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DECCOX’ GENERAL INFORMATION 

1. GENERAL INFORMATION 

a. File Number: 

b. Sponsor: 

C. 

d. 

e. 

f. 

I% 
h. 

i. 

i 

k. 

1. 

m. 

Established Name 

Proprietary Name: 

Dosage Form: 

How Supplied: 

How Dispensed: 

Amount of Active Ingredients: 

Route of Administration: 

Species/Class: 

Recommended Dosage: 

Pharmacological Category: 

Indications: 

n. Effect of Supplement 

NADA 039-417 

Alpharma Inc. 
One Executive Drive, P.O. Box 1399 
Fort Lee, New Jersey 07024 

Drug Labeler Code: 046573 

decoquinate 

DECCOX@ 

Type A medicated article 

50-lb bag 

OTC 

27.2 grams per pound (6%) 

per OS, mixed in feed 

Ruminating and non-ruminating calves, 
including veal calves, and cattle, sheep, 
and goats 

22.7 mg/lOO pounds bodyweight 
12.9 to 90.8 g/ton (milk supplement and 
complete feed) 
90.0 to 535.7 g/ton (top-dress) 

llLnticoccidia1 

Cattle: for the prevention ofcoccidiosis 
in ruminating and non-ruminating calves, 
including veal calves, and cattle caused 
by Eimeria bovis and E. zuernii. 

Sheep: for the prevention of coccidiosis 
in young sheep caused by E. ovinoidalis, 
E. crandallis, E. pawa, and E. bakuensis. 

Goats: for the prevention of coccidiosis in 
young goats caused by E. christenseni and E. 
ninakohlyakimovae. 

To change 2 1 CFR 558.195 to revise the use 
levels to ranges of 12.9 to 90.8 g/ton for dry 
milk supplement and complete feed and 90.9 
to 535.7 g/ton for top dress for cattle, sheep, 
and goat indications. 
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DECCOX@ AGENCYCONCLUSIONS 

2. EFFECTIVENESS 

No new effectiveness data are required for the approval of this supplement. The 
product effectiveness at a dose of 22.7 mg/lOO lb bodyweight has been established 
in the original approval of NADA 039-417. 

3. TARGETANIMAL SAFETY 

No new target animal safety data are required for the approval of this supplement. 
Target animal safety at a dose of 22.7 mg/lOO lb bodyweight has been established in the 
original approval of NADA 039-4 17. 

4. HUMAN SAFETY 

No new human food safety data are required for the approval of this supplement. 
Residue data supporting the approval of this supplement are provided by reference to 
NADA 039-417. 

5. AGENCY CONCLUSIONS 

The information submitted in support of this supplemental NADA satisfies the 
requirements of Section 5 12 of the Federal Food, Drug, and Cosmetic Act (FFDCA) 
and 2 1 CFR Part 5 14 of the implementing regulations for DECCOX@ for use in cattle, 
sheep, and goats and allows for the revision of feed levels to ranges of 12.9 to 90.8 
g/ton for dry milk supplement and complete feed and 90.9 to 535.7 g/ton for top dress. 

There is reasonable certainty that the conditions of use, including directions on 
labeling, can and will be followed in practice. The agency has concluded that this 
product shall retain over-the-counter marketing status. 

In accordance with 2 1 CFR 5 14.106(b)(2)(i), this is a category II change which did 
not require reevaluation of the safety or effectiveness data in the parent application. 

Under 5 12(c)(2)(F)(iii) of the FFDCA, this supplemental approval for food-producing 
animals does not qualify for marketing exclusivity because the application does not 
contain substantial evidence of the effectiveness of the drug involved, any studies of 
animal safety, or, in the case of food-producing animals, human food safety studies 
(other than bioequivalence or residue studies) required for the approval of the 
application and conducted or sponsored by the applicant. 

6. ATTACHMENTS 

A. Blue Bird DECCOX@ Type B Cattle Feed Medicated 

B. Blue Bird DECCOX@ Type B Sheep and Goat Feed Medicated 

C. Blue Bird DECCOX@ Type C Cattle Feed Supplements Medicated 
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D. Blue Bird DECCOX@ Type C Sheep and Goat Feed Supplements Medicated 

E. Blue Bird DECCOX@ Type C Complete Cattle Feed Medicated 

F. Blue Bird DECCOX@ Type C Complete Sheep and Goat Feed Medicated 

Applicable labels may be obtained by writing to the following: 

Freedom of Information Staff (HFI-35) 
Food and Drug Administration, Room 12A16 
3600 Fishers Lane 
Rockville, Maryland 20857 
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BLUE BIRD DECCOX 
TYPE B Sheep & Goat Feed 

Medicated 

Sheep: For the prevention of coccidiosis in young sheep caused by Eimeria ovinoidalis, E.parva, E. 
bakuensis, and E. crandallis. 
Goats: For the prevention of coccidiosis in young goats caused by Eimeria christenseni and E. 
ninakohlyakimovae. 

