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R Label Review Manual - R Current as of Decomber 27, 1998

Chapter1 ~ . . PURPOSE OF MANUAL

Purpose

~ The Labeling Unit maintains this 'manual to serve as a training tool for Office of
Pesticide Programs (OPP) employees and as guidance for product management team members
who are responsible for performing label reviews. ‘The goal of the manual is to improve the

quahty and consistency of labels. In addition, this manual may be very useful for state label
' revxewers, reglstrants and other p1=stxclde label writers.

It is important to note that it is the respons1b1hty of the. label reviewer to consxder all |

o chemical and product specific information affecting labeling such as science reviews, Pesticide -
" - Regulation.(PR) Notices, and Reregistration E11g1b111ty Documents (REDs) when r rev1ewmg '

product labels not Just the manual alone
Content

The ﬁrst two chapters of 11'.hJS manua.l prov1de a deﬁmtlon ofa pestlmde and what

o constltutes a pesticide label and labeling. The third chapter discusses general label formatand -

: 1eg1b111ty requirements, identifies the major parts of the label and ‘directs the user to the

- appropriate chapter which contains additional information. The remamder of the manual

provides the reviewer with step-by-step instructions concerning the review of a pesticide label
~ and any associated actions such as the Pesticide Registration Action Tracking System (PRATS)
' entries for label reviews and situations where the Conﬁdentlal Statement of Formula (CSF)
affects the label language. Information in the manual is arranged in the order of use by
. reviewers. Thelast chapter provides mformatlon about how unique labeling issues have been - |
handled in the past, so that reviewers can apply this information to future similar situations.

" Thechapters of this manual have been numbered independently to aid future updating.

Individual chapters can be updated as new policy is instituted which changes the guidance .

- contained in a particular chapter Each c]hapter will dlsplay its current 1ssuance date.

_ ThlS manual prov1des a sy"tematlc approach to the label review process Most label ,
reviews involve cite-all(me-too’s . which reference another’s label) products which are not
‘accompanied by data. In the past, such labels were usually reviewed by comparing the new
product label to a registered label, '\NhenﬂreViewers compared new proposed labels to registered -

PurposeofManual ) e | e "" Page1-1 =




Label Review Manual ‘ | Current és of December 27, 1996

Jabels, which may themselves have contained errorsor been out-of-date, often deficiencies were
not discovered or eliminated. Consequently, the label errors were perpetuated. This manual
attempts to shift the review of the label away from solely a label-to-label comparison to a
review based on the guidance contained in this manual which is supported by labeling policy
documents. This labeling guidance has been gathered from all of OPP’s various labeling policy
documents issued over time, and is kept current. The manual is just one additional tool to aid
in the review of a label. The label reviewer is reminded to also consult all sources of chemical
and product specific informatiorn that could affect the labeling, such as science reviews, PR
Notices, REDs, etc. | o o SR

Ed -l ] .lol

1.  INTERNALLY: All chapters in this manual are included in the Labeling Policy
Directory, which is. located under F:\SHARED\RD\LABELING,
Q:\SHARED\RD\LABELING, and RASHARED\RD\ LABELING on OPP’s Local
Area Network (LAN). For DOS users it can be accessed by activating a macro in
Wordperfect (WP) by typing Alt L in any WP document or at a blank screen, once the
macro has been copied to your machine. The policy directories contain all policy
documents (such as memos, relevant PR Notices, etc.) related to labeling. In the
manual, chapters are organized roughly following the sections of a pesticide label. The
reader should refer to the INDEX under the directory for the chapter names. -

Policy Directory References:

 Throughout themanual, documents confained in the Labeling Policy Directory
are referred to in the following manner: o o R

FR Notices ..+ LFR-##

PR Notices | " PReyr-##t
Miscellaneous documents - MLD-##
Memos, letters, etc. ' LPyr-##
Policy and criteria notices = ###H#H# .

Standard operating procedures  #####

PnrposeofManua.i | | R o Pagel-2
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- 2. EXTERNALLY The manual is avallable from the Natlonal Techmcal Informatlon :

- Service (NTIS) in Springfield, Virginia. To order documents from NTIS, call 703-487-
4650 or TDD 703-487-46”»9 The manual is also available in electronic form on

' .FedWorld an information service of NTIS. Electronic access to FedWorld can be
made through Internet-telnet to: fedworld. goV; or connect via modem by dialing 703-
321-3339, with the settings Parity=none, Data Bits=8, Stop Bit=(N-8-1), with terminal

, emulatlon—ANSI or VT100. FedWorld accomodates speeds up to 28,800 baud.” The . -
manual can also be obtained through the Internet at: gopher.epa.gov. Plans are.
underway to make the manual available on the internet via EPA’s home page. For- B
additional information, contact the Labelmg Umt at 703-308- 3641. After March 1, ’
1997 call 703 305-7102 : . ‘

7 Foraccurate maintenance of this manual, it is imperative that eiferydne in OPP bnng
to the attention of the Labehng Umt any document whxch affects genenc labeling pohcy

: _ If other dlscrepancles or pmblems are noted they should be brought to the attentlon
- of the Labelmg Unit by callmg 703-308-8641 After March 1, 1997 call 703-305-7 102

Plit'poseof-Manua‘lfﬂ; o o o ~ Pagel-3 -
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' Label Review Manual ~ ~Curént as of December 27, 1996
| Chapter2 - PESTICIDES AND LABELING

This chapter focuses onhowa product is determmed to be a pesucrde ora non-pestlcxde
“Label reviewers should use these criteria when discussing the status of products or potential

products with other EPA staff, state enforcement personnel, registrants, applicants, or the o

- general pubhc While it is acceptable to discuss with anyone the various points affecting the
- . decision concerning whether or not a product is.a pesticide and subject to the Federal
Insectlmde Fungicide, and Roden ticide Act (FIFRA), the final decision must bein writingand .
_~should be in response to a written request which mcludes proposed labeling and the
« compos1t10n of the product Thxs chapter also covers state spec1ﬁc labelmg requlrements

5 One of the most 1mportant words in FIFRA is mtended " Products are cons1dered to i
be pest1c1des if they are intended for preventing, destroymg, repellmg, or mitigating any pest

_ orintended for use as a plant regulator, nitrogen stabilizer, defoliant, or desiccant. Intent is

* determined by clalms on the label and/or composxtlon/mode of. actlon of the product as’

dlstnbuted or sold. ' »

T CLAIMS If the manufac*turer formulator packager, or shipper makes claims on
. labels advertising, collateral literature, or even verbally, that a product has pestlcrdal '
-or plant regulator utlhty, then the product is subJect to FIFRA .

