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LABEL FORMAT FOR PRODUCTS CLASSIFIED FOR RESTRICTED USE
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has asserted a confidential

;“u‘s’,‘:‘f information claim concerning
)

‘hfsfn;wpy of each document, propos-
al, or other item of written material
conce the Registration Standard
provided by the Agency to any person
or outside of government
(within 15 working days after the item
is made available to such person or

party). ° ,
(a)yA copy of the Registration Stand-

"2‘-’;’, With respect to a Registration
Standard for which the Agency has
determined that a substantially com-
plete chronic health and teratology
data base exists, a copy of the FEDERAL
RecisTER notice concerning availabil-
ity of a proposed Registration Stand-
ard, and a copy of each comment re-
celved in response to that notice
(within 10 working days after receipt
by the Agency, or 15 working days if
the submitter has asserted a confiden-
tial business Iinformation claim con-
cerning the material).

(8) A copy of the FEDERAL REGISTER
notice announcing the issuance of the
Registration Standard (within 10
working days after the publication of
the notice).

(¢) Index of the docket. The Agency
will establish and keep current an
index to the docket for each Registra-
tion Standard. The index will include,
but is not limited to:

{1) A list of each meeting between

the Agency and any person or party
outside of government, containing the

date and subject of the meeting, the
names of participants and the name of
the person requesting the meeting.

(2) A list of each document in the
docket by title, source or recipient(s),
and the date the document was re-
ceived or provided by the Agency.

(d) Availadbility of docket and indi-
ces. (1) The Agency will make avalil-
able to the public for inspection and
copying the docket and index for any
Registration Standard. -

(2) The Agency will establish and
maintain 8 mafling list of persons who
have specifically requested that they
receive indices for Registration Stand-
ard dockets. On a quarterly basis, EPA
will distribute the indices of new mate-
rials placed in the public docket to
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these persons. Annually, EPA will re-
quire that persons on the list renew
their requests for inclusion on the list.

(3) The Agency will issue annually in
the Feprrat REGISTER (in eonjunction
with the annual schedule notice speci- -
fied in § 155.25) a notice announcing
the availability of docket indices.

(4) Each Frornal REGISTER notice of
avallability of & Registration Standard
will announce the availability of the
docket index for that Standard.

§155.34 Notice of availability.

(a) The Agency will issue in the Frp-
ERAL REGISTER & notice announcing the
issuance and avallability of Registra-
tion Standard which:

(1> Concerns a previously unregis-
tered active ingredient; or

(2) Concerns a previously registered
active ingredient, and the Registration
Standard states that registrants will
be required (under FIFRA section
3(eX2XB)) to submit chronic health
(including, but not limited to, chronic
feeding, oncogenicity and reproduc-
tion) or teratology studies.

(b) Interested persons may submit
comments concerning any Registra-
tion Standard described by paragraph
(a) of this section at any time.

(¢) The Agency will issue in the Fro-
ERAL REGISTER a notice announcing the
availability of, and providing opportu-
nity for comment on, each proposed
Registration Standard which concerns
a previously registered active ingredi-
ent for which the Agency has deter-
mined that a substantially complete
chronic health and teratology data
base exists. Following the comment
period and issuance of the Registra-
tion Standard, the Agency will issue in
the FEDERAL REGISTER & notice of avail-
ability of the Registration Standard.

PART 156—LABELING REQUIRE-
lvA[Ecl"gS FOR PESTICIDES AND DE-

AvraORITY: 7 U.S.C. 136-138y.

§156.10 Labeling requirements.

(a) General—(l) Contents of the
label. Every pesticide products shall
bear & label containing the informa-
tion specified by the Act and the regu-
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lations in this Part. The contents of a
label must show clearly and promi-
nently the following: ,
(1) The name, brand, or trademark
under which the product is sold as pre-
scribed in paragraph (b) of this sec-

(i) The name and address of the
producer, registrant, or person for
whom produced as prescribed in para-
graph (c) of this section;

(iii) The net contents as prescribed
in paragraph (d) of this section;

(lv) The product registration
number as prescribed in paragraph (e)
of this section; .

v) The producing establishment
number as prescribed in paragraph (f)
of this section;

{vl) An ingredient statement as pre-
scribed in paragraph (g) of this sec-
tion; '

(vil) Warning or precautionary state-
ments as prescribed in paragraph (h)
of this section;

(viii) The directions for use as pre-
scribed in paragraph (1) of this section;
and '

(ix) The use classification(s) as pre-
scribed in paragraph (j) of this section.

(2) Prominence and legibility. (1) Al
words, statements, graphic representa-
tions, designs or other information re-
quired on the labeling by the Act or
the regulations in this part must be
clearly legible to a person with normal
vision, and must be placed with such
conspicuousness (as compared with
other words, statements, designs, or
graphic matter on the labeling) and
expressed in such terms as to render it
likely to be read and understood by
the ordinary individual under custom-

-ary conditions of purchase and use.

(ii) All required label text must:

(A) Be set in 8-point or larger type;

(B) Appear on a clear contrasting
background; and

(C) Not be obscured or crowded.

(3) Language to be used. All required
label or labeling text shall appear in
the English langusge. However, the
Agency may require or the applicant
may propose additional text in other
languages as is considered necessary to
protect the public. When additional
text in another language is necessary,
all labeling requirements will be ap-
plied equally to both the English and

6

40 CFR Ch. 1 (7-1-89 Edition)
other-language versions of the labe].
ing

(4) Placement of Label—(1) Genergy
The label shall appear on or be secure.
ly attached to the immediate contain.
er of the pesticide product. For puy.
poses of this Section, and the miz.
branding provisions of the Act, “ge.
curely attached” shall mean that g
label can reasonably be expected to

- remain affixed during the foreseeable

conditions and period of use, If the im.
mediate container is enclosed within a
Wwrapper or outside container through
which the label cannot be clearly read,
the label must also be securely at
tached to such outside wrapper or con-
tainer, if it is a part of the package as
customarily distributed or s0ld.

(1) Tank cars and other bulk con-
tainers—(A) Transportation. While g
pesticide produet is in transit, the ap-
propriate provisions of 48 CFR Parts
170-189, concerning the transportation
of hazardous materials, and specifical-
ly those provisions concerning the la-
beling, marking and placarding of haz-
ardous materials and the vehicles car-
rying them, define the basic Federal
requirements. In addition, when any
registered pesticide product i{s trans-
ported in a tank car, tank truck or
other mobile or portable bulk contain-
er, & copy of the accepted label must
be attached to the shipping papers,
and left with the consignee at the time
of delivery.

(B) Storage. When pesticide progd-
ucts are stored in bulk  containers,
whether mobile or stationary, which
remain in the custody of the user, a
copy of the label of labeling, including
all appropriate directions for use, shall
be securely attached to the container
in the immediate vicinity of the dis-
charge control valve.

(8) False or misleading statements.
Pursuant to section 2(q)(1XA) of the
Act, & pesticide or a device declared
subject to the Act pursuant to
§ 153.240, is misbranded if its labeling
is false or misleading in any particular
including both ‘pesticidal and non-pes-
ticidal claims. Examples of statements
or representations in the labeling
which constitute misbranding include:

(1) A false or misleading statement
concerning the composition of the
product;
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() A false or misleading statement

concerning the effectiveness of the
product as a pesticide or device;
dil) A false or misleading statement

_gbout the value of the product for-

purposes other than as a pesticide or
evice; -

d (iv) A false or misleading comparison

with other pesticides or devices;

(v) Any statement directly or indi-
rectly implying that the pesticide or
device is recommended or endorsed by
any agency of the Federal Govern-
ment;

(vi) The name of & pesticide which
contains two or more principal active
ingredients if the name suggests one
or more but not all such principal
active ingredients even though the
names of the other ingredients are
stated elsewhere in the labeling:;

(vii) A true statement used in such a
way &s 10 give & false or misleading im-
pression to the purchaser;

(viii)} Label disclaimers which negate
or detract from labeling statements re-
quired under the Act and these regula-
tions;

(ix) Claims as to the safety of the
pesticide or its -ingredients, including
statements such as “safe,” “nonpoison-
ous,” “noninjurious,” “harmless” or
“nontoxic to humans and pets” with
or without such a qualifying phrase as
“when used as directed”; and

(x) Non-numerical and/or compara-
tive statements on the safety of the
product, including but not limited to:

- (A) “Contains all natural ingredi-
ent-s";

(B) “Among the least toxic chemi-
cals known"” ,

(C) “Pollution approved”

(6) Final printed labeling. (1) Except
&5 provided in paragraph (aX8Xii) of
this section, final printed labeling
must be submitted and accepted prior
to registration. However, final printed
labeling need not be submitted until
draft label texts have been provision-
. ally accepted by the Agency.

(1i) Clearly legible reproductions or

photo reductions will be accepted for .

unusual labels such as those silk-
screened directly onto glass or metal
containers or large bag or drum labels.
Such reproductions must be of micro-
film reproduction quality.

7
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(b) Name, brand, or trademark. (1)
The name, brand, or tredemark under
which the pesticide product is sold
hmbel appear on the front panel of the

(2) No name, brand, or trademark *
may appear on the label which: ‘

(i) Is false or misleading, or

(ii) Has not been approved by the
Administrator through registration or
supplemental registration as an addi-
tional name pursuant to § 152.132.

(¢) Name and address of producer,
registrant, or person for whom pro-
duced. An unqualified name and ad-
dress given on the label shall be con-
sidered as the name and address of the
producer. 1f the registrant’s name ap-
pears on the iabel and the registrant is
not the producer, or if the name of the
person for whom the pesticide was
produced appears on the label, it must
be qualified by appropriate wording
such as “Packed for * * *.” “Distribut-
edby* * =" or “Sold by * * *” to show
that the name is not that of the pro-
ducer.

(d) Net weight or measure of con-
tents. (1) The net weight or measure
of content shall be exclusive of wrap-
pers or other materials and shall be
the average content unless explicitly

_ stated as & minimum quantity.

(2) If the pesticide is a liquid, the
net content statement shall be in
terms of liquid measure at 68° F (20°C)
and shall be expressed in conventional
American units of fluid ounces, pints,
quarts, and gallons.

(3) If the pesticide is solid or semi-
solid, viscous or pressurized, or is a
mixture of liquid and solid, the net
content statement shall be in. terms of
weight expressed as avoirdupois
pounds and ounces.

{4) In all cases, net content shall be
stated in terms of the largest suitable
units, Le., “1 pound 10 ounces”. rather
than “26 ounces.” -

(5) In addition to the required uni
specified, net content may be ex-
pressed in metric units,

(8) Variation above minimum econ-
tent or around an average is permissi-
ble only to the extent that it repre-
sents deviation unavoidable in good
manufacturing practice. Variation
below & stated minimum is not permit-
ted. In no case shall the average con-

r

P



§ 156.10

tent of the packages in s shipment fall
below the stated average t_:ontent.. per

(e) Product registration ﬂ'ueﬂ; t.c;
The registration number nssltnm a &
the pesticide product at mih te ne o
registration shall appear 2;:1':? e s

receded by the phrase L]
t?nuon No.,” or the phrase EP#J;‘@:Q
No.” The registration number 8

set in type of a size and style similar to

other print on that part of the label »

ars and shall run par-
:ﬂe?hgiochlz.t %p: registration number
and the required identifying phrase
ghall not appear in such a manner as
to suggest or imply recommendation
or endorsement of the product by the

ncy. ‘

Aff) Pyroducing establishments regis-
tration number. The producing estab-
lishment registration number preced-
ed by the phrase “EPA Est.”, of the
~ final establishment at which the prod-
uct was produced may appear in any
suitable location on the label or imme-
diate container. It must appear on the
wrapper or outside container of the
package if the EPA establishment reg-
istration number on the immediate
container cannot be eclearly read
through such wrapper or container.

(8) Ingredient statement—(1) Gener-
al The labe] of each pesticide product
must bear a statement which contains
the name and percentage by weight of
each active ingredient, the total per-
centage by weight of all inert ingredi.
ents; and if the pesticide contains ar-
senic in any form, a statement of the
percentages of total and water-soluble
arsenic calculated as elemental ar-
senic. The active ingredients must be
designated by the term “active ingredi-
. ents” and the inert ingredients by the

term “inert ingredients,” or the singu-
‘lar forms of these terms when aApDro-
priate. Both terms shall be in the
same type size, be aligned to the same
margin and be equally prominent. The
statement “Inert Ingredients, none” is
Dot required for pesticides which con-

tain 100 percent active ingredients.
Unless the ingredient statement is a
complete analysis of the pesticide, the
term “analysis” shall not be used as a
heading for the ingredient statement.

(2) Position of ingredient statement.
(1) The ingredient statement is nor-
mally required on the front panel of

78
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1. If there is an outside con.
2&:’ b:r wrapper through which the
ingredient statement cannot be clearly
read, the ingredient statement must
also appear on such outside container
or wrapper. If the size or form of the
package makes it impracticable to
place the ingredient statement on the
front panel of the label, permission
may be granted for the ingredient
statement to appear elsewhere,

(1) The text of the ingredient state.
ment must run parallel with other
text on the panel on which it appears,
and must be clearly distinguishable
from and must not be placed in the
body of other text.

(3) Names to be used in ingredient
statement. The name used for each in.
gredient shall be the accepted
common name, if there is one, fol-
lowed by the chemical name. The
common name may be.used alone only
if it is well known. If no common name
has been established, the chemical
name alone shall be used. In no case
will the use of a trademark or proprie.
tary name be permitted unless such
name has been accepted as a common
name by the Administrator under the
authority of section 25(cX6).

(4) Statements of Dercentages. The
percentages of ingredients shall be
stated in terms of weight-to-weight.
The sum of percentages of the active
and the inert ingredients shall be 100.
Percentages shall not be expressed by
& range of values such as “22-25%.” If
the uses of the pesticide product are
expressed as weight of active ingredi-
ent per unit ares, a statement of the
weight of active ingredient per unit
volume of the pesticide formulation
shall also appear in the ingredient
statement.

(5) Accuracy of stated percentages.
The percentages given shall be as pre-
cise as possible reflecting good manu-
facturing practice. If there may be un-
&voidable variation between manufac-
turing batches, the value stated for
each active ingredient shall be the
lowest percentage which may be
present,

(8) Deterioration. Pesticides which
change in chemical composition sig-
nificantly must meet the following la-
beling requirements:

v

e g™
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cases where it is determined
“{ e cide formulation changes
e mical composition significantly,
°he product must bear the following
:tn.wment in a prominent position on
the label: “Not for sale or use after
m('{r)e!xhe product must meet all label
clabrs up to the expiration time indi-
cated: on the label.

(7. Inert ingredients. The Adminis.
trator may require the name of any
ine t ingredient(s) to be listed in the

ent statement if he determines
that such ingredient(s) may pose a
to man or the environment.

(h) Wa:™ings and precautionary
statements. Required warnings and

§ 156.10

the general areas of toxicological
hazard including hazard to children,
environmental hazard, and physical or
chemical hazard fall into two groups;
those required on the front panel of
the labeling and those which may °
appear elsewhere. Specific require.-
ments concerning content, placement,
type size, and prominence are given
below.

(1) Required front panel statements.
With the exception’ of the child
hazard warning statement, the text re-
quired on the front panel of the label
is determined by the Toxicity Catego-
ry of the pesticide. The category is as-
signed on the basis of the highest
hazard shown by any of the indicators

precautionary statements concerning in the table below:
- Toxicity categories
Hazard indice i ¥ m - v
Onal LD g o] Up 10 and including 50 Fmsomsoomlag..ﬁ::mmmm/ Greater then 5000 mg/
mg/kg. : . kg.
inhaiation (L Up 10 and inciuting .2 From 2 twu 2 mg/ier__| From 2. thry 20 mg/iiter...| Grester than 20 mg/iter.
mg/Mer.
Dermal LDw——.{ Up 10 and inciuding 200 | From 200 thay 2000_.___| From 2,000 thru 20,000...| Greater then 20,000
mg/kg.
Eye offects.......| Cormrosive; comeal | Comeal opacity No comeal opecity; No irritation.
opacity not reversibie reversible within 7 iritation reversibie
within 7 days. days; iritation within 7 days.
persisting for 7 days.
Skin efiects. Corrosive. Severe iritation st 72 Moderate iritation at 72 | Mild or slight iritation at
hours. hours. 72 hours.

(i) Human hazard signal word—(A)
Toxicity Category 1. All pesticide prod-
ucts meeting the criteria of Toxieity
Category I shall bear on the front
panel the signal word “Danger.” In ad-
dition if the product was assigned to
Toxicity Category I on the basis of its
oral, inhalation or dermal toxieity (as
distinct from skin and eye local ef-
fects) the word “Poison” shall appear
in red on a background of distinctly
contrasting color and the skull and.
crossbones shall appear in immediate
proximity to the word “poison.”

(B) Tozicity Category II. All pesti-
cide products meeting the criteria of
Toxicity Category II shall bear on the
&q't pane] the signal word “Warn-

(C) Tozicity Category IIl. All pesti-
cide products meeting the criteria of
Toxicity Category III shall bear on
tt.}ne {'ront panel the signal word “Cau-

79

(D) Toricity Category IV. All pesti-
cide products meeting the criteria of
Toxicity Category IV shall bear on the
front panel the signal word “Ceution.”

