvetink.com wg|
PRESS ROOM | RESOURCE CENTER | CAREL RS | LOGIN/SIGN UP

GlobalVetLINK _—

INNOVATIVE DIGITAL SOLUTIONS FOR ANIMAL HEALTH

Home About Us » Our Solutions » Our Customers » Industry Partners »

Latest News

GoPass Available to Virginia

Vets O

* Visit
globalvetlink.com to
get started

* Click “Login/Sign
Up” in the top-right
corner to create a new
+ account or to sign in

O CustomerSPOTLIGHT

GVL clients can access the system
from anywhere with an intemet
connection, allowing for easy
creation of electronic health
documents in the field.

MORE »




Y @Global\"eﬂ_ink x W "}_'

€& — C [3 user.globalvetink.com/public/signup.jsp

@Tﬁ) Gl@lbra!ll Vet Link

r -ﬁp

About GVL
GVL e-News
Features & Benefits

Frequently Asked
Questions

State Regulations
Install Certificate Key

‘main

We invite you to begin the registration process to become a GlobalVetLink member!

Please choose a user type:

5

Veterinary Practices

Licensed Veterinarians

Veterinary Practice with Onsite Lab

Licensed Veterinarians with an EIA NVSL Accredited Laboratory

Animal Owner Account

Animal Owners who have been given permission from their veterinarians to access
online certificates

Agent Account

Stable, Trainer, Transporter, Show or any other entity who would require certificates
from multiple owners

Diagnostic Laboratory

EIA NVSL Accredited Laboratory

eVFD

Licensed Veterinarians using eVFDs for Elanco Pulmotil

Aquaculture Diagnostic Laboratory

Laboratories participating in the AVMA online directory of Aquaculture Laboratories

Click “eVFD”, and then
provide your business
name and other
pertinent business
Information.




_.f“'. [ FeedLINK - eVFD % \ | =

&« C | [Y user.globalvetink.com/gvi2/feedink/ o

ClobalVetlLINK A A I - O

Fi Latest Activity

# Crested new EVFD ldaho

Animal Owner

OwnerfAlternate Email

* Select the
dropdown to
update your
account profile

Feed Supplier @

Feed Supplier Email [] Send to feed supplier?

Species ® Add |IC€HS€

numbers, phone
numbers, etc.

Save Preview Reset

* To create an eVFD, first either ‘find by name’ a

previous producer who you intend to create an eVFD Welcome to the new and
for or click the “+” to create a new contact improved GlobalVetLINK

» Always use the TAB button on your keyboard to
navigate the site; pressing ENTER will attempt to
submit an incomplete eVFD




Contact GlobalVetLINK

« Sales team: (515) 817-5703
— For training and sales support with new clients

» Technical support: (515) 817-5704

— To set up accounts, add feed suppliers, or other
technical system support

 Monday-Friday, 8 a.m.-5 p.m. (CST)

www.globalvetlink.com

USBBUMULO01265 ﬂ
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Impact on Elanco
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Impact on Elanco

» Elanco publicly supports FDA Initiatives:

— Aligns with Elanco global antibiotic policy
— Expedites VFD modernization

— Protects long-term access

— Helps support public health

 Elanco will support initiatives via:

— Resources
— Leadership
— Commitment

USBBUMULO01265




Impact on Elanco

* In USA, Tylan® premix & Hygromix® use:

— Wil be under the VFD process/require
veterinarian oversight

* Hygromix:
— Moves to VFD status but claims would remain

* Tylan Soluble (tylosin tartrate):

— Moved to a prescription status

USBBUMULO01265

Hygromix.

Elanco 7

Tylan. Soluble

Tylosin tartrate
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Impact on Elanco

* Tylan® premix for swine

— Claims for weight gain & feed efficiency
withdrawn

— Claims for swine dysentery & ileitis remain
(requires VFD)

* Tylan premix for cattle

— Claim for reduction of liver abscesses remains
(requires VFD)

USBBUMULO01265

Elanco -




Impact on Elanco

« Pulmotil (tilmicosin)
— Continues to be a VFD product

— First VFD product for use in swine (1996)
& beef (2011)

USBBUMULO01265

Pulmotil.




Impact on Elanco

 lonophores remain unaffected

Elanco Elanco Elanco

Coban__

USBBUMULO01265

Elanco
Rumensin.




Elanco’s 8-Point Antibiotic Stewardship Plan

Eliminate
concurrent use

Eliminate concurrent use
of shared-class antibiotics
to treat the same disease.