2. COMPOSITION Evenin the absence of pesticide clalms, ifa product is composed of
| ingredients that arewell-known pesticides thathaveno other non-pestlcldal utility, then
_the product is considered a pesticide. For example; a company markets a granular 2,4- -
D product that has labeling 1dent1fymg the presence of 2,4-D, dlrectlons toapplyitto
 lawns at a certain dosage rate, and warnings about over-application, but nowhereis
- there a claii that broad-leaved weeds will be killed. Isita pest1c1de? Yes! Since 2 4-D -
isa well-known herb1c1de and has no other utlhty ‘ . .

3. MODE OF ACTION Even if pes’ucrdal clalms are not made for the product and the
- -active mgredlent is not currently recogmzed asa pesticide active ingredient, the mode
_of action of the product may be pesticidal in nature. Insuch cases, the product would -

‘be considered a pesticide if the product has no other non-pestlclde utility. The label -
reviewer should requu'e the producer/manufacturer to supply mformatlon on how the

5

‘P@sﬁddesandLabeﬁng e I Page2-l
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product works to determine the mode of acﬁon. If the mOdé 6f actibﬂ"is d&efﬁned to
be pesticidal in nature, then the manufacturer of the product must benotified that the
product is a pesticide and regulated under FIFRA.

For further details on determiniﬂg whether a substance is considered a pesticide, refer |
to 40 CFR 152.3(s), 152.8, 152.10, 152.15, 152.20, 152.25,, 152.30, and 153.125.

Excentions (Prod Subicchto FIFRAY

Certain pesticides, materials or compounds have been determined not to be subject to
regulation. (However, the reader should be aware that this éxception does not necessarily
extend to the Federal Food, Drug and Cosmetic Act (FFDCA).) Examples of products not
subject to FIFRA: : o ST ‘ ' K :

s  Certain Pesticide Substances exempted by the 25(b) Rule : Minimum Risk
Pesticides (40 CFR 152.25) as per FR Notice Volume 61, Number 45 (March 6, 1996)
(Reference: LFR-08). (See the notice published in the Federal Register, September 28,
1994 (59 FR 49400) for the list of minimum risk inerts (List 4A inerts)).

s Multi-purpose substances that make no p&e’ucxdal clafms.

sr  Materials that provide a physical barrier against pestsand do not contain pesticidal

' active ingredients. Examples are sphagnum moss used as plant growth media to retard

damping-off; latex or asphalt tree wound dressing label that contain claims of

preventing the entrance of insects or fungi into fresh cut surfaces of plants; cocoa bark

" or pine bark mulches that claim suppression of weed growth; black plastic or tar-paper
used to suppress weeds or repel insects (40 CFR 152.10)). - ' '

=  Materials that are naturally pest-resistant as long as claims are not made for pest |
mitigation beyond the material itself. Examples are cypress or redwood lumber or
outdoor furniture that have claims of repellency or resistance to wood-boring insects
- and wood-rot fungi. ' S : v B

w  Materials that have been treated with a pesticide to protect the material itself
and claims are not made for pest mitigation beyond the material provided the treating
pesticide is registered. Examples are shower curtains treated with a fungicide to retard
mildew growth, lumber treated with a wood preservative, bathroom caulks impregnated
with amildewcide, paints with antimicrobials added for in-can preservation, fabricsand
Jeather treated with sanitizer compounds, etc.” NOTE: the above examples are limited

Pesticides and Labeling | C page22




Label Review Manual - "+ Curent as of December 27, 1906 -
" to the treated articles themselves. - The pesticides used for those purposes must be
v reglstered and bear appropnate directions for such uses. (40 CFR 152. 25(a))

L Palnts that have been tre.;ted w1th an antrmncroblal pestlclde and bear clalms that -

‘the dried paint film will be resistant to mildew. Claims, expressed or implied, may not - .. -
‘be made for protection of the surface beneath the paint film nor for prevention of mold o

- spores that could infect foods or beverages. Paints that are to be used in canneries,

- breweries, - hospitals, or other areas where a crucial consideration is preventlon of -

bacteria or mold that would pose a health risk are NOT subject to the. above exemptlon
, and therefore are considered to be pestlcxdes : :

- Products that aremtende:d solelyto beused onorin the hvmg bodles ofman or .
" _.other animals: Such products are regulated by the Food and Drug Administration ‘
. " - (FDA).. Athlete’s foot remedies, dandruff medications, head and body lice soaps and
.. % . lotions, aquaculture and aquarium additives for- treatment of fish diseases, dermal -
.- disinfectants, aresomeexamples of excepted pesticide products(40 CFR 152.8(a)). The .
' foregoing exceptions are due to the definition of "fungi” in Sectlon 2 of FIFRA
IMPORTANT: 'I'hese .exceptions apply - only to antimlcroblals (fung1c1des C
: dlsmfectants, viricides, - etc.). Insecticides are not included in the "llvmg body". -

- exception. Thus, products such asmosquito repellents, flea and tick remedies for pets,

~ and other msectlcxdes and acaricides used directly on the living body of humans, pets, '
' and hvestock a.x:e cons1dered to be pestloldes and are requ:red to be reglstered R

- Mortuary supphes mtended to prevent or mmgate mold and bactena onorin . -

human cadavers: = The rationale for this extension is ‘that the use is limited to
‘ embalmers and morticians who arespecially trained to handle such productsanddonot -
require the protection afforded by registration. No other portlon of the hvmg public

. would be exposed to such products (40 CFR 152. 25(c)(l)) :

- Ammal and ammal organ preservatwes (40 CFR 152. 25(0)(2))

= Adjuvants extenders spreader—stlckers, protectants and other products that - |

- have no pesticidal properties in and of themselves, but are intended to be usedin

- conjunction with pesticides, when sold separately from those pestlcldes However, -
diluents other than water must be specxﬁed in the D1rectlons for Use and approved
durmg reglstratron . o : , A

- Plant nutnents, fertlhzers, trace elements, and other products mtended solely for
.provldmg necessary nutntlonal nwds of plants for wgorous growth There isa -

V'Pest’icidesandLabeling' N l.’a'ge.2-3“
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fine, and sometimes not-so-fine, line between plant nutrients, which are exempt from
registration, and plant regulators, which require registration. Whether a product should
be considered to be a plant growth regulator, basically turns on whether the plant
response or mode of action being claimed would go beyond what would be expected
from simple nutrition. - Thus, claims for increased blossom set, stimulation of root
growth, prevention of sucker growth, delayed onset of sprouting ofharvested rootcrops
and abscission stimulation for fruit crops are considered to be plant growth regulator.
In this area, the composition of the product may aid in making the determination.
Compounds such as auxins, cytokinins, and gibberellins have no other uses except as
plant regulators. Therefore, the declaration of the presence of any of those compounds,
causes a product to be considered to be a plant growth regulator (40 CFR 152.8(c)(1)
& (2)). However, products containing auxins, cytokinins, and gibberellins may be
exempt from registration if the labeling meets the criteria for vitamin-hormone