(E) Use of signal words. Use of any
signal word(s) associated with a higher
Toxicity Category is not permitted
except when the Agency determines
that such labeling is necessary to pre- .
vent unreasonable adverse effects on
man or the environment. In no case
shall more than one human hazard
signal word appear on the front panel
of a label. :

(i) Child hazard warning. Every pes-
ticide product lapel shall bear on the
front panel the statement “keep out of
reach of children,” Only in cases
where the likelihood of contaci with
children during distribution, market-
ing, storage or use is demonstrated by
the applicant to be extremely remote,
or if the nature of the pesticide is such
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that it is approved for use on infants
or small children, may the Administra-
tor walve this requirement.

dil) Statement of practical treat-
ment—(A) Tozicity Category I. A
statement of practical treatment (first
ald or other) shall appear on the front
panel of the label of all pesticides fall-
ing into Toxicity Category 1 on the
basis of oral, inhalation or dermal tox-
fcity. The Agency may, however,
permit reasonable variations in the
placement of the statement of practi-
cal treatment is some reference such

. a5 “See statement of practical treat-
ment on back panel” appears on ths
front panel near the word “Poison
ana i>= skull and crossbones.

(B) U.her toxicity categories. The
statement of practical treatment is not
required on the front panel except as
described in paragraph (hX1XiliXA) of
this section. The applicant may, how-
eve. include such a front panel state-

40 CFR Ch. | (7-1-89 Edition)

!of the front panel warnin
::?et;ents on various sizes of labels:

Points «

Sige of label front panel in square | Required """Fcui
g = - “1

capitals Children
$ and under é s
Above 5o 10 10 ¢
 Above 0w S| 12 M
ADOVE 15 10 I0 cavrermenrcrsrasrirsn] 14 10
Ower 20. . 18 2

|

(2) Other required warnings and pre.
cautionary stalements. The warnings
and precautionary statements as re.
quired below shall appear together on
the label under the general heading
“Precautionary Statements” and
under appropriate subheadings of
“Hazard to Humans and Domestic Ani-

. “Environmental Hazard” and

ment at his option. Statements of.- ' FPhysical or Chemical Hazard.”

practical treatment are, however, re-
quired elsewhere on the label in
accord with paragraph (hX2) of this
section if they do not appear on the
front panel.

(iv) Placement and prominence. All
the require front panel warning state-
ments shall be grouped together on
the label, and shall appear with suffi-
cient prominence relative to other
front panel text and graphic material
to make them unlikely to be over-
looked under customary conditions of
purchase and use. The following table
shows the minimum type size require-

(1) Hazard to humans and domestic
animals. (A) Where a hazard exists to
humans or domestic animals, precau.
tionary statements are required indj.
cating the particular hazard, the
route(s) of exposure and the precau.
tions to be taken to avoid accident,
injury or damage. The precautionary
paragraph shall be immediately pre.
ceded by the appropriate hazard signal
word. _

(B) The following table depicts typi-
cal precautionary statements. These
statements must be modified or ex-
panded to reflect specific hazards.

D —

Precautionary statements by toxicity category

catagory Oral, inhalation, or dermal fexicity

tiveneee | Fatal (poisonous) ¥ swaliowsd [inhaled or absorbed
through skin]. Do not treathe vapor [dust or spray
mist]. Do not get in eyes. on skin, or on clothing
{Front panel statemeni of practical teatment re-

quired.]

U May be fatal ¥ swaliowsd (inhaled or absorbed
through the skin]. Do not bresthe vapors {dust or
spray mist). Do not get in eyes, On skin, or on
clothing. [Appropriats first aic statements required.].

| Harmiful if swallowsd {inhaled or absorbed through the
skin). Avoid brasthing vapors [dust or spray mist).
Avoid contact with skin [eyes Or clothing). [Appro-
" priate first aid statement required.).

Avoid contact with skin, eyes or Cicthing. In case of
mmwmmmuwmmu
water. Got medical attention ¥ iriation persists.

[No precautionary statements required.).............| [NO precautionary statements required.)

80
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gavironmental hazards. Wherea LC. 0f 500 ppm oOr less, the statement

) 2T xists to non target organisms *This Pesticide is Toxic to Widlife” is
ding humans and domestic ani- required.

exclv precautionary statements are re- (D) If either accident history or field

pals Prcting the nature of the studies demonstrate that use of the
dlﬂ“d and the appropriate precau- pesticide may result in fatality to -~
nashs to avoid potential accident, birds, fish or mammals, the statement
tonS . damage. Examples of the “This pesticide is extremely toxic to
% statements and the circum- wildlife (fish)” is required.
gtances under which they ar. required (E) For uses involving foliar applica-

' tion to agricultural crops, forests, or

”(lf,r If a pesticide intended for out- shade trees, or for mosquito abate-
door use contains an active ingredient ment treatments, pesticides toxic to
with & mammalian acute oral LD. of pollinating insects must bear appropri-
or less, the statement “This Pesti- ate label cautions. .

cde 1s Toxic to Wildlife” is required. (F) For all outdoor uses other than
. T (8) If & pesticide intended for out- - aquatic applications the label must
goor use contains an active ingredient bear the caution “Keep out of lakes,
with & fish acute LC. of 1 ppm or less, ponds or streams. Do not contaminate
the statement “This Pesticide is Toxic water by cleaning of equipment or dis-
to Fish” is required. posal of wastes.”

(C) If » pesticide intended for out- (iii) Physical or chemical hazards.
door use contains an active ingredient Warning statements on the flartnmabil-
with an avian acute oral LD, of 100 ity or explosive characteristics of the
mg/kg or less, or a subacute dietary pesticide are required as follows:

{A) PRESSURIZED CONTANERS
;mmu_mm‘&lmtawu Extremely flammabls. Contents under pressure. Keep away from

Sy vBive Opening. fire, sparks, and heated surfaces. Do not puncture or incinerate
container. Exposurs 10 Wmpershres above 130° F mey cause
bursting.

Fash point above 20° F and not over 80° F or N ¥w | Flammable. Contents under pressure. Keep swsy #om heal

fame sxiension s more than 18 in long at a distance sparks, and open flame. Do NOt punchre Of INCiNerate CoONtaNer

& in from the flame Exposurs % temperstures above 130° F may causs bursting.

of )
Al pther pressurized COMAINSS Contents under pressurs. Do nOt use or store near heat or open
fiame. Do not puncture or incinerste container. Exposurs 1o
temperatures above 130° F may cause pursting.

(B) NONPRESSURIZED CONTANERS
Al or below 20° F Extremely flammabie. Kesp away from fire, sparks, and hasted
. surfaces. .
Above 20° F and not over 80" F. Flammabie. Keep away from haat ant cpen flame.
Above 80° F and not over 150° F Do not use or store hear heat or open flame.

) Directions for Use—(1) General (li) Placement of directions for use
requirements—(1) Adequacy and clar- Directions may appear on any portion
ity of directions. Directions for use of the label provided that they are
must be stated in terms which can be conspicuous enough to be easily read
easily read and understood by the av- by the user of the pesticide product.
erage person likely to use or to super- Directions for use may appear on
" vise the use of the pesticide. When fol- printed or graphic matter which ac-
lowed, directions must be adequate to companies the pesticide provided that:
protect the public from fraud and (A) I required by the Agency, such
from personal injury and to prevent printed or graphic matter is securely
unreasonable adverse effects on the attached to each package of the pesti-
environment. cide, or placed within the outside

wrapper or bag;
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(B) The label bears 2 reference to
the directions for use in sccompanying
leaflets or circulars, such as ‘“See di-
rections in the enclosed circular:” and

(C) The Administrator determines
that it is not necessary for such direc-
tions to appear on the label.

(iii) Ezxceptions to requirement for

direction for use—(A) Detailed direc- .

tions for use may be omitted from la-
beling of pesticides wh.ch are intended
for use only by manuf acturers of prod-
ucts other than pest cide products in
their regular manufa-turing processes,
provided that: :

(1) The label clearly shows that the
product is Intended for u:+ only in
manufacturing processes and s, cifies
the type(s) of products involved.

(2) Adequate information such as

technical data sheets or bulletins, is
available to the trade specifying the
type of product .involved and its
proper use in manufacturing process-
€S,
* (3) The product will not come into
the hands of the general public except
after incorporation into finished prod-
ucts; and

(4§) The Administrator determines
that such directions are not necessary
to prevent unreasonable adverse ef-
fects on man or the environment.

(B) Detailed directions for use may
be omitted from the labeling of pesti-
cide products for which sale is limited
to physicians, veterinarians, or drug-
gists, provided that:

(1) The label clearly states that the

product is for use only by physicians
or veterinarians;

(2) The Administrator determines
that such directions are not necessary
to prevent unreasonable adverse ef-
fects on man or the environment; and

(3) The product is also a drug and

regulated under the provisions of the
Federal Food, Drug and Cosmetic Act.

(C) Detailed directions for use may
be omitted from the labeling of pesti-
cide products which are intended for
use only by formulators {in preparing
pesticides for sale to the public, pro-
vided that:

(1) There iz information readily
available to the formulators on the
composition, toxicity, methods of use,
applicable restrictions or limitations,

40 CFR Ch. | (7-1-89 Edition)

and effectiveness of the product for
pesticide purposes;

(2) The label] clearly states that the
product is intended for use only in
manufacturing, formulating, mixing
or repacking for use as a pesticide and
specifies the type(s) of pesticide prod.
ucts involved;

(3) The product as finally manufac.
tured, formulated, mixed, or repack.

- aged Is registered; and

(€) The Administrator determines
that such directions are not necessary
to prevent unreasonable adverse ef-
fects on man or the environment.

(2) Contents of Directions for Use.
The directions for use shall include
the following, under the headings “Dj.
rections for Use’:

(1) The statement of use classifica-
tion as prescribed in paragraph (J) of
this section immediately under the
heading “Directions for Use."”

(1i) Immediately below the state-
ment of use classification, the state-
ment “It is a violation of Federal law
to use this product in & manner incon-
sistent with its labeling.”

(11i) The site(s) of application, as for
example the crops, animals, areas, or
objects to be treated.

(iv) The target pest(s) associated
with each site.

(v) The dosage rate associated with
each site and pest.

(vl) The method of application, in-
cluding instructions for dilution, if re-
qQuired, and type(s) of application ap-
paratus or equipment required.

(vii) The frequency and timing of ap-
plications necessary to obtain effective
results without causing unreasonable
adverse effects on the environment.

(vill) Specific limitations on reentry
to areas where the pesticide has been
applied, meeting the requirements
concerning reentry provided by 40
CFR Part 170.

(ix) Specific directions concerning
the storage and disposal of the pesti-
cide and its container, meeting the re-
quirements of 40 CFR Part 185. These
instructions shall be grouped and
appear under the heading “Storage
and Disposal.” This heading must be
set in type of the same minimum sizes
as required for the child hazard warn-
ing. (See Table in § 162.10¢h)(1Xiv))

=



_jronmental Protection Agency

Any limitations or restrictions on

=) uired to prevent unreasonable

use T30 rects, such as:

(A) Required intervals between ap-
plication and harvest of food or feed
(B R e e ot

w as req use
on(m crops, animals, objects, or
in or adjacent to certain areas.

(D) [Reserved]

(E) For restricted use pesticides, a
statement that the pesticide may be
applied under the direct supervision of
a certified applicator who is not phys-

present at the site of application

put nonetheless available to the

person applying the pesticide, unless
the Agency has determined that the
de may only be applied under
the direct supervision of a certified ap-
plicator who is physically present.

(F) Other pertinent information
which the Administrator determines
to be necessary for the protection of
man and the environment.

¢j) Statement of Use Classification.
By October 22, 1976, all pesticide prod-
ucts must bear on their labels a state-
ment of use classification as described
in paragraphs (§) (1) and (2) of this
section. Any pesticide produect for
which some uses are classified for gen-
eral use and others for restricted use
shall be separately labeled according
to the labeling standards set forth in
this subsection, and shall be marketed
as separate products with different
registration numbers, one bearing di-
rections only for general use(s) and
the other bearing directions for re.
stricted use(s) except that, if a product
has both restricted use(s) and general
use(s), both of these uses may appear
on a product labeled for restricted use.
Such products shall be subject to the
provisions of paragraph (IX2) of this

on.

(1) General Uze Classification. Pesti-
cide products bearing directions for
use(s) classifjed general shall be la-
beled with the exact words “General

- Classification” immediately below the

heading “Directions for Use.” And ref-
erence to the general classification
that suggests or implies that the gen-
eral utility of the pesticide extends
beyond those purposes and uses con-
tained in the Directions for Use will be

83
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_considered a false or misleading state-

ment under the statutory definitions
of misbranding.

(2) Restricted Use Classification.
Pesticide products bearing direction
for use(s) classified restricted shall,

bear statements of restricted use clas-

sification on the front panel as de-
scribed below:

(1) Fror.t panel statement of restrict-
ed use cl.issification. (A) At the top of
the froni panel of the label, set in type
of the same minimum sizes as required
for human hazard signal words (see .
table in paragraph (hX1Xiv) of this
section), and appearing with sufficient
prominence relautive to other text and
graphic material on the front panel to
make it unlikely to be overlooked
under customary conditions of pur-
chase and use, the statement “Re-
stricted Use Pesticide’ shall appesar.

(B) Directly below this statement on
the front panel, & summary statement
of the terms of restriction imposed as
8 precondition to registration shall
appear. If use is restricted to certified
applicators, the following statement is
required: “For retail sale to and use
only by Certified Applicators or per-
sons under their direct supervision and
only for those uses covered by the Cer-
tified Applicator’s certification.” 1If,
however, other regulatory restrictions
are imposed, the Administrator will
define the appropriate wording for the
terms of restriction by regulation.

{40 FR 28268, July 3, 1975; 40 FR 32329,
Aug. 1, 1975; 40 FR 36571, Aug. 21, 1975, as
amended at 43 FR 5786, Feb. 8, 1678. Redes-
ignated and amended at 53 FR 15981, 15999,
May 4, 1988]
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Appendix F

Generic and Product-Specific Data Call-In
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&’% UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
_,f WASHINGTON, D.C. 20460
OFFICE OF .
IC AND PRODUCT SPECIF D o S UBeTIoEs
DATA CALT-IN NOTICE
FEB | 6 1934

Dear Sir or Madam:

This Notice requires you and other registrants of pesticide
products containing the active ingredient identified in
Attachment A of this Notice, the Data Call-In Chemical Statusg
Sheet, to submit certain data as noted herein to the U.S.
Environmental Protection Agency (EPA, the Agency). These data are
necessary to maintain the continued registration of your ,
product(s) containing this active ingredient. Within 90 days
after you receive this Notice you must respond as set forth in
Section III below. Your response must state:

l1.. How you will comply with the requirements set forth in
this Notice and its Attachments 1 through 7; or

2. Why you believe you are exempt from the reéuirements
listed in this Notice and in Attachment 3 (for both
generic and product specific data), the Reguirements

Status and Registrant's Response Form, (see section

III-B): or

3. Why you believe EPA should not require your submission
of data in the manner specified by this Notice (see
section II1I-D). 4

If you do not respond to this Notice, or if you do not
satisfy EPA that you will comply with its requirements or should
be exempt or excused from doing so, then the registration of your
product(s) subject to this Notice will be subject to suspension.
We have provided a list of all of your products subject to this
Notice in Attachment 2. All products are listed on both the
generic and product specific Data Call-In Response Forms. Also
included is a list of all registrants who were sent this Notice
(Attachment 6).

The authority for this Notice is section 3(c)(2)(B) of the

Federal Insecticide, Fungicide and Rodenticide Act as amended.
(FIFRA), 7 U.S.C. section 136a(c) (2) (B). Collection of this

A e
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information is authorized under the Paperwork Reduction Act by
OMB Approval No. 2070-0107 and 2070-0057 (expiration date
3-31-96).

This Notice is divided into six sections and seven
Attachments. The Notice itself contains information and
instructions applicable to all Data Call-In Notices. The
Attachments contain specific chemical information and
instructions. The six sections of the Notice are:

Section I - Why You are Receiving this Notice

Section II - Data Required by this Notice

Section III ~ - Compliance with Requirements of this Notice

Section IV - Consequences of Failure to Comply with this
Notice ‘

Section V - Registrants' Obligation to Report Possible
Unreasonable Adverse Effects

Section VI - Inquiries and Responses to this Notice

The Attachments to this Notice are:

1 - Data Call-In Chemical Status Sheet
2 - Generic Data Call-In and Product Specific Data
Call-In Response Forms with Instructions
3 - Generic Data Call=-In and Product Specific Data
Call-Tn Requirements Status and Registrant's
Response Forms with Instructions
EPA Grouping of End-Use Products for Meeting Acute
Toxicology Data Requirements for Reregistration
- EPA Acceptance Criteria :
List of Registrants Receiving This Notice
- Cost Share and Data Compensation Forms

'S
|
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SECTION I. WHY YOU ARE RECEIVING THIS NOTICE

The Agency has reviewed existing data for this active
ingredient(s) and reevaluated the data needed to support :
continued registration of the subject active ingredient(s). This
reevaluation identified additional data necessary to assess the
health and safety of the continued use of products containing
this active ingredient(s). You have been sent this Notice because
you have product(s) containing the subject active ingredients.

SECTION II. DATA REQUIRED BY THIS NOTICE

II-A. DATA REQUIRED

The data required by this Notice are specified in the
Requirements Status and Registrant's Response Forms: Attachment 3




(for both generic and product specific data requirements).
Depending on the results of the studies required in this Notice,
additicnal studies/testing may be required.

II-B. 18] OR SSION OF DAT

You are required to submit the data or otherwise satisfy the
data requirements specified in the Requirements Status and
Registrant's Response Forms (Attachment 3) within the timeframes
provided.

II-C. TESTING PROTOCOL

All studies required under this Notice must be conducted in
accordance with test standards outlined in the Pesticide
Assessment Guidelines for those studies for which guidelines have
been established.

These EPA Guidelines are available from the National
Technical Information Service (NTIS), Attn: Order Desk, 5285 Port
Royal Road, Springfield, Va 22161 (Telephone number:
703-487-4650) .

