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FREEDOM OF INFORMATION SUMMARY

- Bovatec® 68 for Pasture Cattle |

1. General Information: )
a. File Numbers:

b. Sponsor:

c. Established Name:
d. Proprietary Name:
e. Dosage Form:

f. How Supplied:

g. How Dispensed:

h. Amount of Active Ingredients:

i. Route of Administration:

j. Species/Class:

k. Recommended Dosage:
" 1. Pharmacological Category:

m. Indications:

 NADA 96-298

Alpharma Inc.

One Executive Drive

P.O. Box 1399 ,

Fort Lee, New Jersey 07024

" Drug Labeler Code: 046573

Lasalocid

Bovatec® 68
Type A Medicated Article

Lasalocxd is supphed asa Type A artlcle that

is used in the manufacture of a generic free-

choice high-phosphorus loose mineral feed
containing 1088 grams of lasaloc1d per ton
feed.

0TC

1088 g lasalocid/ton i n the Type C Free-chome

Loose Mineral Feed

Oral, by feed

_ Pasture cattle (slaughter stocker, feeder catﬂe

and dairy and ‘beef replacement helfers)

© 60-300 mg lasal'ocid/head/day
,Lasalomd sodxum (Bovatec® 68) Ionophore

For increased rate of welght gam in pasture

cattle (slaughter, stc cker, feeder cattle, and
dairy and beef replacement helfers) when fed
on a free-choice basis in the Alpharma
formulated, lasalocid high phosphorous '
medicated ruminant mmeral-v1tam1n Type C
feed described i 1n ‘Table 1.
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n. Effect of Supplement: To provide for the use of lasalocid in a generic
‘ R free-choice high-phosphorus loose mineral
feed containing 1088 grams of lasalocid per
ton feed. ' -

2. EFFECTIVENESS:

Five pivotal pasture studres were conducted to determme the rate and varrablhty of
lasalocid consumption when administered in a free- ch ,hlgh -phosphorus loose mineral
supplement to stocker cattle and replacement heifers. At each study location cattle were
allotted to three pasture rephcates (8 to 12 head/group) on the basis of initial body weight.
Cattle were given ad lzbztum access toa non—medlcated mlneral supplement during a 14-

: , mineral supplement (1 088
g/ton as-fed ba31s) throughout the 98 to 112 day treatment perxods

A. Rose, Nebraska
TSAH-97-11
Investigator:

Daryl Meyer, DV.M.
Luceme Enterprise

527 North Calmar
Fremont, Nebraska 68025 -

‘The trial was conducted using growmg mlxed breed beef helfers (black and black

white face) that were approximately 6 to 8 months of age. The body weights of the o

cattle, prior to the 2-week acclimation penod were representative of regional

- production systems and ranged from 452 to 550 pounds Initial body weight was
used to randomize animals to three rephcates each consisting of § animals. Cattle

- were assigned to improved, 1rr1gated pasture rephcates of similar forage quantrty

- and quality. The predominant forage spec1es Were orchardgrass 1ntermed1ate -
wheatgrass, and smooth brome with I of creeplng Toxtail and
birdsfoot trefoil. Cattle were rt rroughout the study to

~minimize dlfferences due to pasture COndlthIlS The dose of lasalocid test
study was determined by the consumptlon of medlcated mlneral The tr
phase lasted for 98 days.

ent:
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Sidney, Nebraska
TSAH-97-12
Investigator:

Ivan G. Rush, Ph.D.
University of Nebraska
High Plains Ag Lab

3257 Road 109
‘ Sldney, Nebraska 69162

This trial used growing Angus crossbred beef steers that were ‘approximately 15
months of age. The body welghts of the cattle, pnor to the 2-week acclimation

period, were representative of regional production systems and ranged from

approximately 694 to 752 pounds.. TInitial’ body weight was used to randomize
animals to three replicates, each consisting of 10 animals. Cattle were assigned to
improved, irrigated pasture replicates of similar forage quantity and quahty The
predominant forage species were crested wheatgrass ‘with lesser amounts of =

- buffalo grass and blue grama. Cattle were rotated every 14 days throughout the -

study to minimize differences due to pasture conditions. The dose of lasalocid -

tested in the study was determined by the consumptlon of medtcated mmeral The - : |

treatment phase Iasted for 98 days
Simpson, Illinois

TSAH-97-13

Investigators:

* Dan B. Faulkner, Ph.D.
 Frank Treland, M.S.