. horticultural products (40 CFR 152.25(d)). Such exemptions are granted ona case-by-
case basis. ' (See FIFRA Section 2 for definition of plant regulators). ' C

=  Soil amendments (eg. vermiculite, sand, lime, etc.) intended to increase porosity, e
' retain moisture, adjust pH, and other uses intended to benefit crop production but

which do not have claims or are not of a composition that would cause.them to be
classified as pesticides orplant regulators. Anexample: although normally considered -
to be a fungicide or miticide, sulfur, when applied to soil to adjust the pH would not be
subject to registration. Note: Sulfur may also have non-pesticidal uses asa foliar plant
nutrient at low concentrations. . (40 CFR 152.8(c)4)): - "

=  Attractants intended for survey or census purposes only, and not intended for

control or mitigation of the pest. (40 CFR 152.10(c)).

w  Deodorizers, bleaches, soaps, and other cleaning agenté which do not bear claims
for sanitizing or disinfecting properties. A bleach which consists .of 5.25% sodium
hypochlorite must be registered if the label states that bacteria will be killed at certain
doses. An identical bleach would not need to be registered if the labeling does not
contain a bactericidal claim even though.it delivers the same benefits at appropriate
doses. S B

=  Pheromones labeled for use only in pheromone traps, when the phérqﬁléng isthe
sole active ingredient (40 CFR 152.25(b)). NOTE: pheromones are intra-species

communicators. Using fox urine to repel rabbits is not a pheromone. It is an
"allomone" and would be subject to FIFRA. '

. Pesticides and Labeling - | o o “ ' ‘Page2-4




_Label Review Manual .~~~ Cu'frent as of December 27, 1906 =~

o= Plant or. leaf coatmgs deslgned to protect agamst frost or to retard water loss
- “through transplratlon. These types of products are usually glycerol-based. Similar
~ products are sometimes sold as cut-flower preservatives. So long as plant disease or
" plant regulator claims are not made for the product and its composition is not such that
pesticide benefits would be delivered, registration is not required. Products sold asvase
water additives for cut flowers bear special scrutiny. If they are composed, asmany are,
of simple sugars intended to supply nourishment to the cut flower, they are not under
. the purview of FIFRA. If, however, they are claimed to prevent bacterial or fungal
- growth in the vase water, have plant regulator claims such as delays flower opening, or
" includes claims for.control 'of stem- 1ot, or decay, they are subject to FIF RA and must
be reglstered . ,

o= Antlmlcroblal products msed solely in processed foods or fwds m beverages, or
. in pharmaceuticals. Crac king, milling, grinding and other processes that cause a
‘physical change in the commodity are methods that meet the definition of "processed.”

. Consequently, substances used in these processes for pest1c1da1 purposes are regulated .
by FDA, not EPA. Drying, huskmg and shelling do not meet that definition so that
pesticides used during these processes are regulated under FIFRA Cosmetxcs are.
.pharmaceutlcals regulated by FDA ' : e

On some federal labels certam restnctlons or specml du'ectlons may pertam only toa
© certain state or set of states. When these requirements arenot federally mandated, but required
by the state, EPA may allow such restrictions on the label. For example, "State law prohibits
. the use of this product in sewage svstems in the State of Connecticut." The statement should -
- -make it clear the restriction is due to a State law, not a Federal one. (Reference: LP94-20).
However, the label reviewer should know the provmons of FIFRA Section 24(b): "State(s)
.shall not impose or continue in effect any requirements for labelmg or packaging in addition
to or different from those required under this Act.” Therefore, review the state restnctlons or
directions to assure that they do not conﬂxct w1th the requlrements of FIFRA “

- - Oncea Speclal Local Need (state) FIFRA Sectaon 24(c) supplemental label has been
 issued and not disapproved by EPA, it may be presented (displayed) along with the complete
: federal FIFRA Sect1on 3 text on tlhe same. product label (contamer or booklet) '

-~

Pesticides‘andL'abeling - o - . Page2-5
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RD issued the Guidance Document on Special Local Needs State Registrations on
2/9/96 (Reference MLD-22 and 4007.1). This Guidance Document requests states to submit "
some new information such as a more detailed explanation of the special local need and a
statement of no unreasunable adverse effects for unregistered formulations. (Reference: LP96-
06) This document also provides guidance to revxewers and PM’ s/RAL s on how to process
Iabel changes. :

Pesticides and Labeling | . Page2s




Label Review Manual - - Current as of December 27, 1996 -

Chapter3 GENERAL FORMAT & LEGIBILITY REQUIREMENTS
~ This chapter addresses "labels and labehng" the 1eg1b111ty reqmrements for draft
' 'labehng, the sample label format and guidance concerning speclﬁc label requirements versus

preferred label requirements. The sample label format which appears at the end of this chapter - o Al
~ isdesigned to illustrate the arrangement of information which may or may not have a specific

location requirement on a pesticide labell (See 40 Code of Federal Regulations (CFR) . '
-152.50(¢), General Information on Applymg for Registration of Pesticidesin the Umted States
“("Blue Book"), Second Edition, August 1992 (now available on the Internet on the EPA Home |
Pageat WWW. epa govor through NTIS Natlonal Techmcal Informatlon Semce) for further :
o mformatlon) : e . . , | o

1. LABEL The term "label"meansthe wntten, pnnted or graphlc matteron, orattached
- fo, the pestlmde or dev10e or any of its contamers or wrappers S .

2 LABELING The term "labehng means a]l labels and all other wntten, prmted or
: graphlc matter whlch .

E A.‘ | accompames the pestlcrde or devrce at any tlme or T

B. reference is made on the lalbel or in hterature accompanymg the pestrcrde or -
‘ device, except to current official pubhcatlons of the Environmental Protection
Agency, the United States Departments of Agriculture and Interior, the
Department of Health and Human Services, State experiment stations, State
agricultural colleges, and other similar Federal or State institutions or agencies
authonzed by law to conduct research in the field of pestlcldes

For purposes of apphcatlon for reglstratlon or amendment copies of labeling
- should be subm1tted to the Agency on8%" X 1 1" paper ormounted on8¥2"x 1 1"

| 'paper

T‘ ‘General 'Format“& ‘Legibility R‘.eqnirements' 7 . | ) Page 3-1 k'
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MATERIAL SAFETY DATA SHEETS (MSDSs): The Agency does not have direct
authority over MSDSs. However, when an MSDS is distributed with a pesticide it
becomes a part of the pesticide labeling (7 U.S.C Section 136(p)(2)(A). As part of a
pesticide’s labeling, a MSDS could render the pesticide misbranded if the MSDS gives
the user warnings or precautions which conflict with the rest of the FIFRA-approved
label. Nevertheless, the Occupational Safety and Health .Administration (OSHA)

retains full authority over MSDSs. (Reference: PR Notice 92-04). -

Although an MSDS which accompanies a pesticide product is labeling, EPA required d

statements cannot be placed directly on the MSDS because the Agency doesnot review
orapprove MSDSs (Reference: LP95-07). However, statements which direct thereader
to the product label for the correct personal protective equipment (PPE) requirements

‘or other use precautions are acceptable (Reference: LP93-03).

