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Background: - o _

The McLaughlin, Gormley andKing Campany has submitted FAP OH5265 for the
use of allethrin, plperonyl butoxide and N-octylbicyclcheptene
dicarboximide for use in food handling establishments. RCB (see

M. Bradley memo dated Decenber 4, 1980) has recammended for the proposed
food additive regulations provided that toxicological considerations -
permit. The purpose of this memo is to clarify Tox1cology Branch s
position related to the use of allethrin.

Conclu51on-

The petitioner must suhm.t or reference adequate studies demonstrating the
safety of allethrin. In a mesting held at Waterside Mall, Decenber 12,
1979, between EPA and representatives from the McLauchlin, Gormley and
King Campany, Jochn Doherty (EPA) presented to Mr. Baker and Dr. F. Preiss

a list of studies that should be submitted or referenced. To this date,
the company has not responded.

This list is attached for reference.
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Copy of list of required studies as presented to Mr. Baker and Dr Preiss’
on December 12, 1 3.

The following is a list of "at least" studies normally required
to support a food additive regulation or registration for the indoor
use of a pesticide product. Additional studies may be required if the
EPA deems necessary. ‘ : ‘

STUDY ' STATUS WITH BASIS FOR
ALLETHRIN NEED

A. Basig/;equirements with technical material

1.) Acute oral LD : 0.K. Standard
2.)Acute dermal LBOO 0.K. "
3.) Acute Inhalatidn LC50 ~ Needs , "
4.) Eye Irritation ' Needs v "
5.) Dermal Irritiation © Needs "

6. )Sensitization-skin , Needs Use pattern:repeated
human exposure and chemi.
prediction.

7.) 90 day rat oral feeding Needs - Use pattern:FAP, fre-

quent human expdsure

8.) 2 generation reproduction Needs Use pattern: FAP and
ffequent human exposure

9.) Teratology-1 0.K.
10) Tefatology-Z Needs Use pattern; FAP and fre.
quent female exposure
11.) Chronic feeding-6 month dog ﬁeeds Use pattern:FAP, indoor
12.) chronic feeding/oncogenesis Needs . Use pattern:FAP, indoor ¢
13.) oncogenesis-2nd species Needs Use pattern:FAP,indoor us

B. Requirements for a synthetic pyrethrin

1.) A eurotoxicity - Needs Chemical class history
has a characteristic
neuropathy

2.) "cough potential" in Needs chemical class nistory n

guinem pigs o indicated possible res-

piratory hazard.




C. Requirements for formulation

1.) Acute oral LD ‘ Needs Labelling

2.) Acute dermal 38 50 Needs "

3.) Acute Inhalation LC50 Needs "

4.) Eye Irritation Needs "

5.) Dermal Irritation Needs ‘ ' "

6.) 90 day subchronic Needs Use patter: indoor use ar
inhalation - applicators may have a

near daily exposure, forr
‘ation may have different
.toxic properties than the
technical material.

* 0.K. indicates that the requirement has been satified or that an adequate
study has been reviewed by Toxicology Branch. Needs indicates that no
study has been reviewed by Toxicology Branch although the study may exist.
It is the registrants responsibility to request review of studies to
support thier product.

The registrant is reminded that they may request a specific waiver in

_writing for any of the above tests if they feel the above requlrements are

not ‘warranted.
b
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In addition, Residue Chemistry Branch may deterine that allethrin results
in metabolites (photo or otherwise) that are of toxicological significance.
In this case, Toxicology Branch may requira additional tests on these
metabolites when and if these metabolites are determined.
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McLaughlin Gormley Klng Ccmpany has suhm.tted this amendment in response
to the deficiencies in our memo of 9/6/80 (M. Bradley)

. The deflc:Lenc.Les in order are:

1. The current rranufactur:mg process for allethrm should be mhmtted.

IS5

Dz,

Allethrm is currently produced by the esterlflcatlon of dl 2—ally1

| 4=hydroxy 3-methyl 2-cyclopenten l-cne with dl-cis -trans ; chrysanthemum

monocarboxylic acid chloride. Racemic allethrin consists of eight
diastereoisamers with the most active camponent, d-trans allethr:x.n,
representing 15% of the technical product. Racemic allethrin is ca 94%
esters with up to 3% each of free chrysanthemum carboxylic acid with its
anhydrides and free allethrolone.

We consider this deficiency resolved.

5. The petitioner should submit a revised Section F to confomm to
existing regqulations for allethrin, piperonyl butoxide and
N-octylbicycloheptene dicarboximide.

The petitioner has submitted revised regulations to conform with our

~ recammendations (see attached proposals for 21 CFR 193).

We consider this deficiency resolved.

We now recamend for the proposed Food Additive Regulatl.ons for allethrin,

piperonyl butoxide and N-octylbicycloheptene dlcarboxum.de provided
tox1colog1cal considerations permit. ,
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Section 193.
Allethrin .

The food additive allethrim, composed of any combination of the
isomers found in racemic allethrin, may be safely used in place of
pyrethrins to treat food processing areas and food storage areas

provided: -

(1) That the. food is removed or covered well prior to such use.