Active Drug Ingredient 

Decoquinate . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 535.8 to 5440 g/ton’ 

Guaranteed Analysis 
Crude protein, not less than ................................................................................................ % 
Equivalent Crude Protein from Non-protein Nitrogen (NPN)‘, not more than.. .................... % 
Crude fat, not less than ....................................................................................................... % 
Crude fiber, not more than .................................................................................................. % 
Calcium, not less than ......................................................................................................... % 
Calcium, not more than ....................................................................................................... % 
Phosphorus, not less than.. ................................................................................................. % 
Salt’, not less than.. ............................................................................................................. % 
Salt’, not more than.. ........................................................................................................... % 
Sodium*, not less than.. ....................................................................................................... % 
Sodium*, not more than.. ..................................................................................................... O/o . 
Coppe?, not less than ......................................................................................................................... - rwm 
Coppe?, not more than ....................................................................................................................... - wm 
Selenium, not less than ...................................................................................................................... - wm 
Vitamin A’, not less than ....................................................................................................................... - W/lb 

‘If added. 
‘Shall be guaranteed only when total sodium exceeds that furnished by the maximum salt guarantee. 
31f added, or if total copper exceeds 20 ppm. 

Mixing Directions 
Mix this Type B medicated feed with non-medicated feed ingredients to manufacture one ton of complete 
feed containing 12.9 to 90.8 grams decoquinate or one ton of a Type C supplement containing 90.9 to 

Ingredients 
Ingredients as defined by AAFCO 

535.7 grams of decoquinate. The following table provides examples of mixing rates. 

1 Supplement 1 Pounds of 1 Pounds of Non-medicated 1 Total Pounds of I Resulting Level 1 
Concentration (g/ton) Supplement Feed Ingredients Mixture Decoquinate (g/ton) 

568 80 1920 2000 22.7 
2270 40 1960 2000 45.4 
5440 50 1950 2000 136.0 
5440 167 1833 2000 454.2 

Warning: Do not feed to sheep and goats producing milk for food. 

NET WEIGHT ON BAG OR BULK 

Blue Bird Feed Mill 
Robin, IN 12345 

========================================================================================= 
l Label must show actual concentration of decoquinate, which will vary with body weight and feed consumption to 
provide 22.7 mg/lOO lb body weight per day. 
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BLUE BIRD DECCOX 
TYPE B Cattle Feed 

M edicated 

For the prevention of coccidiosis in ruminating and nonruminating calves, including veal calves, and cattle 
caused by Eimeria bovis and E. zuernii. 

Active Drug Ingredient 

Decoquinate . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 535.8 to 5440 g/ton* 

Guaranteed Analysis 
Crude protein, not less than ................................................................................................ 
Equivalent Crude Protein from Non-protein nitrogen (NPN)‘, not more than ..................... 
Crude fat, not less than ....................................................................................................... 
Crude fiber, not more than .................................................................................................. 
Calcium, not less than ......................................................................................................... 
Calcium, not more than ....................................................................................................... 
Phosphorus, not less than.. ................................................................................................. 
Salt’, not less than.. ............................................................................................................. 
Salt’, not more than.. ........................................................................................................... 
Sodium*, not less than ......................................................................................................... 
Sodium*, not more than ....................................................................................................... 
Potassium, not less than I ..................................................................................................... 
Vitamin A’, not less than ...................................................................................................... 

‘If added. 
‘Shall be guaranteed only when total sodium exceeds that furnished by the maximum salt guarantee. 

%  
%  
%  
%  
%  
%  
%  
%  
%  
%  
%  
%  . 

IU/lb 

Ingredients 
Ingredients as defined by AAFCO 

Mixing Directions 
Mix this Type B medicated feed with non-medicated feed ingredients to manufacture one ton of complete 
feed containing 12.9 to 90.8 grams decoquinate or one ton of a Type C supplement containing 90.9 to 
535.7 grams of decoquinate. The following table provides examples of mixing rates. 

Supplement Pounds of Pounds of Non-medicated Total Pounds of Resulting Level 
Concentration (g/ton)* Supplement Feed Ingredients Mixture Decoquinate (g/ton) 

568 80 1920 2000 22.7 
2270 40 1960 2000 45.4 
5440 50 1950 2000 136.0 
5440 167 1833 2000 454.2 

Warning: Do not feed to cows producing milk for food. 

NET WEIGHT ON BAG OR BULK 

Blue Bird Feed Mill 
Robin, IN 12345 

* Label must show actual concentration of decoquinate, which will vary with body weight and feed consumption to 
provide 22.7 mg/lOO lb body weight per day. 
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BLUE BIRD DECCOX 
TYPE C Cattle Feed Supplements 

Medicated 

For the prevention of coccidiosis in ruminating and nonruminating calves, including veal calves, and cattle 
caused by Eimeria bovis and E. zuemii. 