-IllS}m.. R .

requirements:

1.

2.

The submission must include three copies ofall draﬁ labeling (typ&scnpt or mock-up‘).r |
All three copies must be legible and of sufficient quality for photocopying.

If the labeling submitted by the registran does not meet the above riteria, discontinue
the label review. Go to chapter four and five to open and close out the registration
action. Send a letter describing to the registrant the submission deficiencies. o

. .

This manual contains labeling requirements (as required by FIFRA) and labeling.

recommendations to achieve consistency among labels where appropriate. In this manual:

the word "must" is used to note any items and/or actions spemﬁcallxmqmmd
by FIFRA or the regulations or other EPA directive, e.g. PR Notices and

the word "should" is used to idgntify any it\enis‘ and/or actions that, while not

specifically required, are preferred for the sake of increasing consistency and
quality in the label review process. o R - B

. i
¢

General Format & Legibility Requirements .

The reviewer should only accept‘dr'é,‘ﬁ labe‘lihg'tt"o;'“reviiev“v‘ that meets tile following
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i

'Reviewers using this. manual must take note of the uses of "mu " and "shoul "
throughout the manual. When respondmg to reglstrants concerning necessary label changes
~and any other recommendatlons resulting from the label review, the reviewer must make certain .
that requlred label changes are phrased as commands to the registrant. Commanding verbs _

. such as "must be revised”, "must be changed", or "must be moved” are to be used in the

~ reviewer’s response to the registrant. When responding to the registrant concerning preferred
but not required label changes, the reviewer must use verbs that are suggestive or mstructlonal

such as, "should be rewsed" "should be cbanged" or '(sbould be moved.” ‘ '

L1sted below are the various portxons or statements of the sample label format which ( |

. appears at the end of this chapter. Each section below corresponds to the chapter in this
‘manual wh1ch dlscusses that partu.ular part of the label in more deta11 : .

- Ingredlent Statement (Cha]pter 6)

-, This section 1dent1fies the active mgredlent(s), the percentage by welght of each act1ve
' mgred1ent and the percentage by weight of inert mgredlents ina pestlclde product

Cw Restncted Use Pest1c1de Statement (Chapter U

, ThJS section identifies certain pesticide products that w1thout addttlonal regu]atory o
~ restrictions would have been found to cause unreasonable adverse effects on the.
- environment, including i injury to the apphcator These products have been classxfied as
‘Rasmcted Use Pestzczdes a«.,cordmg to FIFRA Sectlon 3@). -

o "Keep Out of Reach of Chﬂdren" (KOROC) Statement (Chapter 8) R

This specific statement ‘which is commonly referred to asthe KOROC statement ("chﬂd
hazard warning") appears on almost all énd use pesticide products except those

~ pesticides which are intended for use on children or where it is .demonstrated that
. children will not come in contact with the product Inthese cases, amodlﬁed statement
is reqmred . . : ‘

- "Skull & Crossbones" Symbol & the word "POISON" (Chapter 8)

These symbols 1dent1fy pesticide products whtch are determmed to be in tox1c1tyv ,
~category Ibased on at least one of the followmg acute tox1c1ty studles acute oral acute
‘dermal or acute mhalauon or contains certam merts - '

" General Format & Legibility Requirements .~ Page33 .
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First A1d (Statement of Practical Treatment) (Chapter 8)

This section prov1des mformatlon to the pest1c1de user concemmg apprOpn a te ﬁrst da
for the various routes of exposure if accldental exposure occurs ‘

Envnonmental Hazards (Chapter 9) |

This section identifies any hazards to the envn'onment and any necessary pr ecau tnons S

to protect the env1ronment )

Physical or Chemical Hazards (Chapter 10)

This section identifies any hazards such as ﬂammablhty, explos1b111ty or d1electr1c .
breakdown. S ‘
Directions for Use (Chapter 11)

This section provides the instructions concerning how to use the product, the pests |
treated, the application sites, and any application equipment to be used.

Re-entry Statement (Chapter 11)

This section identifies any time penod followmg treatment when entry into a treated
area is restricted.

Product Name (Chapter 12)

Warranty Statement (Chapter 12)

This is a disclaimer statement mChIded Volunta.nly on most pestlmde products by the : o
registrant regardmg the company’s hablhty | _ AT

Storage and Disposal (Chapter 13)

This section identifies the precautions necessary for storing the pesticide 'prodnct and
disposing of both any unused pesticide and the pesticide container.

Registrant Name & Address (Chapter 15) .

Net Contents (Chapter 16) .
This section identifies the amount/welght of pestxclde in the container.

General Format & Legibility Requirements
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=~ EPA Registration Number &‘Establishnient Number (Chapter 17) -
- This seetion identifies the' companxy'number and product numherv ‘assigned to the.
pesticide product and the establishment number which identifies where the pesticide -
* product was produced. Chapter 17 also covers Supplemental Distribution labeling.

: . T i - ' f - . . . - .
. e +7

. The type size of final printed labels may be checked by using the following template.
~ This is -accomplished simply by overlaying the template on the final printed label and
_comparing the type size of the Signal Word, and the "Keep Out of Reach of Children" _
~ statement on the printed label w1th that of the template. Use the table at the top of the chart
i to determme the appropnate type size based on: the size of the label. - B

" ,‘ [’I’he followmg page is the template Wthh could be pnnted on a transparency for use. ]

2

General Format & Legibiiity Re(‘pﬁi'ements' o Page 3;5 .
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Label Type Point Chart

5 and under

i above 5 up to 10 10 point
above 10 up to 15 - 12 point
above 15upto 30 | - | 14 point
~over 30 18 pc;int ‘
18 point OISON DANGER WARNING CAUTION
12 point KEEP OUT OF REACH OF CHILDREN
12 point - Keep Out of Reach of Chlldren |

14 point POISON DANGER WARNING CAUTION

10 point KEEP OUT OF REACH OF CHILDREN

10 point Keep Out of Reach of Chlldren |

12 point POISON DANGER WARNING CAUTION
8 point KEEP OUT OF REACH OF CHILDREN

8 point Keep Out of Reach of Children

10 point POISON DANGER WARNING CAUTION '

6 point KEEP OUT OF REACH OF CHILDREN '

6 point ' Keop Out of Reath ofChlldmn ‘

6 point POISON DA‘NQEIR WARNING cAUTlt;N

6 point ' KEEP OUT OF REAGH OF CHILDREN

6 point ) " KeepOutofReachof Chidren T

General Format & Legibility Reqﬁirementsl | o | ' Page 3-6
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- - Chapter 4 ' * TYPES OF LABEL REVIEWS

, Lalb‘elr reviews are conducted for many types of submissions. Howa reviewerprOcejeds .
with a label review depends on the type of action proposed by the registrant and whether the

- ‘submission is a new submission (first tlme subm1tted to the Agency) ora resubm1ss10n (follow-
uptoa prevrous submission). : . .