Protocols approved by the Organization for Economic
Cooperation and Development (OECD) are also acceptable if the
OECD recommended test standards conform to those specified in the
Pesticide Data Requirements regulation (40 CFR § 158.70) . When
using the OECD protocels, they should be modified as appropriate
so that the data generated by the study will satisfy the
requirements of 40 CFR § 158. Normally, the Agency will not
extend deadlines for complying with data requirements when the
studies were not conducted in accordance with acceptable
standards. The OECD protocols are available from OECD, 2001 L
Street, N.W., Washington, D.C. 20036 (Telephone number 202-785-
6323; Fax telephone number 202-785-0350).

All new studies and proposed protocols submitted in response
to this Data Call-In Notice must be in accordance with Good
Laboratory Practices [40 CFR Part 160]. ' '

II-D. REGISTRANTS CEIVING P I0US SECTION 3(c} (2

NOTICES ISSUED BY THE AGENCY
Unless otherwise noted herein, this Data Call-In does not in

any way supersede or change the requirements of an evious Data
Call-In(s), or any other agreements entered into with the Agency
pertaining to such prior Notice. Registrants must comply with the
requirements of all Notices to avoid issuance of a Notice of
Intent to Suspend their affected products.

3



SBECTION III. COMPLIANCE WITH REQUIREMENTS OF THIS NOTICE

You must use the correct forms and instructions when
completing your response to this Notice. The type of Data
Call-In you must comply with (Generic or Product Specific) is
specified in item number 3 on the four Data Call-In forms
(Attachments 2 and 3).

III-A. SCHEDULE FOR RESPONDING TO THE AGENCY

The appropriate responses initially required by this Notice
for generic and product specific data must be submitted to the
Agency within 90 days after your receipt of this Notice. Failure
to adequately respond to this Notice within 90 days of your
receipt will be a basis for issuing a Notice of Intent to Suspend
(NOIS) affecting your products. This and other bases for issuance
of NOIS due to failure to comply with this Notice are presented
in Section IV-A and IV-B.

III-B. OPTIONS FOR RESPONDING TO THE AGENCY
1. Generic Data Requirements

The options for responding to this Notice for generic data
requirements are: (a) voluntary cancellation, (b) delete use(s),
(c) claim generic data exemption, (d) agree to satisfy the
generic data requirements imposed by this Noc-ice or (e) request a
data waiver(s).

A discussion of how to respond if you choose the Voluntary
Cancellation option, the Delete Use(s) option or the Generic Data
Exemption option is presented below. A discussion of the various
options available for satisfying the generic data requirements of
this Notice is contained in Section III-C. A discussion of
options relating to requests for data waivers is contained in
Section III-D.

Two forms apply to generic data requirements, one or both of
which must be used in responding to the Agency, depending upon
your response. These two forms are the Data-Call-In Response
Form, and the Requirements Status and Registrant's Response orm,’
(contained in Attachments 2 and 3, respectively).

The Data Call-In Response Forms must be submitted as part of

every response to this Notice. The Requirements Status angd
Registrant's Response Forms alsc must be submitted if you do not

qualify for a Generic Data Exemption or are not requesting
voluntary cancellation of your registration(s).. Please note that
. the company's authorized representative is required to sign the
first page of both Data Call-In Response Forms and the
Reguirements Status and Registrant's Response Forms (if this form

4
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is required) and initial any subsegquent pages. The forms contain
separate detailed instructions on the response options. Do not
alter the printed material. If you have questions or need
assistance in preparing your response, call or write the contact -
person(s) identified in Attachment 1. _

a. VOluntagx Cancellatjon -

You may avoid the requirements of this Notice by requesting
voluntary cancellation of your product(s) containing the active
ingredient that is the subject of this Notice. If you wish to
voluntarily cancel your product, you must submit completed
Generic and Product Specific pData Call-In Response Forms
(Attachment 2), indicating your election of this option.
Voluntary cancellation is item number 5 on both Data Call-In
Response Form(s). If you choose this option, these are the only
forms that you are required to complete.

If you chose to voluntarily cancel your product, further
sale and distribution of your product after the effective date of
cancellation must be in accordance with the Existing Stocks
provisions of this Notice, which are contained in Section IV-C.

b. Use Deletion -

You may avoid the requirements of this Notice by eliminating
the uses of your product to which the requirements apply. If you
wish to amend your registration to delete uses, you must submit
the Requirements Status and Registrant's Response Form
(Attachment 3), a completed application for amendment, a copy of
your proposed amended labeling, and all other information
required for processzng the application. Use deletion is option
number 7 under item 9 in the instructions for the Requirements

Status and Registrant's Respogse Forms. You must also complete a
Data Call-In Response Form by signing the certification, item
number 8. Application forms for amending registrations may be
obtained from the Registration Support Branch, Registration
Division, Office of Pesticide Programs, EPA, by calling (703)
308-8358.

If you choose to delete the use(s) subject to this Notice or
uses subject to specific data requirements, further sale,
distribution, or use of your product after one year from the due
date of your 90 day response, is allowed only if the product
bears an amended label.

c. Generic Data Exemption -

Under section 3(c) (2) (D) of FIFRA, an applicant for
registration of a product is exempt from the requirement to
submit or cite generic data concerning an activé ingredient if
the active ingredient in the product is derived exclusively from

S
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purchased, registered pesticide products containing the active
ingredient. EPA has concluded, as an exercise of its discretion,
that it normally will not suspend the registration of a product’
which would qualify and continue to qualify for the generic data
exemption in section 3(c)(2) (D) of FIFRA. To qualify, all of the
following requirements must be met:

(i). The active ingredient in your registered product must
be present solely because of incorporation of another
registered product which contains the subject active
ingredient and is purchased from a source not connected with
you;

(ii). Every registrant who is the ultimate source of the
active ingredient in your product subject to this DCI must
be in compliance with the requirements of this Notice and
must remain in compliance; and

(iii);- You must have provided to EPA an accurate and
current "Confidential Statement of Formula" for each of your
products to which this Notice applies.

To apply for the Generic Data Exemption you must submit a

completed Data Call-In Response Form, Attachment 2 and all

supporting documentation. The Generic Data Exemption is item
number 6a on the Data Call-In Response Form. If you claim a
generic data exemption you are not required *o complete the

R irements Status and Registrant's Response rm. Generic Data
Exemption cannot be selected as an option for responding to
product specific data requirements.

If you are granted a Generic Data Exemption, you rely on the
efforts of other persons to provide the Agency with the required
data. If the registrant(s) who have committed to generate and
submit the required data fail to take appropriate steps to meet
requirements or are no longer in compliance with this Data Call-
In Rotice, the Agency will consider that both they and you are
not compliance and will normally initiate proceedings to suspend
the registrations of both your and their product(s), unless you
commit to submit and do submit the required data within the
specified time. In such cases the Agency generally will not grant
a time extension for submitting the data.

d. Satisfvying the Ge e;ic Data Recquiremen of this Notic

There are various options available to satisfy the generic-
data requirements of this Notice. These options are discussed in
Section III-C.l. of this Notice and comprise options 1 through 6
of item 9 in the instructions for the Requirements Status and

‘ Registrant's Response Form and item 6b on the Data Call-In
Response Form. If you choose item 6b (agree to satisfy the

6
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generic data requirements), you must submit the Data Call-In
Response Form and the Requirements Status and Registrant's
Response Form as well as any other information/data pertaining to
the option chosen to address the data requirement. Your response-:
must be on the forms marked "GENERIC" in item number 3.

e. Request for Generic Data Waivers.

Waivers for generic data are discussed in Section III-D.1.
of this Notice and are covered by options 8 and 9 of item 9 in
the instructions for the Requirements Status and Registrant's
Response Form. If you choose one of these options, you must
submit both forms as well as any other information/data
pertaining to the option chosen to address the data requirement.

2. Product Specific Data Requjirements

The options for responding to this Notice for product
specific data are: (a) voluntary cancellation, (b) agree to
satisfy the product specific data requirements imposed by this
Notice or (c) request a data waiver(s).

A discussion of how to respond if you choose the Voluntary
Cancellation option is presented below. A discussion of the
various options available for satisfying the product specific
data requirements of this Notice is contained in Section III-C.2.
A discussion of options relating to requests for data waivers is
contained in Section III-D.2.

Two forms apply to the product specific data requirements
one or both of which must be used in responding to the Agency,
depending upon your response. These forms are the Data-Call-In
Response Form, and the Regquirements Status and Registrant's
Response Form, for product specific data (contained in
Attachments 2 and 3, respectively). The Data Call-In Response
Form must be submitted as part of every response to this Notice.
In addition, one copy of the Requirements Status and Registrant's
Response Form also must be submitted for each product listed on

the Data Call-In Response Form unless the voluntary cancellation
option is selected. Please note that the company's authorized

.representative is required to sign the first page of the Data
Call-In Response Form and Requirements Status and Registrant's
Response Form (if this form is required) and initial any
subsequent pages. The forms contain separate detailed
instructions on the response options. Do not alter the printed
material. If you have questions or need assistance in preparing
your response, call or write the contact person(s) identified in
Attachment 1.

a. Voluntary Cancellation
7
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You may avoid the requirements of this Notice by requesting
voluntary cancellation of your product(s) containing the active
ingredient that is the subject of this Notice. If you wish to .
voluntarily cancel your product, you must submit a completed Data
Call-In Response Form, indicating your election of this optiocn.
Voluntary cancellation is item number 5 on both the Generic and
Product Specific Data Call-In Response Forms. If you choose this
option, you must complete both Data Call-In response forms.

These are the only forms that you are required to complete.

If you choose to veoluntarily cancel your product, further
sale and distribution of your product after the effective date of
cancellation must be in accordance with the Existing Stocks
‘provisions of this Notice which are contained in Section IV-C.

b. Satisfving the Product Specific Data Requirements of
this Notice.

There are various options available to satisfy the product
specific data requirements of this Notice. These options are
discussed in Section III-C.2. of this Notice and comprise options
1 through 6 of item 9 in the instructions for the product
specific Reguirements Status and Reqgistrant's Response Form and
item numbers 7a and 7b (agree to satisfy the product specific
data requirements for an MUP or EUP as applicable) on the product
specific Data Call-In Response Form. Note that the options
available for addressing product specific data requirements
differ slightly from those options for fulfilling generic data
requirements. Deletion of a use(s) and the low volume/minor use
option are not valid options for fulfilling product specific data
requirements. It is important to ensure that you are using the
correct forms and instructions when completing your response to
the Reregistration Eligibility Decision document.

C. Request for Product Specific Data Waivers.

Waivers for product specific data are discussed in Section
III~D.2. of this Notice and are covered by option 7 of item 9 in
the instructions for the Requirements Status and Registrant's
Response Foerm. If you choose this option, you must submit the

Data Call-In Response Form and the Requirements Status and

Registrant's Response Form as well as any other information/data
pertaining to the option chosen to address the data requirement.
Your response must be on the forms marked "PRODUCT SPECIFIC" in

iter number 3.

III-C SATISFYING THE DATA REQUIREMENTS OF THIS NOTIC

-
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1. Generig Data
If you acknowledge on the Generic Data Call-In Response Form

that you agree to satisfy the generic data requirements (i.e. you
select item number 6b), then you must select one of the six o
options on the Generic Requirements Status and Registrant's
Response Form related to data production for each data
requirement. Your option selection should be entered under item
number 9, "Registrant Response." The six options related to data
production are the first six options discussed under item 9 in
the instructions for completing the Requirements Status and
Registrant's Response Form. These six options are listed
immediately below with information in parentheses to guide you to
additional instructions provided in this Section. The cptions
are:

(1) I will generate and submit data within the specified
timeframe (Developing Data)

(2) I have entered into an agreement with one or more
registrants to develop data jointly (Cost Sharing)

(3) I have made offers to cost-share (Offers to Cost Share)
‘(4) I am submitting an existing study that has not been

submitted previously to the Agency by anyone
(Submitting an Existing Study)

(5) I am submitting or citing data to upgrade a study
classified by EPA as partially acceptable and
upgradeable (Upgrading a Study)

(6) I am citing an existing study that EPA has classified
as acceptable or an existing study that has been
submitted but not reviewed by the Agency (Citing an
Existing Study)

Option 1. Developing Data

If you choose to develop the required data it must be in
conformance with Agency deadlines and with other Agency
requirements as referenced herein and in the attachments. All
data generated and submitted must comply with the Good Laboratory
Practice (GLP) rule (40 CFR Part 160), be conducted according to
the Pesticide Assessment Guidelines (PAG) and be in conformance
with the requirements of PR Notice 86-5. In addition, certain
studies require Agency approval of test protocols in advance of
‘study initiation. Those studies for which a protocol must be
submitted have been identified in the Regquirements Status_and
Registrant's Response Form and/or footnotes to the form. If you
wish to use a protocol which differs from the options discussed
in Section II-C of this Notice, you must submit a detailed
description of the proposed protocol and your reason for wishing
to use it. The Agency may choose to reject a protocol not
specified in Section II-C. If the Agency rejectg your protocol
you will be notified in writing, however, you should be aware

9



that rejection of a proposed protocol will not be a basis for
extending the deadline for submission of data.

A progress report must be submitted for each study within 90
days from the date you are required to commit to generate or
undertake some other means to address that study requirement,
such as making an offer to cost share or agreeing to share in the
cost of developing that study. This 90-day progress report must
include the date the study was or will be initiated and, for
studies to be started within 12 months of commitment, the name
and address of the laboratory(ies) or individuals who are or will
be conducting the study.

In addition, if the time frame for submission of a final
report is more than 1 year, interir reports must be submitted at
12 month intervals from the date you are required to commit to
generate or otherwise address the requirement for the study. In
addition to the other information specified in the preceding
paragraph, at a minimum, a brief description of current activity
on and the status of the study must be included as well as a full
description of any problems encountered since the last progress
report.

The time frames in the Requirements Status and Registrant's
Response Form are the time frames that the Agency is allowing for
the submission of completed study reports or protocols. The noted
deadlines run from the date of the receipt of this Notice by the
registrant. If the data are not submitted by the deadline, each
registrant is subject to receipt of a Notice of Intent to Suspend
the affected registration(s).

If you cannot submit the data/reports to the Agency in the
time recuired by this Notice and intend to seek additional time
to meet the requirements(s), you must submit a request to the
Agency which includes: (1) a detailed description of the expected
difficulty and (2) a proposed schedule including alternative
dates for meeting such requirements on a step-by-step basis. You
must explain any technical or laboratory difficulties and provide
documentation from the laboratory performing the testing. While
EPA is considering your request, the original deadline remains.
The Agency will respond to your request in writing. If EPA dces
not grant your request, the original deadline remains. Normally,
extensions can be requested only in cases of extraordinary
testing problems beyond the expectation or control of the
registrant. Extensions will not be given in submitting the 90-day
responses. Extensions will not be considered if the request for
extension is not made in a timely fashion; in no event shall an
extension request be considered if it is submitted at or after
. the lapse of the subject deadline.

Option 2. Agreement to Share in Cost to Develop Data

10
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If you choose to enter into an agreement to share in the
cost of producing the required data but will not be submitting
the data yourself, you must provide the name of the registrant
who will be submitting the data. You must also provide EPA with . -
documentary evidence that an agreement has been formed. Such
evidence may be your letter offering to join in an agreement and
the other registrant's acceptance of your offer, or a written
statement by the parties that an agreement exists. The agreement
to produce the data need not specify all of the terms of the
final arrangement between the parties or the mechanism to resolve
the terms. Section 3(c) (2) (B) provides that if the parties cannot
resolve the terms of the agreement they may resolve their
differences through binding arbitration.

n 0 re in t Cost of Data velopmen

If you have made an offer to pay in an attempt to enter into
an agreement or amend an existing agreement to meet the
requirements of this Notice and have been unsuccessful, you may
request EPA (by selecting this option) to exercise its discretion
not to suspend your registration(s), although you do not comply
with the data submission requirements of this Notice. EPA has
determined that as a general policy, absent other relevant
considerations, it will not suspend the registration of a product

of a registrant who has in good faith sought and continues to
seek to enter into a joint data development/cost sharing program,
but the other registrant(s) developing the data has refused to
accept the offer. To qualify for this option, you must submit
documentation to the Agency proving that you have made an offer
to another registrant (who has an obligation to submit data) to
share in the burden of developing that data. You must also submit
to the Agency a completed EPA Form 8570-32, Certification of
Offer to Cost Share in the Development of Data, Attachment 7. 1In
addition, you must demonstrate that the other registrant to whom-
the offer was made has not accepted your offer to enter into a
cost-sharing agreement by including a copy of your offer and
proof of the other registrant's receipt of that offer (such as a
certified mail receipt). Your offer must, in addition to anything
else, offer to share in the burden of producing the data upon
terms to be agreed to or, failing agreement, to be bound by
binding arbitration as provided by FIFRA section 3(c) (2) (B) (iii)
and must not qualify this offer. The other registrant must also
.inform EPA of its election of an option to develop and submit the
data required by this Notice by submitting a Data call-In
Response Form and a Requirements Status and Reqgistrant's Response
Form committing to develop and submit the data required by this
Notice. :

In order for you to avoid suspension under this option, you
may not withdraw your offer to share in the burden of developing
the data. In addition, the other registrant must fulfill its
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commitment to develop and submit the data as required by this
Notice. If the other registrant fails to develop the data or for
some other reason is subject to suspension, your registration as.
well as that of the other registrant normally will be subject to-
initiation of suspension proceedings, unless you commit to
submit, and do submit, the required data in the specified time
frame. In such cases, the Agency generally will not grant a time
extension for submitting the data.

Option 4. Submitting an Existing Study

If you cheoose to submit an existing study in response to
this Notice, you must determine that the study satisfies the
requirements imposed by this Notice. You may only submit a study
that has not been previocusly submitted to the Agency or
previously cited by anyone. Existing studies are studies which
predate issuance of this Notice. Do not use this option if you
are submitting data to upgrade a study. (See Option 5).

