MICOTIL® (TILMICOSIN INJECTION) &

MIGOTIL® (TILMICOSIN INJECTION) METAPHYLAXIS EFFECTS (0)
ON REDUCING BOVINE RESPIRATORY DISEASE (BRD)
MORBIDITY IN CATTLE
KEY TAKEAWAYS

. + Research supports the use of antibiotic metaphylaxis in
This rep9ﬂ high-risk cattle as a proactive tool for reducing impact of
summarizes STUDIES BRD in cattle populations.
data from

- On-arrival administration of Micotil metaphylaxis

conducted on the use of Micotil metaphylaxis in stressed consistently proved most effective at reducing respiratory

cattle to determine the effect of administration timing morbidity.

on reducing BRD morbidity. The studies compared - Treating high-risk cattle early with Micotil metaphylaxis is
treatments administered pre-shipment, on-arrival, cost-effective and increases ROI due to feed efficiency and
post-arrival and post-arrival based on temperature. reduced retreats.

+ Micotil metaphylaxis is proven to reduce morbidity in cattle.

SUMMARY OF MICOTIL METAPHYLAXIS TIMING STUDIES™*

Number Study Average Morbidity Average
Investigator Animal Origin in Study  Length Weight Treatment Groups Reduction, Daily Gain Results
(hd) (GEVD) (lbs.) % (lbs.)
Untreated control 22.30% 1.62 Mass treatment on-
arrival or on day six
Micotil treatment on-arrival 12.90% 1.80 administration proved
most effective at
Klemesrud Nebraska 952 24 495 Micotil treatment 6 days 14.03% 181 reducing BRD morbidity.
post-arrival ’ ’ No advantages found in

delayed administration

Micotil treatment 6 days post- where the temperature

35.56% 1.62

arrival (temperature-based) based method was used.
Untreated control 20.00% 2.24 Metaphylaxis on-arrival
Multiple proved more effective at
McClary Southeastern 400 )8 473 Micotil treatment on-arrival 2.00% 2.64 reducing BRD morbidity,
& Vogel Auction although morbidity was
Barns Micotil treatment 3 days 1.00% 264 reduced in all groups
post-arrival R ’ where Micotil was used.
0,
Untreated control 66.10% 3.41 BRD morbidity in the
Micotil treatment on-arrival 27.60% 3.43 on-arrival metaphylaxis
Colorado & — group was significantly
Guthrie T 799 206 578 Micotil treatment 5 days 47.60% 3.46 lower than controls
y g post-arrival and tended to be
Lo lower than the delayed
Micotil treatment 5 days post- o -
arrival (temperature-based) 46.70% 3.45 metaphylaxis group.
Untreated control 71.90% 2.60 The percentatge of
o Micotil treatment cattle treated fqr BRD
Duff Mississippi 96 35 491 pre-shipment 45.20% 2.73 was decreased in all
Micotil treated groups
Micotil treatment on-arrival 46.90% 2.79 compared to controls.
Untreated control 40.00% 2.93 The percentatge of
Micotil treatment cattle treated for BRD
Duff Mississippi 240 28 390 re-shipment 18.70% 313 was decreased in all
P P Micotil treated groups
Micotil treatment on-arrival 7.50% 2.95 compared to controls.
ELANCO’S BRD PORTFOLIO

Micotil is part of Elanco’s industry-leading BRD portfolio of vaccines, antibiotics and immunostimulants
to help producers prevent, control and treat the most pervasive disease in the industry.




Micotil® (tilmicosin injection) is indicated for the treatment of bovine respiratory disease (BRD) associated with Mannheimia haemolytica, Pasteurella multocida and Histophilus somni, and for
the control of respiratory disease in cattle at high risk of developing BRD associated with Mannheimia haemolytica.

IMPORTANT MICOTIL SAFETY INFORMATION

Before using this product, it is important to read the entire product insert, including the boxed human warning. Caution: Federal (USA) law restricts this drug to use by or on the order of a
licensed veterinarian. Not for human use. Injection of this drug in humans has been associated with fatalities. Keep out of reach of children. Do not use in automatically powered syringes.
Exercise extreme caution to avoid accidental self-injection. In case of human injection, consult a physician immediately and apply ice or cold pack to injection site while avoiding direct
contact with the skin. Avoid contact with eyes. Always use proper drug handling procedures to avoid accidental self-injection. Consult your veterinarian on the safe handling and use of all
injectable products prior to administration. For use in cattle or sheep only. Inject subcutaneously. Injection of this antibiotic has been shown to be fatal in swine and non-human primates,
and may be fatal in horses and goats. Do not use in female dairy cattle 20 months of age or older. Use in lactating dairy cattle or sheep may cause milk residues. The following adverse
reactions have been reported: in cattle: injection site swelling and inflammation, lameness, collapse, anaphylaxis/anaphylactoid reactions, decreased food and water consumption, and death.
Micotil has a pre-slaughter withdrawal time of 42 days.
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5 AHOZ230 For Subcutaneous Use in Cattle and Sheep Only.
anco Do Mot Use in Automatically Powered Syringes.
Solo Para Uso Subcutineo en Bovinos y Ovinos.
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Read g literature fully before use. Intramuscular injection
mllwuu alocal reaction which may result in trim loss of edible tissue at slaughter.
The effects of tilmicosin on bovine and ovine reproductive performance, pregnancy and
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® ® lactation have not been
Adwerse Reactions: The following adverse iactions have boen resparted post-approval:
In cattle: injection site swelling and inflamenabion, lameness, collapse, anaphylaos/
anaptylactoid reactions, decreased food and water consumplion, and death.