This chapter focusee on only those subm1ss10ns that mvolve a label review’ and the :
specific "action codes" assigned to each -of these submissions.  Action codes have been. ;
: developed forusein the "Pest1c1de Regulatory Action Trackmg System" (PRATS) See chapter
5for further detax]s o : . o :

When a reglstrant subm1ts several product reglstratlons together that are in eﬁ‘ect a
senes of dilutions (products that have the same actlve and inert ingredients so when dituted |
they areidentical), every effort should be made to route and review these subm1ssmns together }v

~ . toensure cons1stency of labehng decisions.

.' Snbm:ssmns_IhatmN.omeu@hd.Remeﬂ

All label revrewers should be fam1har with these types of subm1ss10ns as they can affect
future label rev1ew of a given product These three types of submissions are dlscussed below:

1. SUPPLEMENTAL DISTRIBUTOR LABELING (anate labels) After a reglstrant -
_ has obtained final registration for the basic product the second company may then
 supplementally distribute or sell his/her product by agreement with the registrant. Both
.companies confirm the distributor arrangement by submitting a completed Notice of
‘Supplemental Distribution of a Registered Pesticide Product form (EPA Formg8570-5)
for each distributor product. Itis the responsibility of the basic registrant to see that all ,'
distributor labeling is kept in compliance with requirements placed on the basw product.
The basic registrant should notify EPA if it terminates its agreement with a
supplemental distributor. Supplemental distributor labels should not be submitted to- -
EPA for review. If subm1tted they should not be stamped Accepted, or retained in
' ngency files (See chapter 17 for more mformatron on d1stnbutor labehng)

Types'ofLabelv.Reviews o B B .. Page4l
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2. 25b EXEMPTIONS: The Agency does not require submission or review labels for
pesticide products which meet the conditions for exemption under 25(b). The 25(b)
exemption rule, published March 6, 1996 (Volume 61, Number 45, pp 8876-8879),
clearly indicates the conditions of exemption and the requirements to meet the
exemption. The Agency’s false and misleading labeling requirements (CFR
156.10(a)(5)(i) through (viii) and the periodically updated List 4A (Inerts of minimal
concern) inerts list, originally published in Federal Register (FR) Volume 54, Number
224, November 21, 1989 and PR Notice 90-1, go into additional detail as to what is
exempted. Call Bob Brennis at 703-305-7501 if you have any questions about this
policy. o ' S A |

3. NOTIFICATIONS: 40 CFR 152.46 and PR Notice 95-2 allow registrants to make
minor modifications to their registration (label) that have no potential to cause
unreasonable adverse effects to the environment. Such changes are submitted via
"Notification"; an Application for Registration form (EPA Form 8570-1) marked
"Notification" submitted to the Document Processing Desk. Notifications are processed
separately. The following modifications can be made by Notification:

- Adding alternate brand names P
Adding and deleting pests (except public health pests and termites)
Adding indoor, nonfood sites for antimicrobial products ‘
Adding, revising or deleting advisory statements (except for Groundwater
Advisory Statements) R - ‘
Changes in packaging and related labeling statements
Use deletions related to Data Call-Ins
* Storage and disposal statements
 Bilingual labeling ;
Use of symbols and graphics
Redundant labeling statements
Changes in Warranty Statements " |
Other revisions (minor label changes related to- the Federal Insecticide, -
Fungicide and Rodenticide Act (FIFRA)) |
Refer to PR Notice 95-2 for the details on Notifications. It contains also a list
of changes that are non-notifications; that is, changes the registrant can just
makewithout nbtifying the Agency. Other PR Noticesmay permit modification
. by notification. ‘ | B o |

Types of Label Reviews o S Page 42
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S_uhm.lsmns_Reqmnng_Lab_elBexmz

Old Chemlcal Wlthout Data

Old Chemlca] With Data

New Chemical.

Technical Products and Manufactunng Use Products
Special Local Needs '

Experimental Use Permits ‘

‘9.51-.#9*‘.“:—

1. OLD CHEMICAL, WITHOUT DATA (ME—TOO/FAST TRACK) This type of
. "submissioninvolvesanold chemical (actlve ingredient, a.i.) previously reglsteredforuse '
.. asa pestxclde, and with the current submission, "nothing new" is bemg proposed for the

. chemical or formulation. Such submissions are referred to as "me-too" submlssxons
 Theymayéither be amendments to labels of ex1st1ng product registrations, or they may
- be apphcatlons for new product reglstratlons An example of such a submission is an
amendment for the addition to the label of a new site or pest which has been accepted
- -previously on labels of other products contalmng the chemical. Therefore, "nothing
~ new" has been proposed for the chemical. For products composed of multiple active

. mgredlents the proposed addltlon must not be new to any of the al’s. L

= 'If nothmg new is being: proposed for the chem1ca1 10 add1t10na1 ‘data
- submissions are usually required, although data citations may be requn'ed (see
40 CFR 152.80 through 152.97). If eligible for formulator’s exemption data
- citation is not required. For example, when a crop is added to a label and itis
© ame-t00 submission, data muststill becited because residue data were ongma.lly
required to register the use on the crop. Citation of data protects the rights of
data submitter(s) by acknowledging the studies and offering to pay the
- submitters compensation for the cost of generatmg the data. If the submission .
1s ehglble for the Formulator’s Exemptlon data c1tat10n(s) are not requlred '

o= Wlth ame-too subxmssmn the subject product mustbe1dent1ca1 orsubstantmlly :

_ similar in uses and formulation to a currently registered pesticide, which the . .~

applicant must cite by the EPA registration number. The reviewer must ensure
that the two products are substantlally similar or identical in formulatlon ‘To
make this determmatlon, refer to the followmg gmdance - '

Types of Label Reviews B o e R ' Page4-3
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Guidance for Determining Whether Acute Tox Data’
from One Product Will Support Another Product

a. If the pending product is‘identical to the cited product, it’s
acceptable. . o

b. If the pending product is almost identical to the cited product, for
example the only difference is that a minor inert component
(<1%) isreplaced by 2 components doing the same function, each
ai half the percentage, it’s OK.