Active Drug Ingredient 

Decoquinate . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .._............................................................................... 90.9 to 535.7 g/ton* 

Guaranteed Analysis 
Crude protein, not less than ................................................................................................ 
Equivalent Crude Protein from Non-protein nitrogen (NPN)‘, not more than.. .................... 
Crude fat, not less than ....................................................................................................... 
Crude fiber, not more than.. ................................................................................................. 
Calcium, not less than ......................................................................................................... 
Calcium, not more than ....................................................................................................... 
Phosphorus, not less than ................................................................................................... 
Salt’, not less than ............................................................................................................... 
Salt’, not more than.. ........................................................................................................... 
Sodium’, not less than.. ....................................................................................................... 
Sodium2, not more than ....................................................................................................... 
Potassium, not less than ..................................................................................................... 
Vitamin A’, not less than.. ..................................................................................................... 

‘If added. 
‘Shall be guaranteed only when total sodium exceeds that furnished by the maximum salt guarantee. 

% 
% 
% 
% 
% 
% 
% 
% 
% 
% 
% 
% 

IU/lb 

Ingredients 
Ingredients as defined by AAFCO 

Feeding Directions 
Administer as a top dress supplement or mix into the daily ration to provide 22.7 mg per pound of body 
weight per day. * pounds of this supplement will medicate 100 Ibs of body weight. Feed for at least 
28 days during periods of coccidiosis or when it is likely to be a hazard. 

hfarning: Do not feed to cows producing milk for food. 

NET WEIGHT ON BAG OR BULK 

Blue Bird Feed Mill 
Robin, IN 12345 

l Label must show actual concentration of decoquinate, which will vary with body weight and feed consumption to 
provide 22.7 mgll00 lb body weight per day. The following table provides examples of supplementation rates 
and amount of drug per ton of feed. 

Drug level in supplement 

mgnb grams/ton 

45.45 90.9 
56.75 113.5 

113.5 227 
227 454 
267 534 

Pound of 
supplement per 100 

pounds of body 
weight 

0.5 
0.4 
0.2 
0.1 

0.085 
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. BLUE BIRD DECCOX TYPE C 
Sheep & Goat Feed Supplements 

Medicated 

Sheep: For the prevention of coccidiosis in young sheep caused by Eimeria ovinoidalis, E.parva, E. 
bakuensis, and E. crandallis. 
Goats: For the prevention of coccidiosis in young goats caused by Eimeria christenseni and E. 
ninakohlyakimovae. 

Active Drug Ingredient 
Decoquinate . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 90.9 to 535.7 g/ton* 

Guaranteed Analysis 
Crude protein, not less than ................................................................................................ % 
Equivalent Crude Protein from Non-protein Nitrogen (NPN)‘, not more than.. ................... % 
Crude fat, not less than ....................................................................................................... % 
Crude fiber, not more than ................................................................................................... % 
Calcium, not less than ......................................................................................................... % 
Calcium, not more than ....................................................................................................... % 
Phosphorus, not less than ................................................................................................... Oh 
Salt’, not less than.. ............................................................................................................. % 
Salt’, not more than ............................................................................................................. % 
Sodium’, not less than.. ....................................................................................................... % 
Sodium*, not more than.. ..................................................................................................... % 
Coppe?, not less than ................................................................................................................. - fwm 
Copper3, not more than .............................................................................................................. - fwm 
Selenium, not less than .............................................................................................................. - fwm 
Vitamin A, not less than.. .............................................................................................................. W/lb - 

‘If added. 
‘Shall be guaranteed only when total sodium exceeds that furnished by the maximum salt guarantee. 
‘If added, or if total copper exceeds 20 ppm. 

Ingredients 
Ingredients as defined by AAFCO 

Feeding Directions 
Administer as a top dress supplement or mix into the daily ration to provide 22.7 mg per pound of body 
weight per day. * pounds of this supplement will medicate 100 Ibs of body weight. Feed for at least 
28 days during periods of coccidiosis or when it is likely to be a hazard. 

Warning: Do not feed to sheep and goats producing milk for food. 

NET WEIGHT ON BAG OR BULK 

Blue Bird Feed Mill 
Robin, IN 12345 

-------- 
=================================================================================-- n---v- 

* Label must show actual concentration of decoquinate, which will vary with body weight and feed consumption to 
provide 22.7 mg/lOO lb body weight per day. The following table provides examples of supplementation rates 
and amount of drug per ton of feed. 

