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SUBJECT: The use of 2,4-D on apricots as a plant growth regulator.
PP #2E1293 at 5 ppm in or on the fruits.

-

FROM: Henry Spencer, Ph.D. {U i / gl A
’ Review Section #1 RANE K Lixdzxﬁ%r

Toxicology Branch/HED (TS-769) 5/ é?

. . 4

TO: Clinton Fletcher, PM #43 ' )>%>
Registration Division (TS-767) \)£§? '

THRU: William L. Burnam, Députy Chief .

Toxicology Branch/HED (TS-769)

Conclusions and Recommendation:

1. Toxicology Branch finds the use of 2,4-D dimethylamine on apricots
with a tolerance of 5 ppm is toxicologically supportable.

2. Neither the ADI the MPI will be exceeded by %his prOpdsed use.

Comments:

1. Data gaps exist for:
a. a second species oncogenicity study.
b. a new reproduction study.
2; Studies which are desirab1e but absent:
. a. a dermal absorption study witﬁ the dimethyl amine salt.

b. a teratology study with the 2,4-D metabolite, D,C-phenol.
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Toxicology Branch notes that the spray solution is very weak {proposed
25 ppm). Exposure to 1 liter of spray and total absorption would )
result in 25 mg/60 kg person or 0.42 mg/kg (a highly unlikely situation).

The TMRC is increased on an average intake basis of 0.9%. The ADI is
utilized 12.16% and both are considered insignificant increases per F.R. Notice
44:93 dated 5/11/79.

Note:
Though the 2,4-D acid and several esters have been shown to be
.teratogenic at fairly high dose levels, a margin of safety exists
(MOS) for the proposed use on this food intake of approximately 2400.
This is assuming the individual eats this 0.2 kg of fresh fruit at

5 ppm tolerance. _ - '

A surmary of TOX data pertinent to this petition follows as taken from the
memo of H. Spencer dated 5/29/80 in regards to PP #0G2301 and FAP OH 5252.

Toxicity Data Summary:

Route Species Sex ‘ Value

Acute Oral Rat Mixed LDgg = 375 mg/kg
2,4-D acid Core-minimum
NOTE: LDgg values vary from about 375 - 1000 mg/kg in di fferent species.
Chronic feeding.- 2 year 2,4-D Supplemental

rat - NOEL = 1250 ppm (62.5 mg/kg/day) (being repeated)

for systemic effects. : : .

Chionic feeding - 2 year 2,4-D acid Core-minimum

dog - NOEL = 500 ppm (12.5 mg/kg/day)

LEL = 1000

Reproduction - 2,4-D acid
Rat - equivocally positive for reduced viability Supplemental
to weanling age at 100 ppm (5 mg/kg) (No NOEL) (being repeated)
Not acceptable by today's standards

Teratology ‘
Rat - LEL = 150 mg/kg 2,4-D acid :
NOEL = 50 mg/kg : Core-minimum
Mouse LEL only = 147-221 mg/kg, 2,4-D acid (1 test dose) Core-minimum
Hamster LEL = 60 mg/kg S Core-minimum
NOEL = 40 mg/kg ‘

NOTE: Most long term studies have been performed on the 2,4-D acid.
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. apricots( 3) S5.00u T u.ll 0.00847
1

P JAPI TARC $°ADI

o2
3 Crn 140,142 . 2,4-0 5:4/81
4 ¥ § )
_ 5 . N
s wile lasy uaates 573731
7
;8 CoePravhh DAILY INLTAKE DATA
9
. Dog  weilh Sel's -0l ael
(in mg/kg oL ng/kg/dey mg/3ay/60kg
12 12.509 By, i) 10.J 0.1250 7.50049
13
&)u
15
1 fublisaed iolerances
On
8 <R3 Tolerance Food racteor cg/fdiay/l.Tky
*° aponles( 2) 5.ulu 2.53 U.13%75
Omnl Citrus fruits( 33) 5. 000 3.51 0.23590
2 guguroits( 4y} U,1ul £.84 U,00425
2 rears(l1¢) S.ut0 Je 20 U.01lvlo
Q= Juinces (132) 5¢u00 0.93 0.00225
u botatoes (127) 0...49J 5.43 0.01624
”3 Sugar,canesncat(154) 2.000 3. 04 J.10315
O . sarlev( 3)  0.500 .03 0.00023
2z Oats(luz) 0,504 V.30 0.00258
a3, . rnye (140) 0.5u0 SIS PR ) U.30u23
O=. wnezt(170) 0.5060 1u.36 5.07772
0 corn,ail twypes{_32) 0.500 2,51 0,01583
n Cranperries({ 44) 0.500 0.03 0.00023
O .3rapes, inc raisins( ¢o) U.500 0.49 J.0u3038
» sorgnu (147) 0.530 9,03 0.03023
] slueverries( 1lu) U.lou v.03 Jeuuuln
Os= nice (137) 0.100 0.55 0.00083
%* citrus Fruits( 33).. 0.100 3.31 0.00572
@#[" Fruitiay vegetaules( oU) O.1lUu 2.39 UedU46Y
38} srain lrops( 64) 0.1uv0 13.7% 0.0200Y
3} Leafy vejetaoles( 50) 0.100 2.79 2.00414
«© »uts(101l) U.lud 1,10 0.90ul5
Ou pome rruits(1leé) 0.1u00 © 2.9 0.00413
a2 ___ROOLt Cro2 vedg(lss) 0.1uy 11.00 U.01643
43 SeeusPod veg(l43) 0.100 3.v0 u.0u549
Qul  small rruit,oerries(14s) 0.100 0.33 U,00124
as) _stone_Fruits(151) - 0,100 .1,25 0.00187
— AvOocaads( o) O.lub U.u3 0.40003
ar Cottonseec( 41) 0.1u0 0.15 0.00022
w N Hops(_13) 0.100 ° _ 0.03 ~ 0.00005
.\w{ Strawberries(152) 0.100 0.13 0.00023
Ulsay Asparagus{ 5) 5.000u 0.14 0.01073
s _Fisn,snelifish( 59) 1.0u0 1.08 0.,01625
&2 ‘leat, rea{ 99) 0,200 10.81 0.03244
s ftilkspairy groducts( 93) 0.100 23.62 0.04292
5 Poultry(128) 0.050 2,94 9.00221
5 £3gs( 54) 0.050 2.717 0.00205
Qs Millet( 94) 0.500 0.03 0.00023
57
58 Pl TARC 3 ADI
O 7.5000 mg/day/60xg 0.9033 mg/day/l.5kg 12.04
&0 *******k***********t*****i**************************************

(\61 - T )
l.a‘ Zurrent action PP§ 281233

63

7.5000_ag/day/63kg_____0,8113 m3/day/l.5kg

12.16

CRGP | Folefance rooa rFactor mg/day/l5<g
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