


DuCoa L.P. 
Technicai Products Division 
P. 0. Box 219 
Highland, IL 62249 
June 30, 1995 
Natamycin as a mold retardant of Aspergilus parasiticus, .PenicMuni rubrum, and 
Fusarium monilifqme for up ta 14 days in &oiler chicken feed at a level of 
?I ppm % 

Food and Drug Administration 
CENTER FOR VETERlNARY MEDICINE 
Director, Division of Animal Feeds (HFV-220) 
7500 Standish Place 
Rockville, MD 20855 

Dear Sirs: 

The undersigned, DuCoa I--P. submits this petition purs.uant to section 409(b)(l) of 
the Federal Food,’ Drug, and Cosmet.ic Act with respect to netamycin as a mold 
retardant of Aspergilius parasitkws, Penicdliium rubrum, and Fusarium moniiiforme 
for up to 14 days ,in broiler chicken feed at a level of 11 ppm, 

Attached hereto, in triplicate, and constituting a part of this petition, are the 
following: 

Identity 
Use 
intended Technical Effect 
Analyticai Methodology 
Safety jnvestigations 
Proposed Regulation 
Not Applicable 
Environmental Assessment 

Yours very truly, 

Petitioner DuCoa L.P. 

p- @(q 

by Bruce 0. King ’ _ 
President 
Technical Products Division 



DuGm,p : 
a Du PontKonAgra company 
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July 17, 1995 

Dr. Henry EZkperigin 
Center for Veterinary Medicine 
U.S. Food and Diug Administration 
7500 Standish Place, HJW-226 
Rockville, MD 20655 

Dear Dr. Ekperigin: 

it has come to our attention that we. did, not address the issue of “Prcrpost;d Xokzan~~ for the 
food additive” in Section F of our Food Additive Petition entitled “~T~~f~: MOLD 
R,ETARDM IN BROlLER cs”IJCEN FEEfY’ submitted to you on June 30,1?95. 

The issue of “tolerances” is not appiicabie far natamycin Men this ‘additive is used as a mold 
retardant in broiler chicken feed. 

Sincerely yours, 

* yh d?/ 

pJs~d~&w ’ 
Technical Products Division 



Dr. George Graber, Di3qofztor 
Division of Animal Feeds (&Fv-220) 
Center for Vi&olrin~~~~ Medicbe 
7500 St,andish Place 
ROckvilhz, MD 208Sti 

Re: H&S? 6454 

Dear Dr. 
* , 

Gmkber : 
Enclosed 
P&zStion 

axe three copi+as of an amendxaen$ to the: Food.Additive 
Number 6454. 

Franklin Carter 



Mr. Bruce D. King 
DuCoa 
Technical Products Division 
P.O. 50x 219 
Highland, Illinois 62249-l 105 

Dear Mr. King: 

We refer to your letter of June 30, 1995, in which you petitioned to use Natamycin as a 
mold retardant of Aspergiillws purasi#icus, Penicilliurn rubrun, and Fu~ariwm monilifurme 
for up to 14 days in broiler chicken feed at a level of 11 ppm. 

We have completed our initial review of your food additive petition, and have 
concluded it is acceptable for filing. A Notice of Filing will be published in the FEDERAL 
REGISTER pursuant to 21 CFR 571 .I (i) (2). 

Detailed review of your petition will be initiated, and you will b.enotified of its status 
within 90 days. 

Regulation 21 CFR 571 .l (h) specffies those portionsof your petition that will, or will not, 
become available for public disclosure once the Notice of Filing appears in the 
FEDERAL REGISTER. In accordance with 21 CFR 571 .I (i) ( 11, the date of this letter is 
regarded as the date of filing” for the purposes of section 409(-b) (5) of the Federal 
Food, Drug, and Cosmetic Act. 

Please do not hesitate to contact us if you have any questions about this fetter. Refer 
to FAP 2234 when making inquiries. Our telephone number is &&594-l 724. 

Sincerely yours, 

Stephen F. Sundbf, D.V.M., Ph.D. 
Director, Center for 
Veterinary Medicine 



October 26, 1995 

Dr. George Graber, Director 
Division of Animal Feeds/Center far Veterinary Medicine 
7500 Standish Place 
HFV 226 
Rockville, MD 20855 

REF: FAP 2234 

Dear Dr. Graber: 

As follow-up to a telephone conversation with I)r. Ron Bloom of 
the Environmental staff of CVM, I am enclosing the document he 
requested on cogpliatice of our manufacturing facility with 
applicable Federal, State and Local. occupational safety 
requirements. 

I have already FA$'ed a copy to Dr. Bloom as he requested; and am 
sending this document to your artention as directed by Dr. Henry 
Ekperigin. 

Sincerely, 

DewegG. Bar'nes, Ph.D. 
Director of Research and Developtient 

DGB/kvt 

Attachment 



This is to ceitify that, to the best of our knowledge, Nutr~~~sics’ manufacturing 
plant at Highland, Illinois’ is in compl,iatice with.all appliqabfe %de~at, state and 

local occupational and safety requirements and is expc;cted to &main in 
compliance when the natamycin premix is produced: 

Earnie Parker , 
Director, 
Quality and R@gutatory Affairs 
NutriBasics LP. 



Novesnber 13,1995 

Dr.BruceJKtng ’ 
MJCXM . 

ADtiPe&onAgm&~y 
P.O.Box219 
1115 Executive Drive 
Highland llfiuois 62249-02 19 

RE: Project%. DUG-89-611 

Dear Dr. King: 

This k&r is just to kt you lchmv that FDA Ik&atam @n the 
our iidities an 1 j/2, 1 I/6, II/‘7 az+ 1 l/8/95 for a general I%,&@ 
above referenced GLP in 
tocouducttheexit~ a 

We are happy to infomi you that tky did m issue a 483. Pkase 
F@@-* 

Beverly George, Ph.D. 
Vice President of Research 

cc: Mr. Franklin Carter 



DEPARTMENT OF H&U~IL ‘ia HUMAN SERVICES 

Ftjo# and Dru$ Adrhinistration 
l%&viife MD -20857 

Bruce 5. King, Ph. D 
DuCoa 
Technical Products Division 
P. o.t3ox219 
Highland, lllinois 82249-l 105 

Dear, Dr. King: 

We refer to your food additive petition to amend ~~ul~tions,to all@@ for the use 
of natamycin, at the rate of 11 ppm, as r m,old re@rdant ~‘~~per~~~tws 
parasiticus, Penicittium rubrwm, and Fwsarium moniliform$% for -up-to 14 days in 
broiler chicken feed. The petition wati filed on September 8, 1995. 

We need more time to complete,our review of th8 petition an th&refore, are 
extending the period of time allowed .for review from days to IfSO days as 
permitted by the &de of Federal Regulations under Title 21, Part 571, Section 
100, subsection b j21 CFR 571.100(&& 

Please do not hesitate to contact us if you have qu~st~ns re~ardj~ 
Our telephone nwmber is (301 J-594-1 731. 

Si~~efeJy yours, ~ 

/George &$bsr, Ph, D. 
Director 
Division of ~~irna~ Feeds 
Center 4~ Veterina~ Medicine 