c.  Ifthepending productisessentially a dilution of thecited product

with water and the cited product is in category III or IV for all

acute toxicity endpoints, it’s OK. :

d. Ifthe pending produétis gssentia;lly::a". dilution of thecited pi'oduct .
and there is a Category Lor II endpoint for one or more acute
toxicity endpoints, route for precautionary review.

e. If the pending product has the same active ingredient in the same
 percentage, but different inert ingredients performing the same .
functions in approximately the same percentages, send it for
precautionary review. : -

NOTE: Check the pH of the two products. Sometimes they are widely
different. This can affect irritancy and even oral toxicity. Ifthe products
look alike, but have widely different pH’s, we are duean explanation. If
_they are not close to identical, this is a signal that the products are not
similar. c Co '

=  The label reviewer must also assure that the use patterns are similar. In

addition, if the label under review is a rodenticide or repellent, any changes in
the inert ingredients should be cleared by the efficacy reviewers to make certain
that the inert changes will not affect the efficacy of the product, (i.e., change of
bait color, smell, texture, etc.). ' A ‘ '

s  The registrant must submit complete pﬁrodﬁcf‘chemistry data for technical o

products, and Manufacturing Use Products (MPs) and End-use Products (EPs)
that are produced by integrated systems. The p;'oduct chemistry data should be

Types of Label Reviews o . . S " Page 4-4
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~ sentfor product chemistry review. The product chemistry reviewer will compare
the concentrations of the same active ingredients and itsassociated impurities to-

- determine substantial similarity in accordarce with Standard Operatmg ’
Procedure (Reference SOP 3068.2). : :

= ' Forall EPs that are lzorrnulated _-w1th a registeredﬁ source product and are found
. to be toxicologically similar, product chemistry data are required in accordance
with 40 CFR 158.150 through 158.190, and should be reviewed by product

- !chemxstryfor adequacy, completeness and vahdlty of the data.. L

= If the product mvolves a me-too product that is found to be tox1colog1cally
 dissimilar to the cited product when it is run through the guidance, then the
- label review process is ended. The reviewer should prepare correspondence to
~ the registrant noting that the Agency has determined that the cited registered
* . product is not substantially similar. and that the registrant must submit acute
- toxicity studies (revise PRATS code). Thereviewer should then assign the action
“code from this chapter (hsted later in the chapter) and proceed tochapter Sfor . :
- mstructlons on how to open and close the entry into PRATS. ce

- = If the me-too product isa "repac " (1 e., the product is smply repackaged and
" nothing changes) oran identical formulation; check the Confidential Statement
.of Formula (CSF) with the CSF of the cited product to make certain the
, ‘formulatxons are the same No data are requu.'ed SR .

2. OLD CHEMICAL WITH DATA (N ON-FAST TRACK) This type of submission
~ involves an old chemical where "something new" is being proposed Forexample, the
o proposal may involve an amendment ora registration with a new use, anew application

rate, or a change in Precautionary statements. Basically, it is an action not previously

- approved by the Agency I‘herefore, a more extensive review than a simple me-too . -

- comparison is necessary. Supporting data or data citations must accompany the
‘submission. Review of the label will be based upon the conclusions of the data reviews

- from the other divisions: (Health Effects Division (HED), Ecolog1ca1 Effects and
Environmental Fate and Groundwater Division (EEEFGD), Blologlcal & Economic
Analysis Division (BEAD)) or from the product chemists, toxicologists, or eﬂicacy

" reviewers in the appropriate division. Generally a review from the other d1v1sxons .
(branches) will only affect a small portion of the label; the rest of the text should remain
unchanged from the ongmally accepted label . -

"’I‘ypes'of‘LabelReViews : - o —Page425' o
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3.  NEW CHEMICAL (NEW LABEL): This type of submission involves a new chemical
(a.i.) which has never been registered by the Agency as a pesticide. It is up to the
registrant to propose the labeling for the new chemical; OPP does not develop the
label. The labeling should, however, follow the general label format discussed in
chapter 3. The text is then referenced against the reviews from the other divisions who
should have received a copy of the proposed label in the package sent to them for

4. TECHNICAL PRODUCTS AND MANUFACTURING USE PRODUCTS: This
type of submission involves a formulation which is used in the manufacture of other
pesticides, either end-use products or other manufacturing use products. A technical
product should be registered before any other manufactgring' use products or end use

. products can be formulated from it and registered. If the technical . product is not
intended to be registered, the data submissions for the MP and/or EP must include all
the. product chemistry data for that technical as required in the 40 CFR 158.150
through 158.190. Howevér, a technical/manufacturing use product (MP), in the case
of anew a.i., must not be registered unless there is an end-use formulation also pending
with the Agency. (Reference: PR Notice 87-7 (PR-87-07)) -

s A technical product is always itself a MP, however, not all MPs are technical -

products. The technical product contains only the a.i. with no impurities other
 than those that mayhave been introduced during themanufacturing processand

contains no intentionally added inert ingredient other than those used to purify
the a.i.. ' : : S

= Again, thelabeling of the technical/manufacturing use product must fit the basic
label format, but will also include a statement such as "For Manufacturing Use
Only" and a listing of the application sites for EPs. L

5.  SPECIAL LOCAL NEED (SLN) - FIFRA Section 24(c): This is a submission under
the states’ authority under FIFRA section 24(c) to register additional uses of a federally
. registered pesticide. These additional uses are for distribution-and use within a
particular state to meet a "special local need" (SLN). Although SLNscan beapproved
for many different reasons and application sites, most involve use on crops. A certain
crop grown within a state may be attacked by a particularly damaging pest, or state.
officials may expect it to be attacked sometime during the growing season, thereby
creating a special pest problem. The pesticide (a.i.) must have an established tolerance
associated with the.crop, or be exempt from the requirement.of a tolerance for that -

Types of Label Reviews ' | L " Paged-6 |
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crop. SLN’s also may pertam to uses for control of pests pecuhar to one or several ‘
states. , : . L

' Special Local Need labels are not stamped "Accepted", but they are reviewed for the
required, pertinent information. Like Section 3 labels, Section 24c labels may also be
"split." A split label is a limited version of the full label and contains only some of the )
uses which arelisted on the original. Split labels are sometimes referred to as "specialty”. |
labels or "separation of uses" labels. The State is sent a letter acknowledging receipt of f

: _the application. Ifthere' is a problem with the SLN, (e.g. no established tolerance) a -

- disapproval letter is sent. If something is omitted from the label, the State is informed,-

. however, the SLNis not disapproved. Occasionally, it is necessary to send the SLN to .
HED for their review (e.g., if there is a question on the associated tolerance) In such
cases, HED w111 rev1ew the label and make recommendatlons