You should be aware that if the Agency determines that the
study is not acceptable, the Agency will require you to comply
with this Notice, normally without an extension of the required
date of submission. The Agency may determine at any time that a
study is not valid and needs to be repeated.

To meet the requirements of the DCI Notice for submitting an

existing study, all of the following three criteria must be
clearly Met:

a. You must certify at the time that the existing study is
submitted that the raw data and specimens from the
study are available for audit and review and you must
identify where they are available. This must be done in
accordance with the requirements of the Goocd Laboratory
Practice (GLP) regulation, 40 CFR Part 160. As stated
in 40 CFR 160.3 "’ [r]aw data' means any laboratory
worksheets, records, memoranda, notes, or exact copies
therecf, that are the result of original observations
and activities of a study and are necessary for the
reconstruction and evaluation of the report of that
study. In the event that exact transcripts of raw data
have been prepared (e.g., tapes which have been
transcribed verbatim, dated, and verified accurate by
signature), the exact copy or .exact transcript may be-
substituted for the original source as raw data. 'Raw
data' may include photographs, microfilm or microfiche

- copies, computer printouts, magnetic media, including
dictated observations, and recorded data from automated
instruments." The term "specimens", according to 40 CFR
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160.3, means "any material derived from a test systenm
for examination or analysis."

b. Health and safety studies completed after May 1984 also..
must also contain all GLP-required guality assurance o
and quality control information, pursuant to the
requirements of 40 CFR Part 160. Registrants also must
certify at the time of submitting the existing study
that such GLP information is available for post May
1984 studies by including an appropriate statement on
or attached to the study signed by an authorized
official or representative of the registrant.

c. You must certify that each study fulfills the
acceptance criteria for the Guideline relevant to the
study provided in the FIFRA Accelerated Reregistration
Phase 3 Technical Guidance and that the study has been
conducted according to the Pesticide Assessment
Guidelines (PAG) or meets the purpose of the PAG (both
available from NTIS). A study not conducted according
to the PAG may be submitted to the Agency for
consideration if the registrant believes that the study
clearly meets the purpose of the PAG. The registrant is
referred to 40 CFR 158.70 which states the Agency's
policy regarding acceptable protocols. If you wish to
submit the study, you must, in addition to certifying
that the purposes of the PAG are met by the study,
clearly articulate the rationale why you believe the
study meets the purpose of the PAG, including copies of
any supporting information or data. It has been the
Agency's experience that studies completed prior to
January 1970 rarely satisfied the purpose of the PAG
and that necessary raw data usually are not available
for such studies. )

If you submit an existing study, you must certify that the
study meets all requirements of the criteria outlined above.

If EPA has previously reviewed a protocol for a study you
are submitting, you must identify any action taken by the Agency
on the protocol and must indicate, as part of yocur certification,
- the manner in which all Agency comments, concerns, or issues were
addressed in the final protocel and study.

If you know of a study pertaining to any requirement in this
Notice which dces not meet the criteria outlined above but does
contain factual information regarding unreasonable adverse
effects, you must notify the Agency of such a study. If such
study is in the Agency's files, you need only cite it along with
the notification. If not in the Agency's files, you must submit a
summary and copies as regquired by PR Notice 86-5.
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Option 5. Upgrading a Study

If a study has been classified as partially acceptable and-
upgradeable, you may submit data to upgrade that study. The
Agency will review the data submitted and determine if the
requirement is satisfied. If the Agency decides the requirement
is not satisfied, you may still be required to submit new data
normally without any time extension. Deficient, but upgradeable
studies will normally be classified as supplemental. However, it
is important to note that not all studies classified as
supplemental are upgradeable. If you have guestions regarding the
classification of a study or whether a study may be upgraded,
call or write the contact person listed in Attachment 1. If you
submit data to upgrade an existing study you must satisfy or
supply information to correct all deficiencies in the study
identified by EPA. You must provide a clearly articulated
rationale of how the deficiencies have been remedied or corrected
and why the study should be rated as acceptable to EPA. Your
submission must also specify the MRID number({s) of the study
which you are attempting to upgrade and must be in conformance
with PR Notice 86-5.

Do not submit additional data for the purpose of upgrading a
study classified as unacceptable and determined by the Agency as
not capable of being upgraded.

This option also should be used to cite data that has been
previously submitted to upgrade a study, but has not yet been
reviewed by the Agency. You must provide the MRID number of the
data submission as well as the MRID number of the study being
upgraded.

The criteria for submitting an existing study, as specified
in Option 4 above, apply to all data submissions intended to
upgrade studies. Additionally, your submission of data intended

to upgrade studies must be accompanied by a certification that
you comply with each of those criteria, as well as a
certification regarding protocol compliance with Agency
requirements.

Option 6. Citing Existing Studies

If you choose to cite a study that has been previously
submitted to EPA, that study must have been previously classified
by EPA as acceptable, or it must be a study which has not yet
been reviewed by the Agency. Acceptable toxicology studies
generally will have been classified as "core-guideline" or "core-
minimum.® For ecological effects studies, the classification
_ generally would be a rating of "core." For all other disciplines

the classification would be "acceptable." With respect to any
studies for which you wish to select this option, you must
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provide the MRID number of the study you are citing and, if the
study has been reviewed by the Agency, you must provide the
Agency's classification of the study.

F

If you are citing a study of which you are not the original
data submitter, you must submit a completed copy of EPA Form

8570-31, cCertification with Respect to Data Compensation
Regquirements.

2. Product Specific Data

If you acknowledge on the product specific Data Call-In
Response Form that you agree to satisfy the product specific data
requirements (i.e. you select option 7a or 7b), then you must

select one of the six options on the Regquirements Status and
Registrant's Response Form related to data production for each

data requirement. Your option selection should be entered under
item number 9, "Registrant Response." The six options related to
data production are the first six options discussed under item 9

in the instructions for completing the Requirements Status and
Registrant's Response Form. These six options are listed

immediately below with information in parentheses to guide
registrants to additional instructions provided in this Section.
The options are: :

(1) I will generate and submit data within the specified
time-frame (Developing Data)

(2) I have entered into an agreement with one or more
registrants to develop data jointly (Cost Sharing)

(3) I have made offers to cost-share (Offers to Cost Share)

(4) I am submitting an existing study that has not been
subnitted previously to the Agency by anyone
(Submitting an Existing Study)

(5) I am submitting or citing data to upgrade a study
classified by EPA as partially acceptable and
upgradeable (Upgrading a Study)

(6) I am citing an existing study that EPA has classified
as acceptable or an existing study that has been
submitted but not reviewed by the Agency (Citing an
Existing Study) :

Option 1. Developing Data -- The requirements for developing

product specific data are the same as those described for generic
data (see Section III.C.1, Option 1) except that normally no
protocols or progress reports are required.

Option 2. Aqree to Share jn Cost to Develop Data -- If you enter

into an agreement to cost share, the same requirements apply to
product specific data as to generic data (see Sec¢tion III.C.1,
Option 2). However, registrants may only choose this option for
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acute toxicity data and certain efficacy data and only if EPA has
indicated in the attached data tables that your product and at
least one other product are similar for purposes of depending on.
the same data. If this is the case, data may be generated for
just one of the products in the group. The registration number of
the product for which data will be submitted must be noted in the
agreement to cost share by the registrant selecting this option.

Option 3. Offer to Share in the Cost of Data Development --~The

same reguirements for generic data (Section III.C.I., Option 3)
apply to this option. This option only applies to acute toxicity
and certain efficacy data as described in option 2 above.

Option 4. Submitting an Existing Study =-- The same requirements
described for generic data (see Section III.C.1l., Option 4) apply

to this option for product specific data.

Option 5. Upgrading a Study -- The same requiremehts described
for generic data (see Section III.C.l., Option 5) apply to this

option for product specific data.

Option 6. Cjting Existing Studies -- The same reguirements
described for generic data (see Section III.C.1., Option 6) apply

to this option for product specific data.

Registrants who select one of the above 6 options must meet
all of the requirements described in the instructions for

completing the Data Call-Tn Response Form and the Regquirements
Status and Registrant's Response Form, and in the generic data
requirements section (III.C.l.), as appropriate.

III~D REQUESTS FOR DATA WAIVERS

1. Generic Data

There are two types of data waiver responses to this Notice.
The first is a request for a low volume/minor use waiver and the
second is a waiver request based on your belief that the data
requirement (s) are not appropriate for your product.

a. Low Volume/Minor Use Waiver

Option 8 under item 9 on the Requirements Status and
Registrant's Response Form. Section 3(c) (2) (A) of FIFRA
requires EPA to consider the appropriateness of requiring
data for low volume, minor use pesticides. In implementing
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this provision, EPA considers low volume pesticides to be
only those active ingredients whose total production veolume
for all pesticide registrants is small. In determining
whether to grant a low volume, minor use waiver, the Agency- *
will consider the extent, pattern and volume of use, the »
econonic incentive to conduct the testing, the importance of
the pesticide, and the exposure and risk from use of the
pesticide. If an active ingredient is used for both high
volume and low volume uses, a low volume exemption will not
be approved. If all uses of an active ingredient are low
volume and the combined volumes for all uses are also low,
then an exemption may be granted, depending on review of
other information outlined below. An exemption will not be
granted if any registrant of the active ingredient elects to
conduct the testing. Any registrant receiving a low volume
minor use waiver must remain within the sales figures in
their forecast supporting the waiver request in order to
remain qualified for such waiver. If granted a waiver, a
registrant will be required, as a condition of the waiver,
to submit annual sales reports. The Agency will respond to
requests for waivers in writing.

To apply for a low volume, minor use waiver, you must
submit the following information, as applicable to your
product(s), as part of your 90-day response to this Notice:

(i). Total company sales (pounds and dollars) of all
registered product(s) containing the active ingredient. If
applicable to the active ingredient, include foreign sales
for those products that are not registered in this country
but are applied to sugar (cane or beet), coffee, bananas,
cocoa, and other such crops. Present the above information
by year for each of the past five years. ’

(ii) Provide an estimate of the sales (pounds and
dollars) of the active ingredient for each major use site.
Present the above information by year for each of the past
five years.

(iii) Total direct production cost of product(s)
containing the active ingredient by year for the past five
Years. Include information on raw material cost, direct
labor cost, advertising, sales and marketing, and any other
significant costs listed separately.

(iv) Total indirect production cost (e.g. plant
overhead, amortized plant -and equipment) charged to
product(s) containing the active ingredient by year for the
past five years. Exclude all non-recurring costs that were
directly related to the active ingredient, such as costs of
initial registration and any data development.

17

.
’ 5 !w-
g



(v) A list of each data requirement for which you seek
a waiver. Indicate the type of waiver sought and the
estimated cost to you (listed separately for each data
requirement and associated test) of conducting the testing
needed to fulfill each of these data requirements.

(vi) A list of each data requirement for which you are
not seeking any waiver and the estimated cost to you (listed
separately for each data requirement and associated test) of
conducting the testing needed to fulfill each of these data
requirements.

(vii) For each of the next ten years, a year-by-year
forecast of company sales (pounds and dollars) of the active
ingredient, direct production costs of product(s) containing
the active ingredient (following the parameters in item 2
above), indirect production costs of product(s) containing
the active ingredient (following the parameters in item 3
above), and costs of data development pertaining to the
active ingredient.

(viii) A description of the importance and unique
benefits of the active ingredient to users. Discuss the use
patterns and the effectiveness of the active ingredient
relative to registered alternative chemicals and
non-chemical control strategies. Focus on benefits unique to
the active ingredient, providing information that is as
quantitative as possible. If you do not have quantitative
data upon which to base your estimates, then present the
reasoning used to derive your estimates. To assist the
Agency in determining the degree of importance of the active
ingredient in terms of its benefits, you should provide
information on any of the following factors, as applicable
to your product(s): (a) documentation of the usefulness of
the active ingredient in Integrated Pest Management, (b)
description of the beneficial impacts on the environment of
use of the active ingredient, as opposed to its registered
alternatives, (¢) information on the breakdown of the active
ingredient after use and on its persistence in the
environment, and (d) description of its usefulness against a
pest (s) of public health significance.

Failure to submit sufficient information for the Agency to
make a determination regarding a regquest for a low volume/minor
use waiver will result in denial of the request for a waiver.

b. Recuest for Waiver of Data

option 9, under Item 9, on the Reguirements Status and
Registrant's Response Form. This option may be used if you
believe that a particular data requirement should not apply
because the requirement is inappropriate. You must submit a
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rationale explaining why you believe the data requirements
should not apply. You also must submit the current label (s)
of your product(s) and, if a current copy of your

Confidential Statement of Formula is not already on file you -
must submit a current copy.

You will be informed of the Agency's decision in
writing. If the Agency determines that the data requirements
of this Notice are not appropriate to your product(s), you
will not be required to supply the data pursuant to section
3(c) (2) (B). If EPA determines that the data are required for
your product(s), you must choose. a method of meeting the

equirements of this Notice within the time frame ovided
by this Notice. Within 30 days of your receipt of the
Agency's written decision, you must submit a revised

Requirements Status and Registrant's Response Form

indicating the option chosen.

2. Product Specific Data

If you request a waiver for product specific data because
you believe it is inappropriate, you must attach a complete
justification for the request including technical reasons, data
and references to relevant EPA regulations, guidelines or
policies. (Note: any supplemental data must be submitted in the
format required by PR Notice 86-5). This will be the only
opportunity to state the reasons or provide information in
support of your request. If the Agency approves your waiver
reguest, you will not be required to supply the data pursuant to
section 3(c)(2)(B) of FIFRA. If the Agency denies your waiver
request, you must choose an option for meeting the data
requirements of this Notice within 30 days of the receipt of the
Agency's decision. You must indicate and submit the option

chosen on the product specific Requirements Status and
Regjstrant's Response Form. Product specific data requirements

for product chemistry, acute toxicity and efficacy (where
appropriate) are required for all products and the Agency would
grant a waiver only under extraordinary circumstances. You should
also be aware that submitting a waiver request will not
automatically extend the due date for the study in gquestion.
Waiver requests submitted without adequate supporting rationale
will be denied and the original due date will remain in force.

SECTION IV. CONSEOUENCES OF FATLURE TO COMPLY WITH THIS NOTICE
IV-A NOTICE OF INTENT TO SUSPEND

The Agency may issue a Notice of Intent to Suspend products
subject to this Notice due to failure by a registrant to comply
with the requirements of this Data Call-In Notice, pursuant to
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FIFRA section 3(c¢) (2)(B). Events which may be the basis for
issuance of a Notice of Intent to Suspend include, but are not
limited to, the following:

1.

2.

Failure to respond as required by this Notice within 90
days of your receipt of this Notice.

Failure to submit on the required schedule an
acceptable proposed or final protocol when such is
required to be submitted to the Agency for review.

Failure to submit on the required schedule an adequate
progress report on a study as required by this Notice.

Failure to submit on the required schedule acceptable
data as required by this Notice.

Failure to take a required action or submit adegquate
information pertalnlng to any option chosen to address
the data requirements (e.g., any required action or
information pertaining to submission or citation of
existing studies or offers, arrangements, or
arbitration on the sharing of costs or the formation of
Task Forces, failure to comply with the terms of an
agreement or arbitration concerning joint data
development or failure to comply with any terms of a
data waiver).

Failure to submit supportable certifications as to the
conditions of submitted studies, as required by Section
IIT-C of this Notice.

- Withdrawal of an offer tc share in the cost of

developing required data.

Failure of the registrant to whom you have tendered an
offer to share in the cost of developing data and
provided proof of the registrant's receipt of such
offer or failure of a registrant on whom you rely for a
generic data exemption either to: :

i. Inform EPA of intent to develop and submit the data-
required by this Notice on a Data Call-In Response Form
and a Requirements Status and Registrant? esponse
Form.

ii, Fulfill the commitment to develop and submit the
data as required by this Notice; or

iii. Otherwise take appropriate steps to meet the
requirements stated in this Notice,
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unless you commit to submit and do submit the required
data in the specified time frame.

9. Failure to take any required or appropriate steps, not --
mentioned above, at any time following the issuance of
this Notice.

IV-B. BASIS FOR DETERMINATION THAT SUBMITTED STUDY IS
UNACCEPTABLE -

The Agency may determine that a study (even if submitted
within the required time) is unacceptable and constitutes a basis
for issuance of a Notice of Intent to Suspend. The grounds for
suspension include, but are not limited to, failure to meet any
of the following:

1) EPA requirements specified in the Data Call-In Notice
or other documents incorporated by reference (including, as
applicable, EPA Pesticide Assessment Guidelines, Data
Reporting Guidelines, and GeneTox Health Effects Test
Guidelines) regarding the design, conduct, and reporting of
required studies. Such requirements include, but are not
limited to, those relating to test material, test
procedures, selection of species, number of animals, sex and
distribution of animals, dose and effect levels to be tested
or attained, duration of test, and, as applicable, Good
Laboratory Practices.

2) EPA requirements regarding the submission of protocols,
including the incorporation of any changes required by the
Agency following review.

3) EPA requirements regarding the reporting of data,
including the manner of reporting, the completeness of
results, and the adequacy of any required supporting (or
raw) data,  including, but not limited to, requirements
referenced or included in this Notice or contained in PR
86-5. All studies must be submitted in the form of a final
report; a preliminary report will not be considered to
fulfill the submission regquirement. :

iV-C EXISTING STOCKS OF SUSPENDED OR CANCELLED PRODUCTS

EPA has statutory authority to permit continued sale,
distribution and use of existing stocks -of a pesticide product
which has been suspended or cancelled if doing so would be
consistent with the purposes of the Act.