Drug level in supplement 

mgnb grams/ton 

Pound of 
supplement per 100 

pounds of body 
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. 
Blue Bird Deccox 

Type C Complete Cattle Feed 
MEDICATED 

For the prevention of coccidiosis in ruminating and non-ruminating calves, including veal calves, and cattle caused by 
Eimetia bovis and E. zuemii. 

ACTIVE DRUG INGREDIENT 
Decoquinate . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .. 12.9 to 90.8 g/ton* 

GUARANTEED ANALYSIS 
Crude Protein, not less than . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . % 
Equivalent Crude Protein from Non-protein nitrogen (NPN)‘, not more than . . . . . . . . . . . . . . . . . . . . . % 
Crude Fat, not less than . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . Oh 
Crude Fiber, not more than . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . % 
Calcium, not less than . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . % 
Calcium, not more than . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . % 
Phosphorus, not less than . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . O/6 
Salt’, not less than . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . ..*....................................................... -% 
Salt’, not more than . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .. % 
Sodium’, not less than . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . % 
Sodium’, not more than . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . % 
Potassium, not less than . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . % 

,Vitamin A’, not less than . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . IUllb 

‘If added. 
2Shall be guaranteed only when total sodium exceeds that furnished by the maximum salt guarantee. 

INGREDIENTS 
Ingredients as defined by AAFCO. 

FEEDING DIRECTIONS 
Feed at a rate of 22.7 mg decoquinate per 100 lb of bodyweight (0.5 mglkg) per day. Feed at least 28 days during period of 
exposure to coccidiosis or when it is likely to be a hazard. 

WARNING: Do not feed to cows producing milk for food. 

NET WEIGHT ON BAG OR BULK 

BLUE BIRD FEED MILLS 
Any Town, USA 12345 

--------------------------------------------------------------------------------------- --------------------------------------------------------------------------------------- 

*Label must show actual concentration of decoquinate, which will vary with body weight and feed consumption to provide 22.7 
mg/lOO lb body weight per day. The following table provides examples of feeding rates and amount of drug per ton of feed. 
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Blue Bird Deccox Type C 
Complete Sheep & Goat Feed 

MEDICATED 

Sheep: For the prevention of coccidiosis in young sheep caused by Eimeria ovinoidalis, E.parva, E. bakuensis, and E. 
wandallis. 
Goats: For the prevention of coccidiosis in young goats caused by Eimetia christenseni and E. ninakohlyakimovae. 

ACTIVE DRUG INGREDIENT 
Decoquinate . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .._..................................................... 12.9 to 90.8 g/ton’ 

GUARANTEED ANALYSIS 
Crude Protein, not less than ...................................................................................................... 
Equivalent Crude Protein from Non-protein Nitrogen (NPN)‘, not more than 

% 
............................. % 

Crude Fat, not less than ............................................................................................................. % 
Crude Fiber, not more than ........................................................................................................ % 
Calcium, not less than ................................................................................................................ % 
Calcium, not more than .............................................................................................................. % 
Phosphorus, not less than ............................. . ........................................................................... % 
Salt’, not less than ...................................................................................................................... % 
Salt’, not more than ................................................................................................................... % 
Sodium2, not less than ................................................................................................................ % 
Sodium2, . not more than ............................................................................................................. 
Copper3, not less than 

% 
.................................................................................................................. 

Copper3, 
- wm 

not more than.. ............................................................................................................. - w 
Selenium, not less than.. ............................................................................................................. 
Vitamin A’, not less than 

- wm 
............................................................................................................... - IU/lb 

‘If added. 
2Shall be guaranteed only when total sodium exceeds that furnished by the maximum salt guarantee. 
?f added, or if total copper exceeds 20 ppm. 

Ingredients as defined by AAFCO. 
INGREDIENTS 

FEEDING DIRECTIONS 
Feed at a rate of 22.7 mg decoquinate per 100 lb of bodyweight (0.5 mg/kg) per day. Feed at least 28 days during 
period of exposure to coccidiosis or when it is likely to be a hazard. 

WARNING: Do not feed to sheep and goats producing milk for food. 

NET WEIGHT ON BAG OR BULK 

BLUE BIRD FEED MILLS 
Any Town, USA 12345 

-----------------_------------------------------------------------------------------------------ ------------------------------------------------------------------------------------------------- 

*Label must show actual concentration of decoquinate, which will vary with body weight and feed consumption to provide 22.7 mg/lOO lb body 
weight per day. The following table provides examples of feeding rates and amount of drug per ton of feed. 

Animal Wt. Feed Intake Lbs Feed per Decoquinate 
(Ibs) ( % Bodv lnftl Head/day (gramsRon) 

0.5 .125 90.8 
25 4.5 .375 30.3 

3.5 ,875 13.0 
0.5 .25 90.8 

50 1.5 .75 30.3 
3.5 1.75 13.0 
0.5 .50 90.8 

100 1.5 1.50 30.3 
3.5 3.50 130 
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