Cease marketing of
growth promotion

Cease marketing of growth
promotion uses for
shared-class antibiotics
and complete full
regulatory change to end
growth promotion use of
shared-class antibiotics
globally by the end

of 2016.

Eliminate continuous
antibiotic use

Help customers eliminate
continuous use of
shared-class antibiotics
for therapy purposes by
providing an alternative.

Develop new animal-
only antibiotics

Develop new animal-only
antibiotics. No animal
should ever be treated with
a shared-class antibiotic

if an animal-only option
exists. Animal- only
antibiotics optimize

animal welfare without
compromising human

use antibiotics.

Eliminate over-the-
counter sales

Eliminate over-the-
counter sales of
shared-class antibiotics
globally—including
injectable products—
where veterinarian
oversight exists.

Create alternatives

Elanco commits to invest
two-thirds of our food animal
research budget to quickly
evaluate 25 candidates and
deliver 10 viable non-
antibiotic development
projects that address diseases
where there are few, or no,
alternatives to shared-class
antibiotics. (Respiratory
disease and enteric disease
in cattle, swine and poultry
and mastitis in cattle.)

GMAFCANONO00205



Background

* Antibiotic resistance is a complex issue and the solutions to
addressing it are equally complex.

 In 2013, Elanco announced it's Antibiotic Policy, which outlines
our global approach to the responsible use of antibiotics and to
help preserve effectiveness of antibiotics for human and animal
health.

« Since 2013, Elanco has been leading efforts, including shaping
public policy for the responsible use of antibiotics in partnership
with stakeholders across the globe.

 Elanco’s 8-Point Antibiotic Stewardship Plan aligns with our

Global Antibiotic Policy and further outlines our commitment to
this issue.

@ ©2015, Elanco Animal Health, a division of Eli Lilly and Company




Elanco’s Position

« For medically important antimicrobials, Elanco supports:

— The responsible use for therapeutic purposes with
veterinarian oversight

— Voluntarily narrowing use to therapeutic uses only
— No longer promoting use for performance purposes
— Transitioning label indications to therapeutic uses only

USBBUMULO01265




Elanco’s Position

* lnvest in innovation

Pursue Seek new Support use of Provide services

advances & therapeutic antimicrobials that help verify
treatments that indications for used only in & validate
lessen reliance treatment, control  animals for growth responsible
on antibiotics & prevention of & performance product use
diseases (where permitted)

USBBUMULO01265 E 65




Elanco’s “Rules of Engagement”

’ Internal governance ’ Provide oversight by global antimicrobials team

Product registrations Seek therapeutic indications for all antimicrobial classes

Support use of animal-only products for growth/
performance

New product development | Support existing products

Pursue appropriate extended uses

Seek new platforms for animal care

Professional oversight Support oversight of antibiotic use by veterinarians

Risk-based assessment Review products, resistance monitoring, data, research,
etc., to protect human & animal health

Partnerships Collaborate with industry groups & leaders

USBBUMULO01265 ﬂ 66




How to use Tylan®* premix for swine

For ileitis control: Recommendation:
Feed Tylan at 100 g/ton for at least 3 weeks, Begin feeding Tylan at 12-15 weeks of age or 3 weeks prior to seroconversion,:2
followed by 40 g/ton to market weight. because gross or microscopic lesions appear well in advance of seroconversion/disease.

* No withdrawal required when fed according to label directions.

How to use Tylan® premix for poultry

. For increased rate of weight gain and improved feed efficiency in broilers (indication to be withdrawn), feed Tylan at
. Tylan 40 per ton of Type C Feed: 0.1 to 1.25 Ibs.
. Tylosin per ton of Type C Feed: 4 to 50 g
. Feed continuously as the sole ration
. To aid in the control of chronic respiratory disease associated with Mycoplasma gallisepticum in broilers
. Tylan 40 per ton of Type C Feed: 20 to 25 Ibs.
. Tylosin per ton of Type C Feed: 800 to 1,000 g*
. To aid in the control of chronic respiratory disease associated with Mycoplasma gallisepticum in replacement chickens
. 1,000 g/ton
. Tylan requires a 5-day withdrawal period before slaughter when fed at 800 to 1,000 g/ton.

* No withdrawal required when fed according to label directions.

How to use Tylan® Premix for beef cattle

 For reduction of incidence of liver abscesses associated with Fusobacterium necrophorum and Arcanobacterium pyogenes:
- Feed tylosin continuously at 8-10 g/ton (90% DM) to deliver 60-90 mg/hd/d.