The Agency has determined that such disposition by
registrants of existing stocks for a suspended registration when
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a section 3(c) (2) (B) data request is outstanding generally would
not be consistent with the Act's purposes. Accordingly, the
Agency anticipates granting registrants permission to sell,
distribute, or use existing stocks of suspended product(s) only
in exceptional circumstances. If you believe such disposition of
existing stocks of your product(s) which may be suspended for
failure to comply with this Notice should be permitted, you have
the burden of clearly demonstrating to EPA that granting such
permission would be consistent with the Act. You also must
explain why an "existing stocks" provision is necessary,
including a statement of the quantity of existing stocks and your
estimate of the time required for their sale, distribution, and
use. Unless you meet this burden, the Agency will not consider
any request pertaining to the continued sale, distribution, or
use of your existing stocks after suspension.

If you request a voluntary cancellation of your product(s)
as a response to this Notice and your product is in full
compliance with all Agency requirements, you will have, under
most circumstances, one year from the date your 90 day response
to this Notice is due, to sell, distribute, or use existing
stocks. Normally, the Agency will allow persons other than the
registrant such as independent distributors, retailers and end
users to sell, distribute or use such existing stocks until the
stocks are exhausted. Any sale, distribution or use of stocks of
voluntarily cancelled products containing an active ingredient
for which the Agency has particular risk concerns will be
determined on a case-by-case basis.

Requests for voluntary cancellation received after the 90
day response period required by this Notice will not result in
the agency granting any additional time to sell, distribute, or
use existing stocks beyond a year from the date the 90 day
response was due, unless you demonstrate to the Agency that you
are in full compliance with all Agency requirements, including
the requirements of this Notice. For example, if you decide to
voluntarily cancel your registration six months before a 3-year
study is scheduled to be submitted, all progress reports and
other information necessary to establish that you have been
conducting the study in an acceptable and good faith manner must
have been submitted to the Agency, before EPA will consider
granting an existing stocks provision.

BECTION V. REGISTRANTS' OBLIGATION_ TO REPORT POSSIBLE
UNREASONABLE ADVERSE EFFECTS

Registrants are reminded that FIFRA section 6(a)(2) states
that if at any time after a pesticide is registered a registrant
. has additional factual information regarding unreasonable adverse
effects on the environment by the pesticide, the registrant shall
submit the information to the Agency. Registrants must notify the
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Agency of any factual information they have, from whatever
source, including but not limited to interim or preliminary

. results of studies, regarding unreasonable adverse effects on man
or the environment. This requirement continues as long as the

products are registered by the Agency.

SECTION VI.

If you have any questions regarding the requlrements and
procedures established by this Notice, call the contact person(s)

listed in Attachment 1, the Data Call-In Chemical Status Sheet.

All responses to this Notice must include completed Dat

Call-In Response Forms (Attachment 2)and completed R_cn_u:smsm;g
(Attachment 3}, for both

tat

NOQUIRIES RESPONSES TO

Registrant’s

8 NOTIC

(generic and product specific data) and any other documents

required by this Notlce, and should be submitted to the contact
person(s) identified in Attachment 1.
cancellation or generic data exemption option is chosen, only the

Generic and Product Specific Data Call-In Response Forms need be

submitted.

The Office of Compliance Honitorlng (OCM} of the Office of
Prevention, Pesticides and Toxic Substances (OPPTS), EPA, will be
monitoring the data being generated in response to this Notlce.

Sincerely yours,

Daniel M. Barolo, Director
Special Review and

Reregistration Division

Attachments

The Attachments to this Notice are:
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ata C - Chemica tatu
Generic Data Call-
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d Product Specific

If the voluntary
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Call-Tn Response Forms with Instructions

eneric Dat all=In a Produc ecific Da
Call- e ements Status and Reqgistrant’s
Response Forms with Instructions
ouping o =Use s fo eet] cute -
Toxicolo ta Requirements for Rereqgistrati
EPA Acceptance Criteria .
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Cost Share and Data Compensation Forms
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Chemical Status Sheet
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GLYPHOSATE: DATA CALL-IN CHEMICAL STATUS SHEET

DATA REQUIRED BY THIS NOTICE

The additional data requirements needed to complete the data
base for glyphosate are contained in Generic DCI and Product

Specific DCI Regglrements Status angd Reglstrant's Response forms

{Attachment 3).

INOUIRIES AND RESPONSES TO THIS NOTICE

If you have any questions regardlng the generic data base
for glyphosate, please contact Eric Feris, the Review Manager for
this chemical through the Virginia Relay (1-800-828-1140) at
(703) 308-8048.

If you have any questions regarding the product specific
data requirements and procedures established by this Notice,
please contact Frank Rubis at (703) 308-8184.

All responses to this Notice should be submitted to:

Eric Feris

Special Review and Reregistration Division (7508W)
Office of Pesticide Programs

U.S. Environmental Protection Agency

Washington, D.C. 20460

RE: Glyphosate
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Generic DCI and Product Specific DCI Response Forms with
Instructions
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Instructions For Completing
The
"Data Call-In Response Forms"
For The Generic And Product Specific Data Call-In

INTRODUCTION

These instructions apply to the Generic and Product Specific
"Data Call~-In Response Forms" and are to be used by registrants
to respond to generic and product specific Data Call-Ins as part
of EPA’s Reregistration Program under the Federal Insecticide
Fungicide and Rodenticide Act. The type of data call-in (generic
or product specific) is indicated in item number 3 ("Date and
Type of DCI"™) on each form. BOTH "Data Call-In Response"™ forms
must be completed.

Although the form is the same for both generic and product
specific data, instructions for completing these forms are
different. Please read these instructions carefully before
filling out the forms.

EPA has developed these forms individually for each
registrant, and has preprinted these forms with a number of
items. DO NOT use these forms for any other active ingredient.

Items 1 through 4 have been preprinted on the form. Items 5
through 7 must be completed by the registrant as appropriate.
Items 8 through 11 must be completed by the registrant before
submitting a response to the Agency.

Public reporting burden for this collection of information
is estimated to average 15 minutes per response, including time
for reviewing instructions, searching existing data sources,
gathering and maintaining the data needed, and completing and
reviewing the collection of information. Send comments regarding
the burden estimate or any other aspect of this collection of
information, including suggesting for reducing this burden, to
Chief, Information Policy Branch, PM-223, U.S. Environmental
Protection Agency, 401 M St., S.W., Washington, D.C. 20460; and
to the Office of Management and Budget, Paperwork Reduction
Project 2070-0107, Washington, D.C. 20503.
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INSTRUCTIONS FOR COMPLETING THE DATA CALL-IN RESPONSE FORMS
Generic and Product Specific Data Call-In

Item 1.

Item 2.

Item 3.

Item 4.

Item 5.

Item 6a.

OX BOTH FORMS: This item identifies your company name,
nunber and address.

ON BOTH FORMS: This item identifies the case number,
case name, EPA chemical number and chemical name.

OR BOTH FORMS: This item identifies the type of Data
Call-In. The date of issuance is date stamped.

ON BOTH FORMS: This item identifies the EPA product
registrations relevant to the data call-in. Please
note that you are alsoc responsible for informing the
Agency of your response regarding any product that you
believe may be covered by this Data Call-In but that is
not listed by the Agency in Item 4. You must bring any
such apparent omission to the Agency’s attention within
the period required for submission of this response
form.

ON BOTH FORMS: Check this item for each product
registration you wish to cancel voluntarily. If a
registration number is listed for a product for which
you previously requested voluntary cancellation, :
indicate in Item 5 the date of that request. Since this
Data Call-In regquires both generic and product specific
data, you must complete item 5 on both Data Call-In
response forms. You do not need to complete any item

on the Requirements Status and Registrant'’s Response

Forms.

ON THE GENERIC DATA FORM: Check this Item if the Data
Call-In is for generic data as indicated in Item 3 and
you are eligible for a Generic Data Exemption for the
chemical listed in Item 2 and used in the subject
product. By electing this exemption, you agree to the
terms and conditions of a Generic Data Exemption as '
explained in the Data Call-In Notice.

If you are eligible for or claim a Generic Data

Exemption, enter the EPA registration Number of each
registered source of that active ingredient that you
use in your product. .

Typically, if you purchase an EPA-registered product
from one or more other producers (who, with respect to
the incorporated product, are in compliance with this
and any other outstanding Data Call-In Notice), and



INSTRUCTIONS FOR COMPLETING THE DATA CAII-IN RESPONSE FORMS

Generic and Product Specific Data Call-In

Item 6b.

Item 7a.

Item 7b.

incorporate that product into all your products, you
may complete this item for all products listed on this
form. If, however, you produce the active ingredient
yourself, or use any unregistered product (regardless
of the fact that some of your sources are registered),
you may not claim a Generic Data Exemption and you may
not select this item.

ON THE GENERIC DATA FORM: Check this Item if the Data
call-In is for generic data as indicated in Item 3 and
if you are agreeing to satisfy the generic data
requirements of this Data Call-In. Attach the

Requirements Status and Redgistrant’s Response Form that
indicates how you will satisfy those requirements.

NOTE: Item 6a and 6b are not applicable for Product
Specific Data.

ON THE PRODUCT SPECIFIC DATA FORM: For each
manufacturing use product (MUP) for which you wish to
maintain registration, you must agree to satisfy the
data requirements by responding "yes."

For each end use product {EUP) for which you wish to
maintain registration, you must agree to satisfy the
data requirements by responding "yes."

FOR BOTH MUP and EUP products

You should alsoc respond "yes" to this item (7a for
MUP’s and 7b for EUP’s) if your product is identical to
another product and you qualify for a data exemption.
You must provide the EPA registration numbers of your
source(s); do not complete the Requirements Status and
Registrant’s Response form. Examples of such products
include repackaged products and Special Local Needs
(Section 24c) products which are identical to federally
registered products. "

If you are requesting a data waiver, answer “yes" here;
in addition, on the "Requirements Status and
Registrant’s Response" form under Item 9, you must
respond with option 7 (Waiver- Request) for each study
for which you are requesting a waiver.

NOTE: 1Item 7a and 7b are not applicable for Generic
Data. '



INSTRUCTIONS FOR COMPLETING THE DATA CALL-IN RESPONSE FORMS
Generic and Product Specific Data Call-In

Item 8.

Item S.

Itenm 10.

ITtem 11.

Note:

ON BOTHE FORMS: This certification statement must be
signed by an authorized representative of your company
and the person signing must include his/her title.
Additional pages used in your response must be
initialled and dated in the space provided for the
certification. )

ON BOTH FORMS: Enter the date of signature.

ON BOTH FORMS: Enter the name of the person EPA should
contact with questions regarding your response.

ON BOTH FORMS: Enter the phone number of your company
contact.

You may provide additional information that does not
fit on this form in a signed letter that accompanies
your response. For example, you may wish to report
that your product has already been transferred to
another company or that you have already voluntarily
cancelled this product. For these cases, please supply
all relevant details so that EPA can ensure that its
records are correct. '



Joquny suoyd 41

3993u0) Auedwo) jo swey °g|

a38g 4

*239)dW02 pUs *8394N308 ‘ONJ3 S4B SIUINGIEINE 1|8 PUB WUOJ SIYI UD SpEW SIUGWSINIS Sy} ey Ajj3sed |
UojI93431349] 8

sALI03UNSIIdSY paz]ioyIny 8,Auedeo) JO 81311 PUe sunjeul)s

we) e)qua) dde Jepun yiog 4o
Jusumios | i) ‘aul) Aq sjqeysiund oq As JUINIIS BU|PERIS|E JO 8818 A)BujNoUy Aus IBY3 MBPeTHONOS |

T

‘I'N

‘YN

u"dsuodsay

9,30439)83) pus s
UM jnbay, P2)3}Iue w0}
POYINIIE M) UO BJUMERINba
dN3 Y3 Ajsgaes o3 aaube |
(Bus g Us o} 3onposd Ay Q)

" otuodsay

5,3uni3eiBoy pue snyels
SIUNNL INbaY, P13 }IUD WNO)
PayoRIIv By} WO SJUMRIINDII
df Y3 Ajsjaee 03 saube |
pue dnW @ 8} 3onposd Ay -wf

w"dsucdeay u,3uea)eyBay
pus snje3s sjuamad jnbay,
PRIV mi0) PAPIEIIT MY WO
PIIN|puU} 98 PJUIIINbII B3Rg
optouay 4A)s1ies 03 ediBe | "qp

"HOTSq PIIS|) JeqEw UOilel)
-8}83J Y43 234N08 MY} W0}
JueipaiBul #AL128 By} UsEIQO
1 93n@28q uo}jcuer] BINg
ojtoungy ¢ Dujuieid we | *w9

e38q 2 |oeds Jnpod °2

838G 2103 9

Ay
~UNYOA WO} I8}
-s}Bss 3onpoud

143 Jeumd
o) yain | °g

uojIesyn ey
npold V43 ¥

vesl 9 | 834 .
OI¥ANTD

130 o add) pus 0309 '€

- @jesoydA1d 8LT0
SN pue § mN) ‘7

TTIZEYS YSN TYAHMANVY

JIHULS NIVH veZT
ANYdHOD JTdHVS
80.ppY pum sewy Auwdao) *)

*AJRIS823U J| (8)I303ys JRUCLI|PPE #ER
L R ITINT ) vo:!.&o._ uojjemiojul ayy Ayddng pue SUOEIINJISU] POYDRIIN B3 A1 INSEIED PEBS 88BR)d "W} U} Jujad J0 edAy eERald SSNOLLINYISHI

94-1£-50 sasjdv3 yeaosddy

4500-0202
4010-0402 “oN W0

porvsddy wiog

HSNOASHY NI-TIVO ViIvd

09%0Z ‘D °*a ‘uojburysem
Aouaby uoTI0e301d TeIUAWUOITAUF S33e1S .PaITUn

T Jo T eobeq

|

i W



. si; i‘
W b =
§



Joquny auoyq |

3993u0) Auedwo] jo awmN "0}

29¢ "4

AL ININREIIAIY PIT)IoyIny 8,Auduo] O 3134) e ainjeud)s
*NT) 9)qua} jdde Japun yioq 4o |

Juaunosyadu) "auty Ag aiqeysjund Iq Asw JUAWIINIS BulpEa]s|m JO as1p) AjBujnouy Aue ey} abpajmouyos |
233|dWOD PUR ‘2IBJNIIB ‘INJT SJE SILMAPIEILE |18 PUB WO SIYI LO PR SJUNRIN}S Y3 IRy A}13490 )

uc|3e34313433 '@

‘¥'N

‘¥'N

w asuodsay

$,3uvi}eiBay puv sNINLS
$JuauiaJjnbay, Pa11}ius wioy
PRYIRIIN 3} UO SJUIWII|NbIY
dN3 Yy Ajsyies o3 aaube |

[Pue dng us 3) Jonpodd AW "q;

' ISUCdSIY

2,3Us418|B3y pus sniels
S3UR b3y, Pa)3}iua Wioy
PYIR3IP Y} UO SIUWRIINbIJ
diW Y3 Ajsjies o3 29408 |
pus dnn ® 3) yonpoud Aw ey

w'38UOdsay 8,3uRa)8 B3y
Pus SnIeIS S3USERL Jnbay,
PI1I|IUS WO PIYORIIE Ay} uo
PRISI{Puy 3B SjUMAIINDII 938
3}Jauay Ajsiies o) 2auBe | ‘q9

"HO19q PAIS}) JIGUNU UG|IRJY

918 314 j2ads Jonpoag -2

-8B Yd3 33un0s Ay} W0} *Aypamy
U IpaIBu) BALIOR YY) UIRNIQO ~UNJ0A Lo} 3RS
[ asne23q oyIdaX] IvG | .9)B0. 3anpoud
JjJag & Dujwie)d we | ‘ep 143 Jacued
018Q Jj4auag *9 o) ysin | ‘g

uojinaysibay
IMNPoOLd Va3 ‘Y

ve6l 9 | 834

JIdIDads 1LoNaoud
130 j0 adAl pue 33eg ¢

@3esoyd4A1d BLIO
WEN pue p 98] 2

TZE¥S VSN ‘'AYTHMANY
LITHLS NIVH VEZT
ANVAWOOD JTdIWVYS

S33.PpY pue Jwwu Auedwo) *|

‘o) 8143 U0 paisanbad uojleEuojul ay) Ajddne pus SUCHINIISUL PIYIRIIE Ayl A)IN}IJed peIs aseald

*AJUSSII §| (S)raays JRUOLIIpPR B8N

*yU) vy Jusad Jo adAy aswajd ISNOILONBLSNE

96-1£-£0 s34dx3 jwacsddy

4500-0402
4010-020Z oM BWO

paacaddy wiog

HSNOASHY NI-TTVD VIVQ

09¥0Z °D ‘d 'uojbutysem
Aousby uoF3nel014 TejuUSUUOITAUZ S93e3S .PITUN

T 30 1T obeq



'Y



Attachment 3

Generic DCI and Product Specific DCI Requirements Status and
Registrants’ Response Forms with Instructions
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Instructions For Completing
The
"Requirements Status and Registrant’s Response Forms"
For The Generic and Product Specific Data Call-In

INTRODUCTION

These instructions apply to the Generic and Product Specific
"Requirements Status and Registrant’s Response Forms" and are to
be used by registrants to respond to generic and product specific
Data Call-In’s as part of EPA’s reregistration program under the
Federal Insecticide Fungicide and Rodenticide Act. The type of
Data Call-In (genmeric or product specific) is indicated in item
number 3 ("Date and Type of DCI") on each form. Both
"Requirements Status and Registrant’s Response" forms must be
completed.

Although the form is the same for both product specific and
generic data, instructions for completing the forms differ
slightly. Specifically, options for satisfying product specific
data requirements do not include (1) deletion of uses or (2)
request for a low volume/minor use waiver. Please read these
instructions carefully before filling out the forms.

EPA has developed these forms individually for each
registrant, and has preprinted these forms with a number of
items. DO NOT use these forms for any other active ingredient.

Items 1 through 8 have been preprinted on the form. Item 9
must be completed by the registrant as appropriate. Items 10
through 13 must be completed by the registrant before submitting
a response to the Agency.

