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2 AGENDA

Non-medicated feed label requirements
¢ Custom-mixes

* Branded (or floor stock)

Background on New Animal Drugs

Medicated feed label requirements.

* Branded (or floor stock)

¢ Custom-mixes

DATCP updates




3 FEED TYPEV. FEED LABEL

Animal
Feed

Custom-
Mixed

Branded Mill-

(not defined in regs) | Formulated

Feed T)’Pe Branded
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4 NON-MEDICATED “CUSTOM-MIX”
LABEL REQUIREMENTS

|.  Manufacturer name & address

Purchaser name & address

Date feed sold/delivered to purchaser

Name of the feed — include species/class to extent possible
Net quantity of the feed

Name & quantity of every ingredient in the feed

Use directions

© N o U A~ W DN

Precautionary statements, if applicable
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NON-
MEDICATED
“CUSTOM-
MIX”
EXAMPLE

Sugar Magnolia Feeds ®
100 W. Mill St.
City, State Zip

Name of customer:
Dairy Ridge Farm
W234S3159 Ridge Rd
City State Zip

4-20-15 Dairy Ridge Dairy Complete

Feed Products:

44% Soybean Meal
Brewers Dried Grain
Corn Distillers Grain
Whole Cotton Seed
Ground Limestone
Sugar Cane Molasses
ABC White Salt
University Dairy Premix

Sold: May 13, 2015

Net weight: 2 ton
1700 1b

8oo01Ib

700 |Ib

3001b

2001b

150 Ib

1001b

501b
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6 NON-MEDICATED “BRANDED”
LABEL REQUIREMENTS

In this order:

|. Brand Name, if applicable

2.
3.
41
5.
6.
7.
8.
9.

Product name

Purpose statement — intended use + species & class
Guaranteed analysis — species specific, see ATCP 42.14
Ingredient statement — no brand names, no quality statements
Use directions, if appropriate

Precautionary statements, if applicable

Manufacturer information

Net quantity — metric & Imperial (i.e. Ibs.
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Brand Home

Product Marme

NON-MEDICATED
“BRANDED”
EXAMPLE

Purpose Siatement

Guaranised Analysis

Ingrediant Satament

Use Directions

F'I'Et:lmfr CRAtErenT
{if reguired)

Responsible Farty's
Mame & Address

Cuantity Satement

YOUR NAME FEEDS
Bucketiul Dairy Concentralé

e
For lactating dairy caifie

Guaranised Analysis
Ciruge Protein, minenum ... 350%
(Thin inchsdes ol more than 3.5% eguivalent crude probein
from nen-probein niregen)

Crade Fat. minimum 4.0%
Crude Fiber, maxinm 4.0%
Acid Dedengent Fiber, max 5%
Calcium, MEMILIM .. ... s e srses s e ses e rees oA S
Calcivm, masimam . 13%
PROSEOS, FITIIT ... s o s e e D
et T T T I Ty 1T U i . 1 -+ )
R E ST T T T ——— <)

ingredient Statement
Grain Products, Plant Protein Products, Processed Grain By-
Products, rea, Calcum Carbonate, Animal Proten Prodwcts,
Crezalcium Phosphate, Sall, Copper Sulfate, Manganpus Qe
Zne Creide Vilamin & Supplement,
DuActivated Animal Stenal (sownes of Viksmin D3), Monacalcuim
Phosphate, Riboflavin Supplement, Choline Chioride, Bictin,
Thiamine Mencnitrate, Pyridoxine Hydrochioride, Ethoxyguin (o
presaryative), Miacn, Femous Sullabe, Coball Carbonats,
Caleivm ledats, Vitamin E Supplemant, Sodium Salenibe.

FEEDING DIRECTIOMS:
Wi 400 e of Buckathil inbs 1600 e of shell com, feed a3 sobs
grain ration, feed 14 Ibs of his mixturs 2o a 1200 b, cow

YOUR NAME FEEDS
City, Sate, Zip

NET WT 20 LB (22.67 kg)
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BACKGROUND: NEW ANIMAL
DRUGS

Any animal drug as we know it is a “new animal drug”

Approved for use via “New Animal Drug Application” (NADA)

Application packet includes environmental impacts, animal

safety impacts, human safety impacts, user safety impacts, etc.

Most importantly, includes packaging and labeling
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9 WHY IS THE NADA IMPORTANT?

* A medicated feed is considered adulterated if it is not
manufactured and labeled in accordance with the drug

approval.

e Reference:
* Wis.Admin. Code §ATCP 42.52(2)(g)
« 21 USC 360(b)(2)(A)(i)
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10 NADA +YOU = EASIER STREET

e Use Blue Bird Labels

* https://www.fda.gov/AnimalVeterinary/Products/AnimalFoodFeeds/Medica
tedFeed/BlueBirdLabels/

* Other resources:
* Feed Additive Compendium
- CFR
* Nutritionists
* Sales Reps
* Suppliers

* Consultants

*  Etc.
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|1 MEDICATED “BRANDED” FORMAT
REQUIREMENTS

In this order:

»

E

10.

Brand Name, if applicable

Product name

“Medicated”

Purpose statement — intended use + species & class

Drug indication

Active ingredient level

Guaranteed analysis — species specific, see ATCP 42.14
Ingredient statement — no brand names, no quality statements
Use directions & precautionary statements

Manufacturer information

Net quantity — metric & Imperial (i.e. Ibs.)