University of Iilinois ‘
Dixon Springs Agricultural Center
Route 1, Box 256

Simpson, Tllinois 62985

The trial used growing Angus X Slmmental heifers that
months of age and had been bred using artificial insemi
of the cattle, prior to the 2-week acclimation period, were represv ive of
regional production systems and ranged from approximately 600 to 716 pounds.
Initial body weight was used to randomize animals to three replicates, each
consisting of 8 animals. Cattle were assigned to improved, irrigated pasture

e)_approx1mate1y 14

replicates of snmlar forage quantity and quahty The predomlnant forage spe01es -

was tall fescue (vanety Kentucky 31) with lesser amounts ofred ¢
were rotated every 14 days throughout the study to minimize ne
pasture conditions. The dose of lasalocid tested in the study was determined by
the consumption of medicated mineral,

The cattle in replicate No. 2 were not given access to the medicated mineral fora
seven day period (days 42 to 49) due to an inability to reach the feeder. As aresult
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the study was extended for an addltlonal 2 Weeks resultlng ina 112 day treatment
phase. :

Mt. Vernon, Missouri
TSAH-97-14
Investigator:

Richard J. Crawford, Jr.
University of Missouri

Southwest Missouri. Center

Route 3,Box 88
Mt. Vernon, Missouri 65712

The trial used growing Enghsh and exotic crossbred beef steers that were
approx1mate1y 12 months of age. The body weights of the cattle, prior to the2-
week acchmatlon penod were representatlve of ‘,g1onal productlon systems and
ranged from approxrmately 428 to 498 | po . C ight was used to o
randomize animals to three replicates, each consisting of 8 animals. Cattle were -
assigned to improved, 1mgated pasture rephcates of 51m11ar forage quantity and
quality. The predommant forage speme was tall fes
Shreb.). Cattle were rotated every 14 days tﬁroughout'the study to minimize
differences due to pasture conditions. The dose of lasalocid tested in the study
was determined by the consumptron of medlcated mineral. 1
lasted for 98 days. o

Wrightstown, New J. ersey

CD-97-14

Investigator: ’

Ross Miller. DVM.
Roche Vitamins, Inc. ‘
Animal Science Research Station
274A ] acobstown—Arneytown Road
anhtstown New Jersey 08562

The trial used growmg Angus and Angus crossbred that were approxrmately 12

- months of age. The body welghts of the cattle, pnor to the 2-week acclimation

period, were representative of regional production systems ‘and ranged from
approximately 520 to 681 pounds Initial body Welght was used to randomize
animals to three rephcates each consisting-of 12 ‘animals. Cattle were asmgned to

improved, irrigated pasture rephcates of similar forage quantity and quahty The

predominant forage species were orchardgrass, tlmothy, brome, and ryegrass ‘with
lesser amounts of clover. Cattle were rotated every 14 days throughout the study to

- minimize differences due to pasture conditions. The dose of lasalocid tested inthe
study was determmed by the consumption of medlcated mineral. The treatment o

phase lasted for 98 days

Lasalocid consumption data for the five studies was -analyzed using the first 98 days from
each study, except for rephcate 2, penod 4, 1n the Ilhnoxs study ThlS was. done because

ca,aruna’macea T —
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cattle in rephcate 2, penod 4 of the Illmors study d1d not have access to the medicated
mineral supplement for 7 days of the trial. In the analysis, a group of animals was
designated as a single replicate and a period was defined as a 14-day interval durmg the
study. There were seven 14-day intervals per study. Results from the three statistical
analyses are shown in the following table: o
" Least Squares Means
Analysis Parameter NE NE IL | MO NJ | Pooled |C.V.
TSAH | TSAH- | TSAH- | TSAH- | CD-97- | Average
-97-11 | 97-12 | 97-13 | 97-14 14
5 Studies, Mineral i ‘
Periods | Consumption | 0.33 | 027 | 035 | 0.17 | 021 0.24
1-7 Ibs/head/day
Illinois
| Lasalocid
Consumption | 180 145 191 94 116 145.63 | 28.93
| mg/head/day '

The target animal safety for the administration of 300 mg/head/day lasalocid on a free-
choice basis to slaughter, stocker, and feeder cattle on pasture is described in the Freedom
of Information Summary in the original NADA 96-298 dated December 2, 1985, for
Bovatec for Pasture Cattle Fed on a Free-Choice Basis: 51 FR February 12, 1986, p. 5162-
3 approval. Three hundred forty-two cattle from the studies used in determining average
daily drug intake were “exposed to lasalocid in self-fed pasture supplements with

~ concentrations of 1440 to 6000 g/t for penods of 8410 112 days No adverse reactions or
dangerously excessive mtakes were noted. The hlghest average da11y intake of lasalocid
for any group of cattle for one 14-day period w: ,s"'596 mg per head, and intake decreased in
the following periods. It was concluded that the 1 of lasalocid to self-fed

supplements for cattle on pasture is safe for 1 use at various concentrations. S

4, HUMAN SAFETY

Human Food Safety data were represented in onglnal NADA 96-298 Freedom of
Information Summary dated December 2 1985 for Lasa1001d for Pasture Cattle Fed on a
Free—Ch01ce Basis.

5. AGENCY CONCLUSIONS

The data submitted in support of this NADA sat1sfy the requlrements of section 512 of the

~ Federal Food, Drug, and Cosmetic Act and 21 CFR Part 514 of the implementing
regulations. The data demonstrate. that 60- 300 mg 1asaloc1d/head/day when administered
in pasture cattle (slaughter stocker, feeder cattle and da1ry and beef replacement helfers) 1s
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excess of 200 mg/head/day have not been shown to be. more effectwe th 200 - -
- mg/head/day.