Public reporting burden for this collection of information
is estimated to average 30 minutes per response, including time
for reviewing instructions, searching existing data sources,
gathering and maintaining the data needed, and completing and
reviewing the collection of information. Send comments regarding
the burden estimate or any other aspect of this collection of
information, including suggesting for reducing this burden, to
Chief, Information Policy Branch, PM-223, U.S. Environmental
Protection Agency, 401 M St., S.W., Washington, D.C. 20460; and
to the Office of Management and Budget, Paperwork Reduction
Project 2070-0107, Washington, D.C. 20503.



INSTRUCTIONS FOR COMPLETING THE "REQUIREMENTS STATUS AND

REGISTRANT’S RESPONSE FORMS"
Generic and Product Specific Data Call-In

Item 1.

ITtem 2.

Item 3.

Item 4.

Item 5.

ON BOTH FORMS: This item identifies your company name,
number and address.

ON THE GENERIC DATA FORM: This item identifies the
case number, case name, EPA chemical number and
chemical name.

ON THE PRODUCT SPECIFIC DATA FORM: This jitem
identifies the case number, case name, and the EPA
Registration Number of the product for which the Agency

- is requesting product specific data.

ON THE GENERIC DATA FORM: This item jdentifies the
type of Data Call-In. The date of issuance is date
stamped.

ON THE PRODUCT SPECIFIC DATA FORM: This ijitem
identifies the type of Data Call-In. The date of
issuance is also date stamped. Note the unique
identifier number (ID#) assigned by the Agency. This
ID number must be used in the transmittal document for
any data submissions in response to this Data Call-In
Notice.

ON BOTE FORMS8: This item identifies the guideline
reference number of studies required. These
guidelines, in addition to the recquirements specified
in the Data Call-In Notice, govern the conduct of the
required studies. Note that series 61 and 62 in
product chemistry are now listed under 40 CFR 158.155
through 158.180, Subpart c.

ON BOTH FORMS: This item identifies the study title
associated with the guideline reference number and
whether protoceols and 1, 2, or 3-year progress reports
are required to be submitted in connection with the
study. As noted in Section III of the Data Call-In
Notice, 90-day progress reports are required for all
studies.

If an asterisk appears in Item 5, EPA has attached
information relevant to this guideline reference number
to the Requirements Status and Registrant’s Response
Form. ‘




INSTRUCTIONS FOR COMPLETING THE "REQUIREMENTS STATUS AND
REGISTRANT’S RESPONSE FORMS"

Generic and Product Specific Data Call-In

ON BOTH FORMS: This item identifies the code
associated with the use pattern of the pesticide. 1In
the case of efficacy data (product specific
requirement), the regquired study only pertains to
products which have the use sites and/or pests
indicated. A brief description of each code follows:

Item 6.

Terrestrial food
Terrestrial feed
Terrestrial non-food
Aquatic food :

Aquatic non-food outdoor
Aquatic non-food industrial
Aquatic non-food residential
Greenhouse food

Greenhouse non-food crop
Forestry

Residential

Indoor food

Indoor non-food

Indoor medical

Indoor residential

CQZRZPRUHIOMEBUOW Y

Item 7. ON BOTH FORMS: This item identifies the code assigned
to the substance that must be used for testing. A brief

description of each code follows:

EUP End-Use Product

MP Manufacturing-Use Product

MP/TGAI Manufacturing-Use Product and Technical
Grade Active Ingredient

PAT Pure Active Ingredient

PAI/M Pure Active Ingredient and Metabolites

PAI/PAIRA Pure Active Indredient or Pute Active
Ingredient Radiolabelled

PAIRA Pure Active Ingredient Radiolabelled

PAIRA/M Pure Active Ingredient Radiolabelled
and Metabolites

PATRA/PM Pure Active Ingredient Radiolabelled
and Plant Metabolites

TEP Typical End-Use Product

TEP ___ % Typical End-Use Product, Percent

. Active Ingredient Specified

TEP/MET Typical End-Use Product and Metabolites

TEP/PAI/M Typical End-Use Product or Pure Active

Ingredient and Metabolites



INSTRUCTIONS FOR COMPLETING THE “REQUIREMENTS STATUS AND

REGISTRANT’S RESPONSE FORMS"
Generic and Product Specific Data Call-In

TGAI Technical Grade Active Ingredient
TGAI/PAX Technical Grade Active Ingredient or
: Pure Active Ingredient

TGAI/PAIRA Technical Grade Active Ingredient or

Pure Active Ingredient
Radiolabelled

TGAI/TEP Technical Grade Active Ingredient or
Typical End-Use Product

MET Metabolites

IMP Impurities

DEGR Degradates

* See: guideline comment

Item 8. This item completed by the Agency identifies the time
frame allowed for submission of the study or protocol

identified in item 5.

ON THE GENERIC DATA FORM: The time frame runs from the
date of your receipt of the Data Call-In notice.

ON THE PRODUCT SPECIFIC DATA FORM: The due date for
submission of product specific studies begins from the

date stamped on the letter transmitting the

Reregistration Eligibility Decision document, and not
from the date of receipt. However, your response to
the Data Call-In itself is due 90 days from the date of

receipt.

Item 9. ON BOTH FORMS: Enter the appropriate Response Code or
Codes to show how you intend to comply with each data
requirement. Brief descriptions of each code follow.
The Data Call-In Notice contains a fuller description

of each of these options.

Option 1. ON BOTH FORMS: (Developing Data) I will conduct a
new study and submit it within the time frames
specified in item 8 above. By indicating that I
have chosen this option, I certify that I will
comply with all the requirements pertaining to the
conditions for submittal of this study as outlined
.in the Data Call-In Notice and that I will provide
the protocols and progress reports required in

item 5 above.

Option 2. ON BOTH FORMS: (Agreement to Cost Share) I have

entered into an agreement with one or more

registrants to develop data jointly. By lndlcatlng

=

.



NSTRUCTIONS FOR CO ING THE "REQUIR NTS STATUS AN
REGISTRANT’S RESPONSE FORMS"

Generic and Product Specific Data Call-In

Option 3,

Option 4.

that I have chosen this option, I certify that I
will comply with all the requirements pertaining
to sharing in the cost of developing data as
outlined in the Data Call-In Notice.

However, for Product Specific Data, I
understand that this option is available for acute
toxicity or certain efficacy data ONLY if the
Agency indicates in an attachment to this notice
that my product is similar enough to another
product to qualify for this option. I certify that
another party in the agreement is committing to
submit or provide the required data; if the
required study is not submitted on time, my
product may be subject to suspension.

ON BOTH FORMB: (Offer to Cost Share) I have made
an offer to enter into an agreement with one or
more registrants to develop data jointly. I am
also submitting a completed "Certification of
offer to Cost Share in the Development of Data"
form. I am submitting evidence that I have made
an offer to ancther registrant (who has an
obligation to submit data) to share in the cost of
that data. I am including a copy of my offer and
proof of the other registrant’s receipt of that
offer. I am identifying the party which is
committing to submit or provide the required data:
if the required study is not submitted on time, my
product may be subject to suspension. I understand
that other terms under Option 3 in the Data
Call-In Notice apply as well.

However, for Product Specific Data, I
understand that this option is available only for
acute toxicity or certain efficacy data and only
if the Agency indicates in an attachment to this
Data Call-In Notice that my product is similar
enough to another product to qualify for this
option.

ON BOTH FORMS: (Submitting Existing Data) I will
submit an existing study by the specified due date
that has never before been submitted to EPA. By
indicating that I have chosen this option, I
certify that this study meets all the regquirements
pertaining to the conditions for submittal of

-



INSTRUCTIONS FOR COMPLETING THE "REQUIREMENTS STATUS AND
REGISTRANT 'S RESPONSE FORMS"

Generic and Product Specific Data Call-In

Ooption 5.

Option 6.

existing data outlined in the Data Call-In Notice
and I have attached the needed supporting
information along with this response.

ON BOTH FORMS: (Upgrading a Study) I will submit
by the specified due date, or will cite data to

upgrade a study that EPA has classified as
partially acceptable and potentially upgradeable.
By indicating that I have chosen this option, I
certify that I have met all the requirements
pertaining to the conditions for submitting or
citing existing data to upgrade a study described
in the Data Call-In Notice. I am indicating on
attached correspondence the Master Record
Identification Number (MRID) that EPA has assigned
to the data that I am citing as well as the MRID
of the study I am attempting to upgrade.

ON BOTH FORMS: (Citing a Study) I am citing an
existing study that has been previously classified
by EPA as acceptable, core, core minimum, or a
study that has not yet been reviewed by the
Agency. If reviewed, I am providing the Agency’s
classification of the study.

However, for Product Specific Data, I am
citing another registrant’s study. I understand
that this option is available ONLY for acute
toxicity or certain efficacy data and ONLY if the
cited study was conducted on my product, an
identical product or a product which the Agency
has "grouped" with one or more other products for
purposes of depending on the same data. I may also
choose this option if I am citing my own data. In
either case, I will provide the MRID or Accession
number (s). If I cite another registrant’s data,
I will submit a completed "Certification With
Respect To Data Compensation Requirements" form.

FOR _THE GENERIC DATA FORM ONLY: The following three options
(Numbers 7, 8, and 9) are responses that apply only to the
“Requirements Status and Registrant’s Response Form" for
generic data. ‘

Opticn 7.

(Deleting Uses) I am attaching an application for
amendment to my registration deleting the uses for
which the data are required.



INSTRUCTIONS FOR COMPLETING THE "REQUIREMENTS STATUS AND
REGISTRANT’S RESPONSE FORMS"
Generic and Product Specific Data Call-In

Option 8.

Option 9.

(Low Volume/Minor Use Waiver Request) I have read

the statements concerning low volume-minor use
data waivers in the Data Call-In Notice and I
request a low-volume minor use waiver of the data
regquirement. I am attaching a detailed
justification to support this waiver request
including, among other things, all information
required to support the request. I understand
that, unless modified by the Agency in writing,
the data requirement as stated in the Notice
governs.

{Request for Waiver of Data) I have read the
statements concerning data waivers other than low-
volume minor-use data waivers in the Data Call-In
Notice and I request a waiver of the data
requirement. I am attaching a rationale explaining
why I believe the data requirements do not apply.
I am also submitting a copy of my current labels.
(You must also submit a copy of your Confidential
Statement of Formula if not already on file with
EPA). I understand that, unless modified by the
Agency in writing, the data requirement as stated
in the Notice governs.

FOR PRODUCT SPECIFIC DATA: The following option (number 7)
is a response that applies to the "Requirements Status and
Registrant’s Response Form" for product specific data.

Option 7.

(Waiver Reqguest) I request a waiver for this
study because it is inappropriate for my product.
I am attaching a complete justification for this
request, including technical reasons, data and
references to relevant EPA regulations, gquidelines
or policies. [Note: any supplemental data must be
submitted in the format required by P.R. Notice
86-5]. I understand that this is my only
opportunity to state the reasons or provide
information in support of my request. If the
Agency approves my waiver request, I will not be
required to supply the data pursuant to Section
3(c) (2) (B) of FIFRA. If the Agency denies my
waiver recuest, I must choose a method of
meetingthe data requirements of this Notice by the
due date stated by this Notice. In this case, I
must, within 30 days-of my receipt of the Agency’s
written decision, submit a revised "Requirements
Status" form specifying the option chosen. I also

-

e



INSTRUCTIONS FOR COMPLETING THE "REQUIREMENTS STATUS AND
REGISTRANT’S RESPONSE FORMSY
Generic and Product Specific Data Call-Tn

Item

Iten

Itenm

Iten

10.

11.

12.

13.

understand that the deadline for submission of
data as specified by the original Data Call-In
notice will not change.

ON BOTH FORMS:

ON BOTH FORMS:

ON BOTH FORMS:

ON BOTH FORMS:

This item must be signed by an
authorized representative of your
company. The person signing must include
his/her title, and must initial and date
all other pages of this form.

Enter the date of signature.

Enter the name of the person EPA should
contact with questions regarding your
response.

Enter the phone number of your company
contact.

You may provide additional information that does not
fit on this form in a signed letter that accompanies
this your response. For example, you may wish to report
that your product has already been transferred to
another company or that you have already voluntarily
cancelled this product. For these cases, please supply
all relevant details so that the Agency can ensure that
its records are correct.



‘ Jaguny auoyd °*§| 3083u0) Auedwo) jo awen *2|
aajInjuesatday pazyioyiny 5,Ausdwo] ;o 3131 pue aJnjeubis
‘Me} 2)qeoyjdde Japun yjoq Jo
owuosaduy "aui) AQ 9)1qeysiund aq Aew Juswialeys Buipealsiw Jo as)By AjBuimMouy Aue Jey) IBpIIMoUNIe |
*9121dWod pul ‘338JN2R ‘aNJ) IJU SIUBWYIEIIR |]R PUR WJOJ SIY] UO IpE SIUMIIILIS YL 3By Aji3dad |
aeg "1 uc|iB3i443990 ‘0L
‘sou  ¢¢ d3l £aga2dv X UOLIENRAD P13t} 33140 TI~207¢
- TSow: 21l S [Eoc(elol-\ | B o LT wnagonds 9zys Jeydodal I-10¢
‘sou 2T 191 M 013009V JoBYA 3413839694 (q)1-¢2t
£ Z l ey
asuodsay AMWady JuR)ISqNS U g s340day juawalinbay
uedys|bay 4 auwp) g say <} asn ‘9 ssaJb04yd 21341 Apmis °g auLjaping ‘4
mmm @3es0ydA}B sujweAdoudos]
g O _ TO9EOT WeN Pue # 182{uY)
OTHINIAD o3esoydi1s 8LTO
120 jo adA] pue ajeq °§ JWBN puUe g ase] 2 $534ppy pur auweu Auedwo) *|
AJ6S8229u }| (S)3aays eucliippe asn
"UNGY 8143 Lo paysenbad uojlewscjul ) Ajddns pus SUOEIINIISUL PayIRIEe BYY A)|NJIJED PEIS 3sEa)d  *Nuj ) Jupad Jo adAy a5831d SSNOILONULISNI
96-15-£0 Saajdw3 18A0.ddy )
- Nmoouﬁﬁ JdENOd8IY B INVUISIDIY GNY SNIVIS SININTUINDIY
- " "ON BWO
Lol QHH& o 09¥02 °*D°a ‘uojburysep
PRArGICY o Koushy uoT309301d TEJUSWUOITAUT SO303S PalTuUn

T 3o T @bed



'.
et -
4R



JIGUNN 3UONd £l

3983u0) Ausdwo) o aweN "Z|

PA1I0JUISIICIY PaTioyany §,Auedwo) 30 2311 pue FJnjeubis

. *Me) 9)qedyydde Jopun yioq Jo
Jusuosaduy ‘Iul) Ag 31qeysiund aq Aew JUdwa39}s BuIpB S J0 35185 AjBuimouy Aug J0y) IEPI|NOUNIe |
*3391dod PUB IITANITE ‘ONJ) ST SIUMIINIIE )18 PuB W10 BJY3 UO Ipel SIUSWIIEIE AYY Y)Y Aj13dad |

aeq 1| U0i3831 443430 "0l
o Hﬂmm .\.HﬂUh. OZZ.HM ._...Hmwhmn_.um< . aunssatd Jodep ‘ ‘mlnvw
vt INd/TYOLJONWIM LIHOZAa0aY | CAmemes [ii T gegpg
IVOL, pue dd/dW|ONWTILIHDIIqD8Y | - o Awswa o L-€9
VOLIONWTY LTHOEIADAY | o A Wied Bupgen | L L 9=E9
1. _ IVOL|ONWIN LTHDIAADGY (9 ujod Buylian : G-€9
JINOL PUR 3 /dW|ONWTILTHOIIQNEY S 23935 103154yd £-€9
‘_ _ dd/dR|{ONWTI CIHOIFADEY (W Poulau 18334 0y £-29.
A Ad/d|ONWT L THDAAg0av | (60000 LRI 0 Y843 Gmed
IV9] pue ONWTIALIHOJIQ0dV ' SisAous Adeujuy)asd 1- mw
ST G N O T P panduy
(€' *oS:Ea.%cszaza .avuﬂm
g N - ssav0ud
: o  wejnusog § uionpoud

Z|TNOL RYR dA/dN|ONWIN CIHDIAGDEY | (2'1). "81814230 Buj340as uydysosag - () g-T19
dd/dW[ONWTA LIHOIAADaY (1) Uojajsoduod § A313usp} 30rpo.g 1-19
anmnt -
asuodsay e 3§ 22uRISgng uJaliegd s1J0day JuauRs |nbay
wensbay -y Wil g P TR sn ‘9 $53460.44 w 31314 ApMs g UL)apINY Y

| 934 69¢-0L "oN -bay vda TZEVS VSN ‘AUIHMANY

mw@nlomIOh #aIx

J14ID0ddS 1onaodd
120 jo adA) pue ajeq ‘g

ajesoydArs 8LTO

MWEN pue # ssE] "2

LITYLS NIVH vEZ1
ANYdHOO JATdHWVS
$59JppY pue aweu Aueduwo) °|

*A4USS3J3u }} (8))2ays Jeuo}}|ppe 3sn
W40} 1Y) o paisanbaJ UoyJEWIOjU| Ay} A1ddNE pue SUC)IMNJIISUL PIYIBIIE IYY A]N}DJ8D RIS IsEILd *yup uj Jutad Jo adAy aswa)g SSNOILINULSNI

96-1§-£0 sa4)du3 jeacaddy

4500-0202
2010-0202 “oN 8WO

parosddy wioy

dSNOdSdd S,INVHLSIOIY OGNV SNIVLS SLNIWIIINOTH

09v02 D °a ‘uojzbutysepm

Aousby uoT30030ad TejUlUWUOITAUF SO3LIS PI3TuUN

€ 3o T @oabeg



“(auo 36Bd U0 §] UOLINILHEINIT SO INGT JINY)
ai%q ofed Sjy) UO UOJITWIOHU} O} SO UOLIBI} T4 3IEI|PU) O3 (RII U]
. . ad/al .Ozz.uv:.H:O.meUmd
S dE/dHIONRTIILTHOSEADEY |-