In shessp: dyspoia and desth.
For additianal information about reporting adverse drug expenences for animal drugs,
contact FDA at 1-888-FDR-VETS or hitpcfwenw fda.govreportani malae
l:lmﬂt?hmonlgf 2 A single subcutaneous injection of Micotil at 10 of body weight
dese in cattle in peak tilmicosin levels within one howr and detectable levels
(0.07 pgimi) in serum besmd 3 days. However, lung concentrations of tilmicosin remained
above the tilmicasin MIC ufBEQWleuMMmmmmmmmlﬂratwaﬂm
ti‘micosin in io" Tellowing the sngle injection. Serum Blmicosin kevels are a poor indicator of tofal body
tilmicosin. The lung'serum tilmicosin ratio in favor of lung issue appeared mmlhbrabe by

3 days post-injection at approximately B0, In a study with radicactive tilmicosin, 24% and 68%

mg tilmicosin, tilmicosin r mL of the dose was recovered from urine and feces respectively over 21 days. After a single
%m E::am. fn?gsstmysp s o phosphate pe subcitaneous mjection of Micolil at 10 mg/kg of body weight, tilmacosin concentrations in
Solo Para Uso en Bovinos y Ovinos excess of 4 po/mL were maintained in the ahveolar m 23 and nemmprmnlmm
Da Not Use in Automatically Powered Syringes. cattle for at least 10 days. The clinical relevance of these findings has nat been determined.
No Administrar con Jeringas Accionadas Automaticaments. Microbiology: Tilmicosin has an in wiro antibactenal spectrum that is predominantly
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mmﬁ:ﬁ?mww e IS S Uk by oy I e Effectiveness: In a multi-location field study, 1508 cabves with naturally occurring BRD
Description: Micatil & a solution of the antibiotic timicesin. Each mL contains 300 mg of were: treated with Micotil. Responses to treatment were compared bo saling-treatid controls.

lilsmisusin, llSPaslilmir.uainﬂ'mprnlu in 25% propykene glycol, phosphoric ackd as needed A cure was defined as a mlﬁmlﬂ narmal attitude and actty, normal respiration, and a

1o adjust pH ang waler for inection, 0.5, Tilmicosin, USP is produced semi-synthetically ang 12612l lemperature: of <104°F on Day 13. The cure rate was significantly higher (P=0.004) in

i in the macralide lass of anfibigtics. Micotil-treated calves (53.1%) companed 1o saling-treated cabves (29.2%). During the treatment
Indications: Micolil is indi : fed for the treatment of bovine respiratory deease B0 nhqssqf the study, there wera 10 BRD-related deaths in tha Mlmhl—huahedl:m compared fo

- ‘Mannieina hagmolytica, Paste il Histophilis scar 47 in the saline-treated calwes.
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Micotil s indicated for the control of respiratory disease in catte at high risk of developing of 20, 30, 40 or B0 mg/kg of body weight. injected 3 times at 72-hour intervals. Death was not

BRD associated with Mannheimia haemolytica, seen in any of the trealment groups. Injection site swelling and mild hemeerhage at the injection
sile were seen in animals in all desage groups. Lesions were described as being genesally mare

m '"gm“‘h:' "'g:'" s“‘wﬂ'}‘%"“ﬂﬁﬁ ““"'u severe and occurred at higher frequency rates in the animals freated with higher doses
e, 8 e @ single subcutaneous - 5"‘“’9 tilmicosin. Lameness associated with the injection site was nobed in two of twenty-four animals

{1 1o 2 mLr30 kg or 1.5 to 3 mi per 100 Ibs). n sheep greater than 15 oy, A g
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inject X : h
E"o Impn ol i3 nated within 48- .lmgi‘ggmb 4 be uated. mﬁmum in fond and water consumption were noted in all treatment groups
or cattie and sheep, injection under the skin in the neck is suggested. H.aa iy
§ parate safety shudy mdadmlMHcM subcutaneous doses af 10, 30, or 50 mg/kg
If not accessible, mject under the skin behind the shoulders and over the ribs. mﬂj eght, |mne63nmat??noumnemlsmmmseawneams Edéma at the site