The Center for Vetermary Medicine has concluded that, for this product, adequate

directions for use by the lay person have been provided. H1stor1cally, the industry is

familiar with the handling and mixing of Type A medlcated articles into Type BandC
medicated feeds. Lasalocid is nota controlled substance Thus labehng 1s adequate for
: the 1ntended use. o

Under the Center's supplemental approval pohcy (21 CFR 514. 106(b)(2)) this is a

Category II change. The approval of this change is not expected to have any adverse effect
on the safety or effectiveness of this new animal drug. Accordmgly, this approval d1d not
require a reevaluat1on of the safety and effectlveness data in the parent apphcatlon “

Under section 512(c)(2)(F)(ii1) of the Federal Food, Drug, and Cosmetlc Act this approval
qualifies for THREE years of marketing exclusw1ty begmnmg on the date of the approval

The three years of marketing excluswny applies only to the use ofa genenc free-chmce :
high phosphorus loose mineral feed containing 1088 grams of lasalocid per ton feedin =~
pasture cattle (slaughter ‘stocker, feeder cattle and dairy and beef replacement helfers) for -
which this supplement is approved

ATTACHMENTS:

Facsimile Labelmg is attached as 1ndlcated below o

Blue Bird Lasalocid Phos - M Cattle Free Ch01ce Mlneral And Vltamln Supplement Type
C Feed Medicated Label ' ‘
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Alpharma Formulated Free-Choice .. . . .~ |
Lasalocid High Phosphorous
- Medicated Ruminant

' Tablel '

Mineral-kVi’taminyTypé e b s e e

~ Ingredient
Monocalcium Phosphate (21% P)

Salt

Distillers Dried Grains w/ Solubles .
Dried Cane Molasses (46% Sugars)’
Potassium Chloride . ... . .

Trace Mineral/Vitamin Premix

Calcium Carbonate (38% Ca)
Mineral Oil

Magnesium Oxide (58% Mg)
Iron Oxide (52% Fe)
Bovatec 68 (Lasalocid)

Total

Percent

57.50

17.55

5.0

- 295

S Los

1.00
0.10
080

100.00

6-01-082

6-04-152

4.04-695

e e e

6-01-069

| 803123

6-02-756
6-02-431
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- Potassium, not less than .

Lot_

Blue Bird Lasalocid Phos -M

Cattle Free-Choice Mineral and Vitamin Supplement

7 S VheCFeed plemen
- MEDICATED

For increased rate of weight gain in pasture cattle (staughter, stocker, feeder cattle, and dairy and beef replacement heifers).

ACTIVE DRUG INGREDIENT

Lasalocid (as lasalocid sodium) 1,088 g/ton i

Calcium, notless than ...,
Calcium, not more than ...
Phosphorus, not less than .
Salt!, notless than ...
Salt!, not more than ......
Magnesium, not less than ..

Copper, not less than .......
Selenium, not less than ... eereesrten
Zinc, notless than ...
Vitarmin A!, not less than ...

" added.

. | o INGREDIENTS
Monocalcium phosphate, salt, distillers dried grains with ubles, cane molasses, potassium chloride, limestone,
mineral oil, magnesium oxide, ferric oxide, and additional trace minerals and vitamins as required. o

; FEEDINGDIRECTIONS
upplement for 14 days prior to feeding Blue Bird Lasalocid Pho
sly on a free-choice basis. Pasture and roughage should be

= M, then foed Blue
: , J& SNOUK quate to assure
which will provide 60 to 300 mg lasalocid. If cattle consume

Feed a non-medicated min
Bird Lasalocid Phos — M con !
consumption of 1.76 to 8.82. day of this product
more or less than these nts, try moving feeder further or closer to the general resting or watering areas. If
consumption of Blue Bird Lasalocid Phos — M is greater the 32 /day after moving feedér further from general
resting or watering areas, provide salt in a separate feeder to help decrease ¢onsumption of Blue Bird Lasalocid Phos —
M. Daily intakes of lasalocid in excess of 200 mg/head/day (5.88 oz Biue Bird Lasalocid Phos =M) have not been
shown to be more effective than 200 mg/eadfday. ~ ~

CAUTION

The safety of ,l,asalqgiq;in qﬁ‘a’pp‘rovéd s_peciyesv hak’ékhqt‘beeﬁ established. Do not \al'[bwhbrSé;’s‘ or other equines access
to supplements containing lasalocid as i‘n‘gey'st‘ion;ma"‘y be fatal. ) ’ T me—

WARNING |
A withdrawal period has not been established for this product in pre-ruminating gattle." D‘ovk'n'o’t usem ca]y"gé,g to be procéssed for veal.

NETWEIGHT ONBAGORBULK

BLUEBIRDFEEDMILLS
Any Town, USA 12345

* Feed Mill License required for free-choice feeds. Must be manufactured according to specific
Federal Register, voL (No) page(s), dat‘e“v: o i s

06/02