.Oz:.uxh.szhmavmc

...o_u-:.t_ _!Eo_u >._!__.:_ m Hw

w 8 [TvDl pue dd/au|ONWTACIHOJIADEY U wsn
rsouw g |TVOL pue d3/duloNwTaCIHOAFAoaY] | 1| | sty

ONWIALTIHOdaanay|. .| = || | & i (sh) . 9Beayon inopyeaiq 25433219}
ONWTALIHOAIaOoaVY -o:u_._ouu-.__-;u W 504400
o dA/AN|ONWDICIHOddadaY) | Sy C AR
ONWTALIHOAdAOdY (1) A3 48098 A
da/anlonwmicruadaaoay| | - [ ) | o el Anqes ks
d/dW|ONHTALIHD4IADEY | @ A331}gepoidx3

d3/dW|ONWINCIHDAaadY| | | . CORROR L A qeey
ONWTALTHDIIAOGY . v (o)) Uoj3e uc.u.ﬁy._ 40 BUZIPIXD
ONHDALIHDAHADGY N B R ST ANENeRIS

H<w.—. vcm mm\mz OZZ..—ZH.H:Uhmnumd L)) . td
: S R S N S T JUB|IpR0Y

. IV Ozﬁbu_,-U.mmn_Uma (8) :e_:t& Jaren/jouRisn
4 IN/IVOL{ONWIN CIHOITA0AY S N UL 3uBISU0. UOLIRIA0SN

£ 4 3
JIqUNN
asuodsay el : FouUBISqNS uJa31ed sysoday , uswaJ jnbay

W38 BaY ‘4 auwyy °g 1831 *2 9sn 9 | ssasboud 134k Apmis g aujjaping v

" SOu:.
* soul
L Eou:
*sou
| tsou:
*sou
*S0W -
*sou
rsom:
*sou

€0 0. 0 00 0 & D 0D

“sou -
+SOM::

 11-€9
N

pe6l 9 | 434 692-0L °‘'ON °H2d vdd TZEVS VSN ‘TUTHMANY

£€9Z¢-Q¥-0L #AI I1ATILS NIVH VEZT

214I03dS Io0aodd ajesoydi1o 8LTO ANVAWOD F1dWYS
120 jo ¥dAL pue 339q "¢ ) JWeN pue ¥ ISeY 2 SS3JppY pue Jweu Auedwo) ‘|

*AJUSSaTU §| (8)I99YS 1SUOYI |PPe aBN
‘wi0) Sy} uo paisanbal uc)lewsojul ayl Ajddns puR SUO|IdNIISUL PIYIEIIE Ayl A))NjI4ED pRIS ISEA)d UL Ul Jubad Jo adAy asEA)d ISNOILINYLSNI

96-1£-50 8adjdu3 jeAoJddy
1500-0202 ASNOASIY S,INVUISIONY GNV SNIVLIS SINIWZYINOTA

£010-0/02 *ON HWO P
_ 09¥0Z °D °Q ‘uojbuyysem
pacuddy wioy Aouaby uoT309301d TRIUSUUOCITAUY S93©3S pajTun

€ Jo z eobeq




“(30 36ed Lo S| UDEINDY) T4 JO XY 1 )NY)

€9¢C-aQu-0L $arx

JI4ID3dS LoNAcHd
120 0 AL pue ajeg "¢

692-0L °*ON b3y wdqg

ojesoydi1o 8LTO
UeN puw § ase) "2

39 @#bed 81y3 wo UOJIBWIOJUL 03 S8 UOLIBD|H|INSD 2IUIjPUl 03 Je}IjUL
TEOW B d3/dW|ONWIN CXHOITA0EY (n MR sues Jeusag 9-18
1
£ ¢ i Jaquing
Isuodsay AR 4 UeISGNS [TAER31-F] syJoday R g Inbay
Jusaysibay ¢ wyy g 831 2 N 9 $sa46024 KL Apis g U3 9pLND y
ye6t 9 1 834 TZEVS VSN 'TUIHMANY

LATALS NIVH beCT
ANVAHOO dJTdWVYS
B534ppY pue Juweu Auedwo) °|

‘WIoj SIY) Uo paysanbad

Uojjewsoju ayy Ajddns pue SU043INIISUY payouyle 3y} A)njadled pual aseald

*AJESS323U 44 ($)I99YyS Jeuc))Ippe s
*yuj U} yujsd Jo adAy aseald iSNOILINBISNI

96-15-20 a4

4500
4010

|dx3 1ea0addy

-0402
-0.02 "ON EWO

panoaddy wioy

dSNOdSAU S, LNVHLSIDAY ANV SNIVLS SLNAWIYINOTI

09¥02Z °*D °d ‘uojbutysepy

Aousby uoyjosjzoag TejusuuoIyaug sajzels pajyjun

€ Jo ¢

abeq






. T$323}}9 UOLlEIjAay Jewaap pue ada jejjuajod jo
8156q 343 uo | AoBaje) Ayjayxo) se P214185%)2 aq 1144 Jonpoud ® yons 1S ueyy 42336 Jo 2 uey) $53) Hd sey Jo u1ys 03 2AiSOLI02 S! )914338W 3533 3¢ pastnbad Jon 7
“9113810A AVybLY 4o seb B 5y Jejuajew 3593 31 paJinbay oy |

1821WY) Jehbay - 2ix0] ajnay

*juswdynba jec1439312 punode pasn 3q 03 s pue pinby) s) Jonposd asn-pua 4} pasinbay

TS3UaA)0S unajoalad yiiM paInIp ag o) §) pue ptnby) a19e15¢5)wa ue s34 3anpoud 4 paJtnbay

‘PInb1y @ s} 3onposd §i pasinbay

“aAlsojdea Ayjejiuaied 5§ 3onpoud ;i padinbay

*spinbi] 919135nquoa sujR0D Janposd }1 paJdpnbay

*juabe Buydnpas o Bujzipixe ue suyeluod 39npoad 41 paainbay

TIIIBM Y3 in 21qisJadsip ase s3cueysgNs §S03 4} padjnbay

*Jejod-uou pue djuRBI0 S| 1BIJWIYD B3 jUYDIY 31 paJinbay

"84n3p40du) wWoos 38 pinbyy s| |esjweya Je21UYda} 4} pasinbay

. *3nesadia) Woos 18 P1)0S S| (ROJWAYD eIIUNIR) 3} patinbay

85N jejusw)ladxa Joi pasodoud sianpoud uy S3uatpaJsbul 343U} Joy padinbaJ 30U I8 SI{WE) Paltj)Ila)

"8150q 9509.4q-93502 ¥ UD paJinbay aq 1114 Sd JO S43 uo ejeq

PRGNS aq ISPU JudpaIBu] SALIIY jo Ipedb JedjuyIBY ay) o juajeainba jeay3oeud Y3 Jo uoy3sodwod 4O JuIINIS @ ‘p2318108) 3q Jouued UIIPIIBUL 9A1IDY JO apwab

1921U439) ay) 41 “pazAjeur aq Isnu JuU21paJbul aA}IoY jo apedB 1921UYI3) Y} "Jou 4O WA sAS PaieaBajul ue Aq pasnpoud Ja3iayn ‘93 Jo gy ue jo Ue)iwdysibag ysoddns o) ¢
. O1qU)IRAR 81 UOIJRWIOSUL S|y JUIING Iy}

03 PaAgNs 3q 1)eYs s3uIpadbu} TEUBLIUIIULLN jo UO)SSNIS|P B '3yBnos 83 Jjwaad asn 193udu} sadia ue pue uc)3anposd a)RIE |)ny J3pun Apeasie jou sy apragysad a3 4] ¢
*Iybnos Buleq §) 3iudad asn

153Uy Jadxa ue pue uoj3anpoud 21928 110y Jopun Apeasye Jou 3} apyoyysad 3 3} 2314403 1)4n ssas0ad uojionpoad Yy o uo}djadsap 3ajaq Jo/pue welbep 2jjeuaYos ¥y 2
(£-29) spoyiaw Je3jakieus
WARII04US Joy 0BL GBSk PUS 1(2-29) S3jWy) 40 UDIRI|} 13130 J0) ©JL gSty  I(}-29) S)sA)buUe Adwuwiyaad 203 021°gS1e (E-19) S313)dndiy jo LO)IBWIOS JO UC)SSNISIP
404 191°8SLs  (Z2-19) ss9204d Bujaniaesnuew Pue sjejJajew Sujlseys Jo uc)id)losap Joj SOLBSL PUR “291°9Sl ‘09L'8Sks  {(1-19) uojisodwod pue A))juspy 3onpoad

19} SS1°@Sks  35U0L3298 BulMO) 04 Ayl uy J91aN} Pa)|RIAp 34w S3U|paIBUY JO UOLIEDLHyYaaD pue ‘sysAjeus ‘uo))isoduod *A3juspy 3anpoud o3 Bujupeysad sjuawRainbay |

MO OO ™ W
. e e g g

1921 JunBay - WY podd

[*wio} ISNDISIY S, INVHISIDAY aNY SNLVIS SININIHINOTY a4l jo (21341 APMIS *G) omy Win1o3 U} pasuatajal ase sajou BbuymMo)|oj 41l :g9j30U3004

1®ljuapisas Jooput - o 1931pay Joopuy - N ‘poojucu Joopul - W pooj Joopu] - JOOPIN0 |B¢JUIPLISIY - Y
AJysaaoy - p doda poojuou esnoyuaasy - | . doia pooy asnoyuaasg - 1813Uap{Sa) poojucu d)ienby - 9 jeyd3snpul poojuou a13enby - 4
400pIno poojucu 3jjenby - 3 doJa poos a13enby . g dola poojuou je4sisataal - 3 dosa paaj pooy |ejI3sedda] - g doaa pooy ywja3saaua] - ¥

iAoy sajs0b23E) asg

"P212quio4pRy ‘Juaipasbul aA}3ae ,eund,, = YUIvd J3udjpadbu) dA)308 aund, = fyd 13U paabuy aAjioe ayy jo apedss Jeajuyaa3 = jyny

$19npoud asn-pua 192)dAY = 431 ![°sayqey ayy Ul PAL31IUdp) s3uawasinbay e3ep Aue o) 193[gns jJou @48 ssasn *adunos Pa493516a.4 pue paseyaund ayi jo asoyy wo.j 43331Pp J0u
sa0p Jonpoud ayy Joy asn Aue pua ‘paseyound s} ey 1npaad pasaysibad Jayjoue 0 abexydedad yuasiad gp) w0 $4 19npoJd @ 4 :310NH) “3anpoad paseyaund ayy o3 Bujuiejted ejep
9142 40 JjugNs Jou pIau A3yl ‘a3nos P33351634 ¥ WO} (5)3uaipasbuy 9ALIIE Jjayy aseydund sJoye|nuuoy papiacsd f1anpoud asn-pus = 43 !39npoud asn-buidnjovinuew = gy :day

ajesoydL1o gLTO :ourey pue § ase)
SINAWAAINOHT ENI‘TIAINDS q04 SNOILUNIASd X#d ONV SHLONLOOA

08%0Z D "g ‘uojbutysep .
Aouaby UOTIDD30Id TejuSWUOATAUY S33e3S paijitun

¢ 30 1 obeg



*(13¢9) 2*9GL ¥iD 0% U PR1J103dS NIIAD) 101038 JO UOLIBILIUL JOJ B}JIVIID AYY JO (QIOZL°ZSI ¥4D 09 Ul paljLaads $403ed)|dde
Pa1313093 AQ @sn 03 UOJIDJJIISAI Joy WIJAY}JI Yy Jaaw Aew Gupyse) yans Jo $3)NSad oyl eyy paredioyjue Apqeuosead aq ued 3} j} paJinbas S| uolInyIp 43 Y3 jo Bujisal 2
’ “53)pn3s §0 uUoi3W}IJu} 0} Jojad
ABojopoyiaw puv s1030304d jo jJududo)asap Joj AduaBe Syl YIiM 1JNSUCD PINOYS SIUBIISIEIY  ‘WIISAS JBNSIA Y 1D3))E A1aSIAPE 03 |9]Iuslod ¥ PIIVIISUCWIP IARY YIjumM -
s3p)a43sad JIYI0 PUR SJI0} QYY) ISBIIISAU})OYD JaYlo Jo0j paqjnbaas aq Aew pue 'sajedsoydourBio 4oy paJinbaa sy (Jluodyd Jojpur ‘2juoayagns ‘2inaw) Guiisay (epdads 9f
‘3SR JO SUOLI|PUDT JIPUN JNIJO JOU S0P JINSOAWa (ewaap pIjeadas SSI|uUn pIaInbay ¢
*(2319)N2}1Jvd/)080438 JO ‘SIIURISGNS F}JITY0A ‘seB ‘8 +2) (EjsIlew )QUIEYU UR ‘u) JINSII JJIM SN JO SUOJIJPUOI Japun JO ‘j0 E3S)SU0D 3onposd Ay ) paanbay £

: (*quod) \a30ulx003

o3esoydA1o BLTO :oweN puer §§ 28BeD
SINTWHEINOHY SANITHAIND WOA SNOILLUYNIAHA X8 ANV SHLONILOOA

09%0Z D 'd ‘uolburysem
Aousby uoy13o830ad [EIUSWUCITAUZ B23e3S pPajlTun

Zz 30 ¢ ebeg



Attachment 4

EPA Grouping of End Use Products for meeting Acute Toxicology Data
Requirements
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EPA’8 BATCHING OF GLYPEOSATE PRODUCTS FOR MEETING ACUTE TOXICITY
DATA REQUIREMENTS FOR REREGISTRATION '

In an effort to reduce the time, resources and number of
animals needed to fulfill the acute toxicity data requirenments
for reregistration of products containing the active ingredient
glyphosate, the Agency has batched products which can be
considered similar for purposes of acute toxicity. Factors
considered in the sorting process include each product’s active
and inert ingredients (identity, percent composition and
biological activity), type of formulation (e.g., emulsifiable
concentrate, aerosol, wettable powder, granular, etec.), and
labeling (e.g., signal word, use classification, precautionary
labeling, etc.). Note that the Agency is not describing batched
products as "substantially similar" since some products within a
batch may not be considered chemically similar or have identical
use patterns.

Batching has been accomplished using the readily available
information described above, and frequently acute toxicity data
on individual products has been found to be incomplete. Notwith-
standing the batching process, the Agency reserves the right to
require, at any time, acute toxicity data for an individual
product should the need arise.

" Registrants of products within a batch may choose to
cooperatively generate, submit or cite a single battery of six
acute toxicological studies to represent all the products within
that batch. It is the registrants’ option to participate in the
Process with all other registrants, only some of the other
registrants, or only their own products within a batch, or to
generate all the required acute toxicological studies for each of
their own products. 1If a registrant chooses to generate the data
for a batch, he/she must use one of the products within the batch
as the test material. If a registrant chooses to rely upon
previously submitted acute toxicity data, he/she may do so
provided that the data base is complete and valid by today’s
standards (see acceptance criteria attached), the formulation
tested is considered by EPA to be similar for acute toxicity, and
the formulation has not been significantly altered since -
submission and acceptance of the acute toxicity data. Regardless
of whether new data is generated or existing data is referenced,
registrants must clearly identify the test material by EPA
Registration Number.

In deciding how to meet the product specific data
requirements, registrants must follow the directions given in the
Data Call-In Notice and its attachments appended to the RED. The
DCI Notice contains two response forms which are to be completed
and submitted to the Agency within 90 days of receipt. The first
form, "Data Call-In Response," asks whether the registrant will
meet the data requirements for each product. The second form,
"Requirements Status and Registrant’s Response," lists the

+
T
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product specific data required for each product, including the
standard six acute toxicity tests. A registrant who wishes to
participate in a batch must decide whether he/she will provide
the data or depend on someone else to do so. If a registrant
supplies the data to support a batch of products, he/she must
select one of the following options: Developing Data (Option 1),
Submitting an Existing Study (Option 4), Upgrading an Existing
Study (Option 5) or Citing an Existing Study (Option 6). If a
registrant depends on another’s data, he/she must choose among:
Cost Sharing (Option 2), Offers to Cost Share (Option 3) or
Citing an Existing Study (Option 6). If a registrant does not
want to participate in a batch, the choices are Options 1, 4, 5
or 6. However, a registrant should know that choosing not to
participate in a batch does not preclude other registrants in the
batch from citing his/her studies and offering to cost share

. (Option 3) those studies.

Fifty-six products were found which contain glyphosate as
the active ingredient. The products have been placed into five
batches and a "no batch" category in accordance with the active
and inert ingredients, type of formulation and current labeling.
Table 1 identifies the products in each batch. Table 2 lists the
twenty-seven products which have been placed in the %no batch"
category.

The Agency requires that products in batch four include
separate primary eye irritation studies for each product within
these batches. The remaining acute toxicity requirements for the
products in batch four may be satisfied by one of the procedures
described above.



