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lle have recently reviewed the validated studies in support of the:
pesticide Glyphosate. Below follows a 8 point summary. The reviews
on the validated studies are separately contained in Glyphosate file.
1. Data Considered :

Oral LDg; rabbit 3.8 g/kg (valid)

90-day rat feeding * NOEL 2000 ppm, highest dose (valid)
90-day dog feeding " NOEL 2000 ppm, highest dose (valid)

Teratology (2 studies) rabbit  NOEL 30 mg/kg/day (highest dose)
. (repeat studies with a higher dpse)

2-year dog feeding NOEL 300 ppm (highest dose) (valid)
3-generation reprod,(rat) . 10EL ~3 ppm (hi%ﬁéﬁt dose) (valid)
Y 18-month mouse feeding No carcinogenic potential at 300 ppm

(highest dose). Study must be repeated
since too many ‘animals are missing.

2-year rat feeding ROEL 100 ppm, effects at 300 ppm.
Study is acdequate to determine toxic
effects but only marginal with respect -
to oncogenic evaluation since too few _
animals e€xamined. As reported study -
shows no oncogenic potential. -

tleurotoxicity (hen) , negative 7.5 g/kg (cumulative for
3 days)
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Mutagenicity tests: ) - ) -
(i) dominant lethal (mice) negative 10 mg/kg (highest dose)
. ' supplemental study, no records ~
. » of positive control. . .
(i) host mediated assay " negative (acceptable studj)
(i§§) Ames test negative (supplemental study,

no raw data available)

(iv) Rec-assay negative (supp1ementa1-study.A
: no raw data available) -

2. Studies desirable

1 . * (i) Repeat all supplemental studies and studies so indicated above,
(ii) Assessment of oncogenic potential in two species
1' 3. Rggistrant should be 1nfbrme¢ about the studies to be repeated.

I . 4-6 See attached computer printout. Since there are 2 numter of
: ‘ tolerances pending they are all grouved under “Current action”.
Those listed under "Other pending tolerances"” are temporary
tolerances. ' . . .
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4 7. There was 2 pen&ing regulatory action against Glyphosate, based on
. ) {ts contamination with y-Nitrosoamines It is our understanding that
. this issue has been resolved. : . .

) | 8. a) The main deficiencies in the data base are: R

. (i) lack of adequate Teratology studies, it is however concluded
that the studies at hand together with the reproduction study
show that Glyphosate has a low potential for showing repro-
ductive effects.

(i) the oncogenic potential of Glyphosate js not fully elucidated.
The lifetime mouse and rat studies, however, provide adequate
assurance that Glyphosate has 2 relatively low oncogenic
potential. This assurance, however, is only valid on an
interim basis, adequate oncogenic studies should be initiated

as soon as pessible. .
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(ii1) several mutagenicity tests could not be validated; they
too should be repeated at the earliest possible date.
b) A further assurance of low risk associated with Glyphosate is X
- found in the fact that on a theoretical basis the exposure via
the diet would be relatively low at present. It is suggested,
however, that the data base for Glyphosate fs rechecked in the
future should the TMRC reach about 103 of the ADI. An evaluation _
of the repeat short-term studies (teratology, mutagenicity) and
interim reports on the long-term studies will be necessary at

that time. 1

Reto Engler, Ph.D. ' . - S
Attachment | ' +
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. ACCEPTALLE DAILY IN'lAI\L DATA ;
" RAT,older MOEL  S.F. + ADI  MPI + -
e g/KG-te ~PPM e .- . — WG /kG/GRY .mg/day/60kg - __. .
* . 5,000 100.00 100 0.0500 3.00 00
Published 'rolerance; 7 T - :
‘CROP Tolerance Focd Factor mg/day/l Sk.gm-*—-—
e GE-2-L N—CLOPS {6 4 ) 0.100- ——13.79. — o —0.02069 . e e
- . Soybeans(148) 0.200 0.2 . -0.00275
r : . - a— — - P -,..-'. - - - . E— e - @ - o e
- .. nel ' "‘IIRC . "% apnI
—— 3.0000. mg /cay/60Kg ——0.0234 mg/day/1.3kg . 0.78 . ... ..
t**t*tt****t****l******t**********t***t*t*t*t********tt**itt“*
‘Current Action £ S-1560, 1535'i?gl'iibg'ibgi_I§§§“i9BZ“EEI€"1971
o : CROP o 'oletanc; .Fc;o;- I-actor m{/da}}l ‘5.kg ——£ 1
@rapes,-inc raisins( 6o)....-0.1v0. .. —.0.49 ... - _.0.,00074 . ... ...
° Citrus ftruits( 33) 0.200 3.81 0.01144 -
’ —Sugar,canesbeet(154) 0,400, 3.63. 4. .. D.005646 . - i
: . Ccttonseed( 41) 6.00U .0.15 - 0.01350 '
. _ pome-Fruits(126)— . _0.200. ¢ _2.99_. .._..0.00837 . . ___
) —__pistzcnio_nuts(210).....0.20v. - _ .0.03 . .. .0.00009 . .. _ __._
. Leafy Vegetables( 80) 0.200 2.70 0.00828 T :
{ —————=R00t_Crop. Veg (138} _0.200_ _ _11.00.__ .__.0,93253 _ -
. - : Seed&roa Veyg(1l4é3) 0.200. 3.60 0.010%8
° - Soybeans({148)____6.000_ _ __0.92__ __ ___0 08263 . - __ .
4 e Liver(211) 0.10C 0.-03 “0.00005 - ‘
; . Kianey(203)____9.100_ _ _ .0.03_._ _.__.0,00005 -_ . __._____
“ . _ .Falm Qil(202) 0..100 0.03 . 0.000uU5 " o '
. : Ccffeel 36) 1. 00 ___.0.75. _. . __0.0)119 __ __ . _____..
- __NPI___ _ . _MIRC _ . ____SADI ___.____ _
3.0000 ng/cayv/60kg 0.2095 mg/day/l.5kg = 6.98
- tttt*****I*I’**i****t***********;_*.*_*_*st_*t*tfi_ft“*i.tt._*_ i**t****t** —
{ Other E.end.ing_n:nler.ar;ce's__-BEZDJO/GZDSI,8£2021/G2020.6616.7.9/1135106,,
CRUP _ . -Tolerance Food Factor . mGg/day/1.5kg . . ._ gé‘
Asparagus( 5) . V.20V 0.14 0.00043 ’ .
——bish,chellfisn(. 59).—.0.150. .. ..2.06 . . 0.00244 . .. .- .-
. Cucurpits( 49) 0.05v 2.54 0.00213 - .
Fruiting—Vegetaktles(. 69)— D050 - .- —-. 2.9, il e 2000225 - e e
Swmall fFruit,berries(1446) 0.050 0.83 0.000¢2 .
——Stone_bkruits(151)—_0.050 l.25.. 0.00094 ..
yotable tlater (198) 0.050 133.33 0.10000 °
AvoCcauos{—-—96).—__0.200. 0.03 ... —...0.00009
sSugar,canesbeet (154) 1.900 3.64 0.10369
= Lototoes{121)ee—0.£00 5.43 0.00000
MPI ) IMRC. . % aDl

3.0000 mg/agay/60kg = 0.422)1 mg/day/l.5kg .  14.07 .
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