Brand Name YOUR NAME FEEDS
Wisconsin Agribusiness Classic - January 2018 i : ! Start Hx

S
Starter Calf
Medicated

Purpose Statement &
Medicated claim

Starter feed for dairy replacement heifers

For control of coccidiosis caused by Eimeria boviz
and Eimeria zuemii

Drug Guarantee Active drug ingredient

Lasalocid ......cooooeeeee e e 30 grams fon
M E D I < A I E D Guaranteed Analysis Guaranteed Analysis
Crude Protein, minimum _16%

Crude Fat, minimum _... 4%

(4§ 99 Crude Fiber, maximum .. A%
B RA N D E D Acid Detergent Fiber, mas. ... 5.6%
Calcium, MimimIUm ... e 0.8%

Caleium, maximum ... 1.3%

Phosphorus, mimimum ... e 0.65%

F O R M AT EXA M P L E Selenium, MINIMUM e e 0.2 ppm
Witamin A, MImImum 7000 IWLB

Ingredient Statement Ingredient Statement

Grain Products, Plant Protein Products, Processed Grain By-
Products, Urea, Calcium Lignin Sulfonate, Animal Fat, Vitamin A
Supplement, D-Activated Animal Sterol (source of Vitamin D3),
Vitamin E Supplement, Folic Acid, Ethoxyquin {a preservative),
Ground Limestone, Dicalcium Phosphate, Salt, Copper Sulfate,
Manganous Oxide, Zinc Oxide, Femmous Sulfate, Cobalt
Carbonate, Calcium lodate, Sodium Selenite.

Use Directions FEEDING DIRECTIONS:

Each pound of Start-Her contains 15 mgs of lasalocid. Hand feed
enough Start-Her to provide 1 mg per 2.2 pounds of body weight.
{i.e. provide 4.5 Ib. to @ 150 Ib. animal) Maximum rate of 350 mg

per day.
Precautionary Statement CAUTION: The safety of lasalocid in unapproved species has
(if required) not been established. Do not allow horse or other equine access

to feeds containing lasalocid, as ingestion may be fatal.

YOUR NAME FEEDS

Responsible Pariy's
City, State, Zip

Mame & Address

Quantity Statement MNET WT 50 LB (22.67 kg)
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13 MEDICATED “CUSTOM-MIX"” LABEL
REQUIREMENTS

Manufacturer name & address

Purchaser name & address

Date feed sold/delivered to purchaser

Name of the feed — include species/class to extent possible
“Medicated”

Name & quantity of every ingredient in the feed

Net quantity of the feed

Drug indication

¥ 00 N o0 U1 A W D

Active ingredient level

S

Use directions & precautionary statements
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MEDICATED “CUSTOM-MIX”

EXAMPLE

Sugar Magnolia Feeds ®

100 W. Mill St.

City, State Zip
Name of customer: Sold: May 13, 2015
Jim Smith Dairy
W234S3159 Ridge Rd
City State Zip

MEDICATED

JSMITHCALFNOVo4
Feed Products: Net weight: 2 ton
44% Soybean Meal 1700 b
Brewers Dried Grain 8o01b
Corn Distillers Grain 700 b
Whole Cotton Seed 2701b
Ground Limestone 2001b
Sugar Cane Molasses 150 Ib
ABC White Salt 100 Ib
University Dairy Premix 50 Ib
Blue Bird 0.5% Deccox 30lb

Directions for use: See attached medicated label.

CUSTOMER-FORMULA MEDICATED LABEL ATTACHMENT s vass
FOR INVOICE 2004 DATED  10i05AS

DR b
[T

JIM SMITH DAIRY CALF CATTLE FEED
MEMCATED
COMPLET E FEECFDONT AINING DECCOX™{DECOOUIMATE)

FORMULA # JSMITHCALFMCA D4

STATEMENT OF PURPOSE

Far the prewenton of coccdiosis in catfe {induding ruminating and nonreminating
calves and wed calves) caused by Bimena bovis and Eimeria zuwsrnil,

ACTNE DRUG INGREDIENT

34,059 grams'on
17.05 milligrams/pownd

|Decoguinst

USE DIRECT K2NS

indicated in fhe fe=ding chart below. Fesd at least 28 dane during penods of

Fesd at 3 mte of 22,7 mg decoguinate per 100 Ib of bodywaight per dayas
sure to cocoidiosis or when it is ikehyto be 3 hazard,

Calle WT. |decoquinale | Ips. To fieed Calle WT. |decoquingte | s fofked

[pounids) |mouied g perday [pounids) |Rauledmg|  perday
100 27 133 00 1362 59
200 454 ] T00 1585 9.32
0 68.1 4.00 800 1818 .66
400 208 533 200 2043 i1.88
500 1135 i 1000 Z7 13.32

FRECAUTICNARY STATEMENT 5

ARNING: Do not &=d o cows prodwcing milk: for fod,

CAUTION: Do notuss in feeds contzining bentonitz

MANUFACTURED BY:

et Wizight on Bag andior Inwoios

DECCOX™ is a rademarkof Alpharms Inc.

label revision 08/08/08
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|5

QUESTIONS?
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16 CONTACT INFORMATION

Heather Bartley
Feed Specialist

Wisconsin Department of Agriculture, Trade and Consumer
Protection

Direct: (608) 224-4539

heather.bartley@wisconsin.gov

Never hesitate to ask FDA/CVM: askcvm(@fda.hhs.gov