70-269 0.96 Liq
239-2467 0.5 Lig
524-330 0.96 Lig.
7401-304 0.5 Liq
7401-307 0.5 Lig
7401-357 1.0 Lig
7401-400 1.0 Lig
T401-401 0.5 Lig
7401-402 0.5 Lig
7401-403 0.5 Lig

10370-282 0.96 lLig
10583-14 0.96 Lig
46515-5 0.96 Liq
56644 -64 0.96 Lig
19713-320 0.96 Aerosol
46515-7 0.96 Aerosol

70-284 5.0 Lig
7401-306 5.0 Lig 1'
7401-404 3.0 Lig
34911-25 5.0 Lig
46515-3 5.0 Lig
56644-648 5.0 Lig
524-339 41,0 Lig
524-454 41.0 Lig
524-318 53.5 Lig
524-343 53.8 Lig
524-350 53.8 Lig

19713-364 53.8 Lig
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Table 11 tists products that were either considered not to be similar or the Agency lacked
sufficient informstion for decision making snd were not placed in any betch. Registrants of these products
are responsible for meeting the scute toxicity data requirements separstely for each product .,

Table 2 (No batch)

239-2469 Glyphosate 5.0 Lig
239-2509 Glyphosate 0.5, Acifluorfen 0.12 Liq "
23%9-2516 Glyphosate 0.25, Oxyfluorfen 0.25 Lig
239-2396 Glyphosate 0.75 Aerosol ﬂ
524-308 Glyphosate 41.0 Lig
S524-326 Glyphosate 41.5 Lig H
524-332 Glyphosate 75.0 Solid II
524-333 Glyphosate 62.0 Lig ||
524-341 Glyphosate 14.8, Alachlor 27.6 Lig II
524-370 Glyphosate 18.0 Lig n
524-376 Glyphosate 13.3, 2 4-D 11,1 Lig H
524-382 Glyphosate 28.6 Lig
524-3%0 Glyphosate 16.5, Dicamba 7.0 Liq
524-420 Glyphosate 96.3 Solid
524-421 » ‘ Glyphosate 76.0 Solid
524-435 Glyphosate 83.5 Capsular
524-439 Glyphosate 7.7, Oxadiazon 14.9 Lig
524-4640 Glyphosate 25.1 Lig
524-445 Glyphosste 41.0 " Lig
524-449 Glyphosate 12.4, Oryzalin 11.8 Lig
524-450 Glyphosate 15.8 Lig
524-451 Glyphosate 0.96 Lig
524-452 Giyphosate £0.0 Solid -
5264-432 Glyphosate 18.3 Lig
7401-405 Glyphosate 10.0 Lig
935-48 Glyphosate 12.9, 2,4-D 20.6 Lig
10370-283 Glyphosate 10.0 Lig
. 10583-15 Glyphosate 8.2 Lig

1



Attachment 5

EPA Acceptance Criteria
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Guideline

Series 61
Series 62
Series 63

SUBDIVISION D

Study Title

Product Identity and Composition
Analysis and Certification of Product Ingredients
Physical and Chemical Characteristics
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61 Product Identity and Composition
ACCEPTANCE CRITERIA

Does your study meet the following acceptance criteria?
1. Name of technical material tested (include product name and trade name, if appropriate).

2. Name, nominal concentration, and certified limits (upper and lower) for each active ingredient and each
intentionally-added inen ingredient.

3. Name and upper certified limit for each impurity or each group of impurities present at > 0.1% by
weight and for cerain toxicologically significant impurities (e.g., dioxins, nitrosamines) present at
<0.1%.

4. Purpose of each active ingredient and each intentionally-added inert.

3. Chemical name from Chemical Abstracts index of Nomenclarure and Chemical Abstracts Service (CAS)

Registry Number for each active ingredient and, if available, for each intentionally-added inert.

6. Molecular, structural, and empirical formulas, molecular weight or weight range, and any company
assigned experimental or internal code numbers for each active ingredient.

7. Description of each beginning material in the manufacturing process.
_.__ EPA Registration Number if registered; for other beginning materials, the following:

Name and address of manufacturer or supplier.

Brand name, trade name or commercial designation.

Technical specifications or data sheets by which manufacturer or supplier describes composition,

properties or toxiciry. '

8.__ Description of manufacturing process.

Statement of whether batch or continuous process.

Relative amounts of beginning materials and order in which they are added.
Description of equipment.

Description of physical conditions (temperature, pressure, humidity) controlied in each step and
the parameters that are maintained.

Statemen: of whether process involves intended chemical reactions.

Filow chart with chemical equations for each intended chemical reaction.
Duration of each step of process.

Description of purification procedures.

Description of measures taken to assure quality of final product.

[T

9. Discussion of formation of impurities based on established chemical theory addressing (1) each impurity
which may be present at > 0.1% or was found at > 0.1% by product analyses and (2) certain
toxicologically significant impurities (see #3).



62 Analysis and Certification of Product Ingredients

ACCEPTANCE CRITERIA

The following criteria apply to the technical grade of the active ingredient being reregistered. Use a table to present
the information in items 6, 7, and 8.

Does your study meet the following acceptance criteria?

1.

2.

[+ ]

n

SN A

10.

Five or more representative samples (batches in case of batch process) analyzed for each active ingredient
and all impunties present at > 0.1%.

Degree of accountability or closure > ca 98%.

Analyses conducted for certain trace toxic impurities at lower than 0.1% (examples, nitrosamines in the
case of products containing dinitroanilines or containing secondary or tertiary amines/alkanolamines Plus
nitrites; polyhalogenated dibenzodioxins and dibenzofurans). {Note that in the case of nitrosamines both
fresh and stored sampies must be analyzed.]. )

Complete and detailed description of each step in analytical method used to analyze above samples.
Starernent of precision and accuracy of analytical method used to analyze above samples.

Identities and quantities (including mean and standard deviation) provided for each analyzed ingredient.
Upper and lower certified limits proposed for each active ingredient and intentionally added inert along
with explanation of how the limits were determined.

Upper certified limit proposed for each impurity present at > 0.1% and for certain toxicologically
significant impurities at <0.1% along with explanation of how limit determined.

Analytical methods to verify certified limits of each active ingredient and impurities (latter not required
if exempt from requirement of tolerance or if generally recognized as safe by FDA) are fully described.
Analytical methods (as discussed in #9) to verify centified limits validated as to their precision and
accuracy.

.15



63 Physical and Chemical Characteristics

ACCEPTANCE CRITERIA

The following criteria apply to the technical grade of the active ingredien: being reregistered.
Does your study meet the following acceptance criteria?

63-2 Color
Verbal description of coloration (or lack of it)
Any intentional coloration also reported in terms of Munsell color system

63-3 Physical State
Verbal description of physical state provided using terms such as "solid, granular, volatile liquid”
Based on visual inspection at about 20-25° C

63-4 Odor
Verbal description of odor (or lack of it) using terms such as "garlic-like, characteristic of aromatic
compounds” :
Observed at room temperature

63-5 Melting Point
Reported in °C
___ Any observed decomposition reported
63-6 Boiling Poimt
Reported in °C
Pressure under which B.P. measured reported
Any observed decomposition reported

63-7 Density, Bulk Density, Specific Gravity
—.  Measured at about 20-25° C
Density of technical grade active ingredient reported in g/ml or the specific gravity of liquids reported
with reference to water at 20° C. [Note: Bulk density of registered products may be reported in Ibs/ft®
or ibs/gallon.]

63-8 Solubility
Determined in distilled water and representarive polar and non-polar solvents, including those used in
formulations and analytical methods for the pesticide
Measured at about 20-25° C
Reported in g/100 m! (other units like ppm acceptable if sparingly soluble)

63-9 Vapor Pressure
Measured at 25° C (or calculated by exirapolation from measurements made at higher temperature if
pressure too low to measure at 25° C)
Experimenial procedure described
Reported in mm Hg (torr) or other conventional units

63-10 Dissociation Constant

Experimental method described

Temperature of measurement specified (preferably about
20-25°0)



63-11 Octanol/water Partition Coefficient

Measured at about 20-25° C

Experimentally determined and description of procedure provided (preferred method-45 Fed. Register
77350)

Data supporting reported value provided

63-12 pH
Measured at about 20-25° C
Measured following dilution or dispersion in distilled water

63-13 Stability ‘
Sensitivity to metal jons and metal determined
Stability at normal and elevated temperatures
Sensitivity to sunlight determined



SUBDIVISION F

Guideline ‘ Study Title
Bl1-1 Acute Oral Toxicity in the Rat
81-2 Acute Dermal Toxicity in the Rat, Rabbit or Guinea:
Pig .
81-3 Acute Inhalation Toxicity in the Rat
Bl-4 Primary Eye Irritation in the Rabbit
81-5 Primary Dermal Irritation Study
81-6 Dermal Sensitization in the Guinea Pig

g






81-1 Acute Oral Toxicity in the Rat
ACCEPTANCE CRITERIA

Does your study meet the foliowing acceptance criteria?

Identify material tested (technical, end-use product, eic).

____ At ]east 5 young adult rats/sex/group.

Dosmg, single oral may be administered over 24 hrs.

Vcluclc control if other than water.

Doses tested, sufficient to determine a toxicity category or a limit dose (5000 mg/kg).
Individual observations at least once a day.

Observation period teo last at least 14 days, or until all test animals appear normal whichever is longer.
Individual daily observations.

Individual body weights.

Gross necropsy on all animals.

1.
2.
3.
4"
5.
6.
7.
8.
9.

||l||1

0.

-

Criteriz marked with an * are supplemental and mav not be required for every smdy.
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81-2 Acute Dermal toxicity in the Rat, Rabbit or Guinea Pig
ACCEPTANCE CRITERIA

Does your study meet the following acceptance criteria?

1. Identify material tested (technical, end-use product, etc).

2. At least 5 animals/sex/group.

3 Rats 200-300 gm, rabbits 2.0-3.0 kg or guinea pigs 350450 gm.

4, Dosing, single dermal.

5. Dosing duration at least 24 hours.

6.* Vehicle control, only if toxicity of vehicle is unknown.

7. Doses tested, sufficient to determine a toxicity category or a limit dose (2000 mg/kg).
8. Application site clipped or shaved at least 24 hours before dosing.

9, Application site at Jeast 10% of body surface area.
10 . Application site covered with a porous nonirritating cover to retain test material and to prevent

ingestion.

11, Individual observations at least once a day.-
12. Observation period to last at least 14 days.
13. Individual body weights.
14. Gross necropsy on all animals.

Criteria marked with an * are supplemental and may not be required for every smdy.



81-3 Acute Inhalation Toxicity in the Rat
ACCEPTANCE CRITERIA <t

Does your study meet the following acceptance criteria?

1.___ Identify material tested (technical, end-use product, etc).

— Product is a gas, a solid which may produce a significant vapor hazard based on toxicity and expected use
or contains particles of inhalable size for man (aerodynamic diameter 15 um or less).

At least 5 young adult rars/sex/group.

Dosing, at least 4 hours by inhalation.

Chamber air flow dynamic, at least 10 air changes/hour, at least 19% OXygen content.

Chamber temperature, 22° C (+2), relative bumidity 40-60%.

Monitor rate of air flow.

Monitor actual concentrations of test material in breathing zone.

Monitor aerodynamic particle size for ‘asrosols.

Doses tested, sufficient 1o determine a toxicity category or a limit dose (5 mg/L actual concentration of
respirabie substance).

Individual observations at least once a day.

Observation period to last at least 14 days.

Individual body weights.

__ Gross necropsy on all animals.

N

S owvmaowmbaw

bt b s
W



81-4 Primary Eye Irritation in the Rabbit
ACCEPTANCE CRITERIA

Does your study meet the following acceptance criteria?

1. ldeniify material tested (technical, end-use product, etc).

2. Study not required if material is corrosive, causes severe
dermal irritation or has a pH of <2 or >11.5.

3.____ 6 adult rabbits.

4.____ Dosing, instillation into the conjunctival sac of one eye
per animal.

5.___ Dose, 0.1 ml if a liquid; 0.1 ml or not more than 100 mg if a solid, paste or particulate substance.

6.____ Solid or granular test material ground to a fine dust.

7.____ Eyes not washed for at least 24 hours.

8.____ Eyes examined and graded for irritation before dosing and
at 1, 24, 48 and 72 hr, then daily until eyes are normal
or 21 days (whichever is shorter).

9. Individual daily observations.

Criteria marked with an * are supplemental and may not be required for every study.

‘
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81-5 Primary Dermal Irritation Study

"ACCEPTANCE CRITERIA

Does your study meet the following acceptance criteria?

—

Identify material tested (technical, end-use product, etc).

Study not required if material is corrosive or has a PH of <2 or >11.5.

6 adult animals.

Dosing, single dermal.

Dosing duration 4 hours.

Application site shaved or clipped at least 24 hours prior 10 dosing.

Application site approximately 6 cm?.

Application site covered with a gauze patch held in place with nonirritating tape.
Material removed, washed with water, without trauma to application site.

—— Application site examined and graded for irritation at 1, 24, 48 and 72 hr, then daily until normal or 14

days (whichever is shorter).
Individual daily observations.

Criteria marked with an * are supplemental and may not be required for every study.

4
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81-6 Dermal Sensitization in the Guinea Pig

ACCEPTANCE CRITERIA

Does your study meet the following acceptance criteria?

1. Idemtify material tested (technical, end-use product, etc).
2.___ Study not required if material is corrosive or has a
pH of <2 or >11.5.
3.___ One of the following methods is utilized:
Freund's complete adjuvant test
Guinea pig maximization test
Split adjuvant technique
Buehler test
Open epicutaneous test
Mauer optimization test
Foortpad technique in guinea pig.
4 Complete description of test.
5.* _ Reference for test.
6
7

Test followed essentially as described in reference document.
Positive control included (may provide historical data conducted within the last &6 months).

Criteria marked with an * are supplemental and may not be required for every study.



Attachment 6

List of all Registrants sent this DCI
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Attachment 7

Cost Share/Data Compensation Forms
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United States Environmaental Protection Agency | Ferm Approved

N Washington, DC 204¢0 OB Ne. 2070-0107 |
\"’EP CERTIFICATION WITH RESPECT TO " 2070-0087
DATA COMPENSATION REQUIREMENTS| Assreval Expires 3-31-3

Public reporting burden for this collection of information is estimated to average 15 minutes per response, including
time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and
completing and reviewing the collection of information. Send comments regarding the burden estimate or any other
aspec! of this coliection of information, including suggestions for reducing this burden, 1o Chiet, Information Policy
Branch, PM-223, U.S. Environmental Protection Agency, 401 M St., S.W., Washington, DC 20460; and 1o the Otfice
of Management and Budget, Paperwork Reduction Project (2070-0106), Washington, DC 20503.

Please 111l in bianks below.

Company bame Company Number
Chemical Name EPA Chemical Number
| Certify that:

For each study cited in support of registration or reregistration under the Federal inseclicide, Fungicide and
Rodenticide Act (FIFRA) that is an exclusive use studly, | am the original data submitter, or | have obtained the
written permission of the original data submitter to cite that study. - '

1.

2. Thatior each siudy cited in support of registration or reregistration under FIFRA that is NOT an exclusive use
study, { am the original data submitier, or | have obtained the written permission of the original data submitier, or 1
have notified in writing the company(ies) that submitied data | have cited and have offered 10: (a) Pay
compensation for those data in accordance with sections 3(¢)(1){D) and 3(¢c)(2)(D) of FIFRA; and (b) Commence
hegoliation fo determine which data are subject 1o the compensation requirement of FIFRA and the amount of
compensation due, I any. The companies | have notified are: (check one)

[1 Al companies on the data submiiers' list for the active ingredient listed on this form (Cite-All
Method or Cite-All Option under the Selective Method). (Also sign the General Offer to Pay

below.)

[]1 The companies who have submitted the studies Eisted on the back of this form or attached
sheets, or incicated on the attached "Requirements Stalus and Repistrants’ Response Form,®

3. Thatlhave previously complied with section 3(c)(1)(D) of FIFRA for the studies | have clied in supporn of
registration or reregistration under FIFRA. _ ,

Signsture Date

Hame and Tite (Pisase Type or Pring

GENERAL OFFER TO PAY: | hereby offer and agree 1o pay compensation to bther persons, with regard to the
regisiration or reregistration of my products, 10 the extent required by FIFRA sections 3(c)(1)(D) and 3(c)(2)(D).

Dste - .

Signaturs

Name and Tite (Please Type or Print)

EPA Form 8570-31 (4-30) B
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United States Environmental Protection Agency |ferm Approved

- Vg Washington, DC 20460
o’ EP | CERTIFICATION OF OFFER TO COST [OUE Ne, 2070-0107
\’ SHARE {N THE DEVELOPMENT OF DATA|assrovel Expires 3-31-56

Public reporting burden for this collection of information is estimated to average 15 minutes per response,

time for reviewing instructions, searching existing data sources, gathering and maintaining the data nesded, and
completing and reviewing the collection of information. Send comments regarding the burden estimate or any other
aspeci of this collection of information, including suggestions for reducing this burden, to Chief, Information Policy
Branch, PM-223, U.S. Environmental Protection Agency, 401 M St., S.W,, Washington, DC 20460; and 10 the Office
of Management and Budgel, Paperwork Reduction Project (2070-0106), Washington, DC 20503.

1 Please fill In blanks below.

Company Name ' Company Numbaer
Chemical Name EPA Chemical Number
| Certify that:

My company is willing to develp and submit the data required by EPA under the authority of the Federal
insecticide, Fungicide and Rodenticide Act (FIFRA), if necessary. However, my company woulid prefer to
enter into an arreement with one or more registrants to develop jointly or share In the cost of developing
data . :

My firm has offered in wriling 10 enter into such an agreement. That offer was irevocable and included an
offer to be bound by arbitration decision under section 3(c)(2)(B)(iii) of FIFRA If final agreement on all
terms could not be reached otherwise. This offer was made to the following firm(s) on the following
date(s): Co

Name of Firm(s) ' _ ‘ Oalte of Offer

Certification:
| centify that | am culy authorized to represent the company name above, and that the statements that | have made on

this form and all attachments therein are true, accurate, and complete. | acknowledge that any knowingly false or
misleading staternent may be punishable by fine or imprisonment or both under applicable law.

Signature of Company's Autherized Representative Date

Name and Tite (Please Type or Print)

EPA Form 8570-32 (5-01) Replaces EPA Form 8580-6, which ls obeoiets
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