Mote: Swelling at the suboutaneous site of injection may be observed, ; o injesction wes nated. The only lesion cheersd at necropsy was minimal myocardial necrasis in
mm”mmm"“":m‘“'“ nnmtmnlmrln:uﬂmﬁhgmmgu soma anknials dosed al 50
In an additional safety study, subcutanecus doses of 150 mgfkg body wesght injected at 7.2-hour
mwm cattle or sheep will be fatal. Do nol administer to animals intervals resulted in death of two of the four treated animals, Edema was marked at the ste of
cattle or sheep. Injection of this antibiotic has been shown io be fatal in injeection. Minimal myocardial necrosis was the anly lesion observed at necropsy. Deaths of
m"’ and non-human primates, and it may be fatal in horses. and goats. cate havebosn ocsurved with a inle nravnos dose af 5 mg/leg af body weight.
mings: In sheep, single subcutaneous injections of 10 mg'kg body weight dose did not cause any
[Human Warnings: Nat for human use. Injection of this drug in humans has been deaths and no adverse afiects of imicos ohearved on blood Pt rate
mmﬁ?‘h“ Koo mﬂdﬁ;&wh ‘;ch s u:‘m by a rﬁpimw?m. rse @ micosin were on pressure, heart rate,
powered syringes. Exercise extreme caulion to avoid accidental self-injection. Toxicology: The heart & the target of taxicity in labeeatory and domestic animals given Micatil
h':';:“' “ﬂh:‘é'gmm" a physician 'w'm apply ice or mnl by oral of parenteral routes. The primary cardiac effects are increased bean ral (lachycardia)
"W while ‘""‘ﬂw 1‘“%"“'#“ pim p iy ;.n;n;ﬁrem corntractiity (negative inotropy). Cardiovascular tooacity may be due to calcium
Note To WW#WWHNH@MMWaM:W Upon subcidaneous injection, the acute median lethal dose of Himicosin in mice i5 97
herrmltoml y. Cardiovascular loxicity may be due to calcium channel arldmlmssiaﬁﬂw{an‘fhm;mgﬂ.ﬁlmnumlb. the median lethal dose is 800 m
In dogs, admlstraﬂwuf Intravenous calcium offset Micotil-induced hdrluﬂlh and 50 mg'kg body weight in fasted and nondasted rats, respectively. No compound-related
negative inotropy (decreased contractility), Muwnlnsurﬂalhulfsethemglﬂu mmr&fwmatmrm
Imlcmwwulmﬂllnmnﬂ ntagaonists, such as In dogs, infravencws calcium offset Micotil-induced tachyeardia and negative inotropy,

, exacerbated the Iil'ldngs-inl restoning arterial pulse pressure, Dobutamine partially offset the negative inatropic effects
MHHIH1MUﬂ"IW| lﬁm TM pmnm in tissues for several days] induced hrl&nh&nﬁ B-adrenergic antagonists, such s propranclol, exacerbated the
Adverts Para El 5er H Este producty humano. La inyeccion | Negative inolregy il in dogs.
um:u“ oy ,1,,“““ se ha mmﬂm hﬂtvmemdg In monkeys, a sangle inramuscular dose of 10 mg/kg body weight caused no signs of lowicity,
laleance de los nifios. No use en jeringas operatas automaticaments, Proceda can A single dose of 20 mgfkgk:’ody weight caused vomiting and 30 mg/kyg body weight cased

rema cautela para evitar la autoinyeccion accidental. En caso de inyeccion a unser | the death of tha only mon

no, consulte a un médico inmediatamente y aplique hielo o una bolsa de higlo In swine, intramuscular injection of 10 maikg body weight caused increased respiration,

@l sitio de la inyeccidn, evitando el contacto directo con |a piel, Los nimeros. emesis. and a convuision, 20 mo/kg body weight resufted in martality in 3 of 4 pigs. and
par. mikdicas son 1-800-722-0087 6 1 4441, 30 mag/ky body weight caused the death of all 4 pigs tested. Injection of £.5 and 5.6 mg/hg
Eviti el contacto con los ojos. body weaight intravenouwsly followed by epinephring, Tml (1:1000) intravenously 2 to 6 times,
resulted in death of al pigs injected. Pigs given 4.5 mg/kg and 5.6 mg/kg body weight
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inducidos por Micotil ummmmmnﬁpamummm inolrogicos | Stidies in rats were negative. The no effect level in dogs after daily oral doses for up to one
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call 1-800-428-4441.
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