6. EXPERIMENTAL USE PERMITS Expenmental Use Perm1ts (EUP), are reqmred -
- ’for authorizing extensive field trials (greater than ten (10) acres terrestrial; one acre
aquatic) of unreglstered pesticides or. registered pestlcldes used per site at sites not -
‘claimed on the accepted registered labels. The EUP label will follow the standard label
format, except that the front panel will include the statement "For Expenmental Use
. Only." Blologlcal pestlmdes have different allowances depending on theai, e 2., oertam
. ipheromone products have a 250 acre threshold hefore an EUP is requlred

D v - - o E I . c ' 1
‘Select the appropnate action code from the list below based on the submission type B
. 1dent1ﬁed and proceed to chapter 5 for detalls on entermg the action into PRATS '

' Old Chemical Wlthout Data., ;

160 - an application for anew reglstratlon of anold chemwal that isa routme me-too.
Resubmlssmn 161 ,

‘170 - a me-too apphcatlon for reglstratlon of anold chemlca.l with an addltlonal use.
Resubmlssmn 171. ~

Types of Label Reviews = B R o o Pvage4-7'f'
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300 - an amendment submitted to revise an exxstmg label may not necessanly be ame-
too action, but will not require any input (rev1ews) from other branchas ‘
Resubmission: 301. "

310 - an amendment to add a me-too use to an existing registfatioh.
R&ubmission' 311. |

Old Chenucal With Data.

165 - apphcatlon for registration of an old chemlcal w1th minor changas requn'mg |
review from other divisions. .
Resubmission: 166.

175- apphca’aon for reglstratlon of an old chem1ca1 W1th anew non-food or non-feed :
use, requiring review from other d1v1s1ons ' :
Resubmission: 176 ‘

180 - apphcatlen for reglstratlon of an old chemlcal first new food or fwd use.
Resubmission: 181

305 - label revision amendment with data requlred, Dmslonal review only
Resubmission: 306.

320 - label revision amendment with data requmng HED EEE]FGD review.
Resubmission: 321

325 - me-too label revision: amendment thh data requlrmg HE]D EEEFGD review.
Resubmxsswn 326

370 - amendment to an existing reglstratlon addmg a ﬁrst food or feed use.
Resubmission: 371.

360 - action initiated By Agency
Resubmission: 361

655 - 1abel submission resulting from a Rereglstratlon actlon, e.g a data call-m
Resubmission: 656.

Types of Label Reviews S S Page4-8
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674 - 8-month response to RED in support of Reregnstranon
Resubmlssxon 675.

" New Chemical:

100 - application for the registration of a new chemical, food or feed use.
- Resubmission: 101 =~ '

115- apphcatlon for the reglstratwn of a new chemlcal nonfood or nonfeed use
Resubmlssmn 116

130 - apphcatlon for reglstratlon ofa new blologlcal food or feed use.’
“ Resubmtsswn 131. R :

. 145 - apphcatlon for reglstratlon of anew blologlcal nonfood or nonfeed use.’
Resubm1ss1on 146 R , . . .

'Specxal Local Need.

580 ass1gned toa 24(c) apphcatlon for a food or fwd use.
. »Reeubmlssmn 581 o

582 an amendment to an exustmg food or feed SLN
Resubm1ss1on 583. ' .

, 585 - ass1gned to a 24(c) apphcatlon fora nonfood or nonfeed use.
. Resubmlssmn 586. :

587 - for an amendment to an ex;lstmg nonfood/nonfeed SLN
Resubm1ss1on 588 ' :

Experimenta] Use Permitst. 3

700 - EUP for a new chemlca.ll nonfood or . nonfeed use.
Resubm1ss1on 701. Amendment 704, resubm1ss1on of the amendment 705

710 - EUP for a new chemical, food or feed use. | 7
Resubmission: 711. Amendment: 714, resubmission of the amendment: 715.
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720 - EUP for a new biol(;gical, nonfood or nonfeed use. :
Resubmission: 721. Amendment: 724, resubmission of the amendment: 725.

730 - EUP for a new biological, food or feed use.

Resubmission: 731. Amendment: 734, resubmission of the amendment: 735. |

740 - EUP for an old chemical, nonfood or nonfeed use. ”

Resubmission: 741. Amendment: 744, resubmission of the amendment: 745.

750-EUP foranold chenﬂlic'al;‘fqod orfeeduse l{ésubmiSsiQn: 751. ‘Am‘epdmént: 54, -

resubmission of the amendment;’ 7585.

R esubmissions . |

Resubmissions are follow-up actions from registrants responding to objections we had

to their original submissions due to data or labeling deficiencies. Theentire label of the subject
product should be re-reviewed with particular care to ensure that the registrant has answered
all of the concerns we had expressed during the original review. The label reviewer should
make sure that all the necessary revisions and corrections have been made to the label and that
nothing else has been added to the label. Itisnot uncommon for registrants to fail to comply
with all of revisions required, either inadvertently or because of disagreenient. Note that
resubmitted actions are assigned PRATS action codes that chronologically follow the action
code assigned to the initial submission. Resubmissions may-occur 2, 3, 4+ times after the
original submission before the registrant "getsit right." Thereis, however, only one actioncode
for every resubmission of a particular action, no matter how many times it is used. For
example, 161 would be used over and over, asa follow-up to a 160. ' .

D“ I L] “I] s EB . | Io‘ ‘

The term "Scope of Registration" is defined as the complete profile of accepted labeled
uses for given product. The term "Master Label" is defined asa label that contains all accepted
uses for a given product. The term "Sub-Label" is defined as a label that contains only a
portion of the accepted uses for a give product. : ‘ -

Labeling use patterns are captured by Pesticide Product Information System (PPIS) for
registration purposes and the Label Use Information System (LUIS) for reregistration
purposes. It is very important that the Agency be able to easily and accurately identify the
scope of registration for a given product. LUIS captures sites, application methods (type,
timing, and equipment), application rates, frequency of application, maximum number of
applications, treatment intervals, and limitations (e.g., preharvest intervals, reentry intervals)

TpsofiabeRevews . el
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from approved Sectlon 3 and Section 24c labels It is critical for LUIS extractors tobeableto
assemble the complete scope of registration for each ‘product. The aggregated use pattern .
defined by LUIS is the basis for risk analysis in reregistration. Eventually LUIS will be used
for both risk' and benefit analyses in Special Review, Conditional Registration, tolerance .
assessments, etc.. FLUIS is mcom]plete then the risk analysis will be likewise. The consequence
can be either poor registration decisions or needless hours of OPP rework to correct €ITors
Wthh may be later pointed out by the reglstrants

_ Over time, product labels are changed by the amendment or notlficatlon process “

Crops/sn;es are added and deleted. Often this is accomplished through the subm1ss10n of