(2) It is used or intended for use in combination with piperony]l
butoxide and ' -octylbicycloheptene dicarboximide for insect
control in accordance with 193.320. ‘

(3) A toIerance,of one part per million is established for
' residues of allethrin in or on foods treated in accordance
with 193.320. : : :

(8) To assure safe use of the additive, its label and labeling
shall conform to that registered with the U.S. Envircnmental
Protection Agency, and it shall be used in accordance with
such label and labeling. ;

(5) Where tolerances are established under Sections 408 and 409
of the Act on both raw agricultural commodities and processed
foods made therefrom, the total residues of allethrin in or
on the processed food shall not be greater than that permitted
by the larger of the two tolerances. ‘



193.360 Piperonyl butoxide.

- The food additive piperonyl butoxide may be safely used in accor-
dance with the following prescribed conditions:

(a). It is used or intended for use in. combination with pyrethrins
for control of 1nsects.

(1) In cereal grain m1lls and in storage areas for milled cereal
grain products, whereby the amount of piperonyl butoxide is at least
equal to but not more than 10 times the amount of pyrethr1ns in the for-
mulat1on.

(2) On the outer ply of multiwall paper bags of 50 pounds or more
capacity in amounts not exceeding 60 milligrams per square foot, whereby
the amount of piperonyl butoxide is equal to 10 times amount of pyrethrins
}n ghe formulat1on. Such treated bags are to be used only for dried
oods. :

(3) On cotton bags of 50 pounds or more capacity in amounts not
exceeding 55 m11119rams per square food of cloth, whereby the amount of
piperonyl butoxide is equal to 10 times the amount of pyrethrins in the
formulation. Such treated bags are constructed with waxed paper liners
?nd are to be used only for dried foods that contain 4 percent fat or

ess. ;

(4) In two-ply bags consisting of cellophane/polyolefin sheets bound
together by an adhesive layer when it is incorporated in the adhesive.
The treated sheets shall contain not more than 50 milligrams of piperonyl
butoxide per square foot (538 milligrams per square meter). Such treated
bags are to be used only for packaging prunes, raisins, and other dried
fruits and are to have a maximum ratio of 3.12 m1111grams of piperonyl
butoxide per ounce of fruit (0.10 m1111gram of piperonyl butoxide per
gram of product). , . 3,00

(5). .In food processing and food storage areas: Provided, That’ the

2323 5372

food is removed or covered prior to such use. _ .

bl

(b) It is used or intended for use in combination with pyrethrins
and N-octylbicycloheptene dicarboximide for insect control in accordarce .
w1th§/’ﬁ?320 _ v

(c) The food additive piperonyl butoxide may be safely used 1n’ ’
accordance with the following prescribed conditions:

1d .. .

(1) It is used or intended for use in combination with any one or
‘any combination of allethrin isomers for control of insects:



; (2) In food processing and food storage areas: Provided, that
the food is removed or well covered prior to such use.

(3) It is used or intended for use in combination with allethrins
anth;ggtylbicyc]oheptene dicarboximide for insect control in accordance
wit .320.. :

' (d) A tolerance of 10 parts per million is established for residues
of piperonyl butoxide in or on: :

(1).-M111ed*?ractions derived from~cerea1rgraﬁns.when present therein
as a result of its use in cereal grain mills and in storage areas for
milled cereal grain products.

- (2) Dried foods when present as a result of migration from its use
on the outer ply of multiwall paper bags of 50 pounds or more capacity.
‘ : /73

. ..(3)  Foods treated in accordance with_§ -3&5.320. ]

(4) Dried foods that contain 4 percent fat, or less, when present

as a result of migration from its use on the cloth of cotton bags of 50
‘pounds or more capacity constructed with waxed paper liners.

(5) Foods treated in accordance with paragraph (a) (4) and (5) of
this section. : :

(e) To assure safe use of the additive, its label and labeling shall
. conform to that registered with the U.S. Environmental Protection Agency,
and it shall be used in accordance with such label and labeling.

(f) Where tolerances are established under sections 408 and 409 of
the Act on both raw agricultural commodities and processed foods made
therefrom, the total residues of piperonyl butoxide in or on the processed
fo?d shall not be greater than that permitted by the larger of the two .
tolerances. '



),

193.320 N-Octylbicycloheptene dicarboximide.

- The food additive N-octy]bwcyc]oheptene dicarboximide may be
safely used in accordance with the following prescribed condit1ons

(a) It is used in combination with p1perony1 butoxide and pyre-
thrins or any one or any combination of allethrin isomers for insect
control in food-processing and food-storage areas, prov1ded that the
food is removed or covered prior to such use. .

(b) Residues in food resulting from the use descr1bed in para-
graph (a) of this section shall not exceed 10 parts per million of
N-octylbicycloheptene dicarboximide, 10 parts per million of piperonyl
butoxide, and 1 part per million of pyrethrins or allethrin.

(c) To assure safe use of the additive, its label and labeling

-~ shall conform to that registered with the U.S. Environmental Protection

Agency and it shall be used in accordance with such label and labeling.
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