Hygromix® directions for use

» For use as an aid in the control of parasite infections in chickens associated with Ascaris galli, Heterakis gallinae and Capillaria obsignata.
* Mix 1.0-1.5 Ibs. Hygromix 8 per ton of Type C medicated feed for 8-12 g of hygromycin B per ton.
* Feeds containing Hygromix must be withdrawn 3 days prior to slaughter.

The labels contain complete use information, including cautions and warnings.
Always read, understand and follow the label and use directions.

USBBUMULO01265




Pulmotil® directions for use for cattle

* Feeds containing tilmicosin must be withdrawn 28 days prior to slaughter.

» CAUTION: Federal law limits this drug to use under the professional supervision of a licensed veterinarian. Animal feed bearing or containing
this veterinary feed directive drug shall be fed to animals only by or upon a lawful veterinary feed directive issued by a licensed veterinarian in
the course of the veterinarian’s professional practice.

» For the control of Bovine Respiratory Disease (BRD) in groups of beef and non-lactating dairy cattle, where active BRD has been
diagnosed in at least 10% of the animals in the group: Feed continuously for a single, 14-day period at 568 to 757 g/ton of tilmicosin
(100% DM basis) in a Type C medicated feed as the sole ration to provide 12.5 mg/kg of body weight/hd/d.

Pulmotil® directions for use for swine

» Feeds containing tilmicosin must be withdrawn 7 days prior to slaughter.

» CAUTION: Federal law limits this drug to use under the professional supervision of a licensed veterinarian. Animal feed bearing or
containing this veterinary feed directive drug shall be fed to animals only by or upon a lawful veterinary feed directive issued by a licensed
veterinarian in the course of the veterinarian's professional practice.

» For the control of swine respiratory disease associated with Actinobacillus pleuropneumoniae andPasteurella multocida, feed continuously at
181-363 g/ton for a 21-day period, beginning approximately 7 days before an anticipated outbreak.

The labels contain complete use information, including cautions and warnings.
Always read, understand and follow the label and use directions.
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Tylan-Soluble

Tylosin Tartrate

Equivalent to 100 g (3.53 oz) tylosin base
CAUTION: Federal (USA) law restricts this drug to

use by or on the order of a licensed veterinarian.

For oral use in chickens, turkeys, swine, and honey bees.
Macrolide Antibiotic, NADA 13-076, approved by FDA

Indications
Chickens: For the control of monallty caused by necrotic enteritis (Na
iated with Clostridit igens in broiler chi As an aid in the

treatment of chronic rwplramry disease (CRD) associated with Mycoplasma
galllsapm:um in brmler and replacement chickens. For the control of CRD

d wi pticum at the time of vaccination or
other stress in chickens. For the control of CRD associated with Mycoplasma
synoviae in broiler chickens.

Turkeys: For the reductlun in seventy M effects of infectious sinusitis
iated with Mycop g P
Swine FDI the treatrnenl and control of swine dysemery (SD) associated
i For the treatment and control of SD

d with Brachyspira h when followed immediately by
Tylan Type A medicated article in feed.
For the control of porcine pmilfemtlvs pathies (PPE, ileitis) iated
with Lawsania i laris wihen f di diately by Tylan Type A

medicated article in feed.

Honey Bees: For the control of American Foulbrood (Paenibacillus larvae).
Ingredients
Tylosin (as tylosin tartrate) 1009
Dosage and Administration

Dosages:
Chickens:
NE indication: 851 to 1,419 mg/gallon (225 to 375 ppm) in drinking
water.
CRD indications: 2,000 mg/galion (528 ppm) in drinking water.
Turkeys: 2,000 mg/gallon {528 ppm) in drinking water.
Swine: 250 mg/gallon (66 ppm) in dnnkmg water
Honey Bees: 200 mg/colony in p d sugar.
Mixing Directions for Medicated Drinking Water:
Always add the water to the powder. Do not pour the powder into the
water. Prepare a fresh Tylan Soluble solution every three days. When mixing
and handling tylosin, use protective clothing and impervious gloves. If using
a water medicating pump see table below, otherwise mix as follows:
To assure thorough dissolution, first place the contents of one jar in a mixing
container and add one gallon of water (3785 mL) to the powder to make a
concentrated solution. To make medicated drinking water containing
250 mg/gallon {66 ppm), mix this concentrated solution with water to make
400 gallons (1514 liters) of medicated drinking water. To make medicated
drinking water containing 851 to 1,419 mg/gallon (225 to 375 ppm), mix
this concentrated solution with water to make from 117 gallons +
51 ounces (444 liters) to 70 gallons + 64 ounces (267 liters) of medicated
drinking water, respectively. To make medicated drinking water containing
2,000 mg/gallon (528 ppm), mix this concentrated solution with water to
make 50 gallons (189 liters) of medicated drinking water.

Mixing Directions for Water Medicating Pump (1:128 inclusion)*:

Desired Concentration Jars of Volume of Water to Make
in Drinking water Tylan Soluble Stock Solution
250 mg/gallon (66 ppm) 1 3 gallons + 13 ounces
851 mg/gallon (225 ppm) 5 4 gallons + 77 ounces
1,419 mg/gallon (375 ppm)| 9 5 gallons + 0 ounces
2,000 mg/gallon (528 ppm) 10 3 gallons + 115 ounces

*This table applies only if the water medicating pump is set fo deliver
1 ounce of stock solution per gallon of drinking water.
Mixing Directions for use in Honey Bees: Mix 200 mg tylosin in
20 g confectioners/powdered sugar. Use immediately.
Directions for Use

Chickens: NE indication: Administer medicated drinking water for a single
five day period in broiler chickens. To assure all birds receive the intended
medication, only medicated water should be available. These practices
should be followed to assure both food safety and responsible antimicrobial
drug use in chckens 1) Use in flocks exhibiting signs of a necrotic enteritis

, for d mortality and lesions characteristic of
necrotic entemls upon necropsy; 2) Administer the full dose and dosing
regimen once medication is initiated; 3) Use of Tylan Soluble or another
macrolide is not advised if additional therapy is needed beyond the original
course of medication. CRD indicati Administer medicated drinking
water for three days; however, medicated water may be administered for
one to five days depending upon severity of infection. Treated chickens
must consume enough medicated water to provide 50 mg per pound of
body weight per day. Only medicated water should be available to the birds.
Turkeys: Administer medicated drinking water for three days; however,
medicated water may be administered for two to five days depending upon
severity of infection. Treated turkeys must consume enough medicated
water to provide 60 mg per pound of body weight per day. Only medicated
water should be avallable to the birds.
Swine: SD indit i drinking water for
3 to 10 days, depending upon severity of infection. Altematively, administer
medicated drinking water for 3 to 10 days, followed by 40 to 100 g tylosin
per ton of plete feed (Type C medicated feed manufactured from Tylan
Type A medicated article) for 2 to 6 weeks. Only medicated water should be
available to swine while medicating with Tylan Soluble. PPE indication:
Administer medicated drinking water for 3 to 10 days, followed by
40 to 100 g of tylosin per ton of complete feed (Type C medicated feed
manufactured from Tylan A medicated article) for 2 to 6 weeks. Only
medicated water should be available to swine while medicating with
Tylan Soluble.
Honey Bee Colonies: Administer three treatments of medicated
confectioners sugar once weekly for 3 weeks. The 200 mg dose is applied
{dusted) over the top bars of the brood chamber.

Warnings

User Safety Wamings: Not for Human Use. Keep Out of Reach of Children.
Avoid contact with human skin. Exposure to tylosin may cause a rash.

Residue Wamnings: Chickens must not be slaughtered for food within
24 hours after treatment. Do not use in layers producing eggs for
human consumgption.

Turkeys must not be slaughtered for food within five days after
treatment.

Swine must not be slaughtered for food within 48 hours after
treatment.

Honey bees: The drug should be fed early in the spring or fall and
consumed by the bees before the main honey flow begins, to avoid

contamination of p ion honey, Compl t at least

4 weeks prior to main honey flow.
Manufactured For:
Elanco Animal Health Store at or below 25°C (77°F)
A Division of Eli Lilly and Company Excursions Permitted
Indianapolis, IN 46285, USA to 40°C (104°F)
Product of the United Kingdom Avoid Moisture.

Restricted Drug (California) ~ Use Only as Directed.

To report ted ady events, for technical assistance, or to
obtain a Material Safety Data Sheet (MSDS), call 1-800-428-4441.

Elanco, Tylan and the diagonal bar are trademarks owned or licensed by
Eli Lilly and Company, its subsidiaries or affiliates.
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Elanco®, Coban®, Hygromix®, Maxiban®, Monteban®, Pulmotil®,
Rumensin®, Skycis®, Tylan® and the diagonal bars are all trademarks
owned or licensed by Eli Lilly and Company, its subsidiaries or
affiliates.

All other trademarks are the property of their respective owners.

© 2015 Elanco Animal Health.
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