- amended supplemental labels, and recently, by notification as per PR Notice 95-2 which now
- allows changes ‘that can affect the scope of registration.” These types of partlal label
- submissions are acceptable and even desirdble because they speed up the review process
~ (reviewer does not have to review the entire label) and cut down on waste (papers copies of =
entire labels do not have to be submitted every time an amendment is made). However, this -
process makes it more difficult to determine the scope of registration for a given product.
" Therefore, labels that do not contain the entire use profile for the product should -
clearly indicate so. Registrants should indicate at the top of the label that itisa Sub—
. Label and if necessary, indicate what kind, ie, split label, supplemental label, etc... and
should also include a referenc¢= to the master label and its last accepted date.' For
example: S o

- SUB LABEL (Supplemental) Revrses master label dated XXXXX

o After a penod of time, when the regulatory file has several of these sub-labels ther v
registrant should be notified to submit a new "Master-Label" contammg all the accepted uses

.. of the product registration. ‘It is up to the discretion of the reviewer as to how often a master .

label should be requested

A Memorandum of Understandmg (MOU) exrsts w1th Cahforma S Department of
Pesticide Regulation (DPR) to allow Cal DPR to review data to determine the tox1c1ty andto
determine if the data supports the registration. Precautionary reviewers are the primary group

in RD working with California on this MOU. California is primarily reviewing studxes for new
7 products (me-too s) that will be reg1stered in Cahforma (Reference LP94-24) .

' ‘Typesof‘Label Reviews‘ S DR , -'Page-4-11_' '
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Chapter 5 "~ PRATS ENTRY

. Any product re gulatory action (pnmary subrmssron or resubm1ssron) should be entered‘
into the "Pesticide Regulatory Action Tracking System" (PRATS) as soon asit is received on

. the team. This process enables OPP to track activity ona product since each action is dated, |

- ahistoryofa product’s registration or a tolerance petition is composed. This information is .

. then easily retrieved, aswell as monitored for our response. The following outline provides the ‘ ' o
details for the PRATS entry of a submission (or a resubmission) requiring a label review. The’ S

_,"PRATS Users Guide" should be 1eferred to for further mformatlon

1. = "PRATS ACCESS PRATS may only be accessed through the LAN system, therefore, o
' . beforeanything else, you must be logged into LAN From the "OPP Fﬂe Server Mam
: 'Menu," make the following selectlons L , .

F3 OPP Apphcatlons ][I
'F1 PRAT o
F1 PRAT Pestlclde Regulatory Action Trackmg

N

. From these selectlons, the "T1t1e ‘Screen” will appear. Press "Escape" to go to thev L
- "PRAT Main Menu." The product’s file in PRAT may then beaccessed by enteringthe
* Registration Number, File Symbol, or Experimental Use Permit (EUP) number. (A file -
‘Symbol is issued for an unregistered product - see chapter 17 regarding file symbols). -

" 2. SUBMISSION TYPE: Chapter 4 of this manual provides information for determining
n - the type of submission or action that you are dealing with. Once this has been -
* determined, an action code can be assigned to the submission. Three types of actions
will involve label reviews: a submission fora product already reglstered, aresubmission
‘which is respondmg to Agency concerns or questlons from a prewous submrsslon, or
~ an apphcatlon for a new regustratlon : :

3. . SUBMISSION ENTRY: Once the product file has been accessed a screen will appear
'showing the "Case Informatlon‘" in the upper half of the screen (the product name, main |
actlve mgredlent PM/team le.ader ass1gnment, etc.), and the "Submlss1on Informatlon" .

.PRATS Entry - - L ‘. T I Pa;ge‘5-hl'
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in the bottom half of the screen. Press "Escape" for the foilowing choices at the bottom
of the screen (the menu): ’ : : o

Edit Case, New Subm., Add Resub., Case Ref,, Select ‘Main Menu B

Highlight "New Subm " or "Add Resub.," by usmg the right or left arrow key
and pressing Enter, or by pressing "N" or "A" (the first letter of your choice).

PRATS will now ask you to fill in the blanks for the "Submlssmn Inprocessmg ‘

Informatlon "

A.  The submission Bar Code is already ass1gned

B. - 'Selecttheteamrewewerbyusmgtheupordownarrowkeymthe‘

team window, and pressmg Enter

_Enter the action code determmed in chapter 4 by pressing the
appropriate number keys. PRATS will respond with an Action
Code window. Double-check the actlon code and its descriptor,
then press Enter. Note if you decide the action code is not
appropriate, PRATS will let you scroll up or down and look at
other actlon codes ‘

Enter the dates for “Apphed" (date on the Reglstrant’s apphcatlon -
or cover letter), "Received" (pin puneh date) and "PM Received"
(when the team received the action. ) |

"Related ID’s" may be entered if desired. These refer to
Registration Numbers of Me-Too products or other related
" products This ﬁeld may be skxpped by pressing Enter.

; Add a descnptor bneﬂy (11m1ted spaoe) md1cat1ng what the
submission is about. This field is also not required, but strongly
recommended! The descriptor can be very helpful when scrolling
through the PRATS subm1ss1ons of aproduct, partlcularly if that
product has been very active and has many entries. Each.
submission may be highlighted and the descnptor will appear at
the bottom of the screen

Press Enter twwe, the second tnne wﬂl save the mformatlon

a Page 52
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This entry w111 now appear as part of the regulatory "h1story" for th1s o
product in the entry hstmg entltled "Submission. Informatlon ‘

RESUBMISSIONS: If'the action has been des1gnated asa resubmission - representing 7

a response by the Registrant to an Agency concern or question from a previous - ’

submission, it must be tied to orconnected with the original action. Moresimply, ifthe
Registrant applied for a label amendment and we turned them down or rejected the ’

' apphcatlon a resubmission may be the Reglstrant S attempt to "ﬁx" whatever was
wrong with the ongmal submission. ' :

| "When entermg aresubmission mto PRATS you must identify the original’submiSSidn

PRATS will ask for the original subm1ss1on by showing a window with all primary

~ action mformatlon The appropnate choice is made by hlghhghtmg the item with the o
" up or down arrow key, and pressing Enter. Once the choice is made, PRATS will -

automatlcally assign the action code. This code is designed to chronologlcally lelQ!iL '

S the pnmary acnon code, ie., 160 1161 for the resubm1ss1on(s)

T1p on REPEAT feature of PRATS

_ Ifyouhave two or moreactions (for example, new applications or amendments)
~ . that have the same apphcatlon date, received date, action code, and action
‘ description, you need not enter each action separately into PRATS. After-
entering the first action, hit "R" for "REPEAT", which is found at the bottom
of the screen, mstead of "M" for "MAIN MENU." Then enter the next
registration number or file symbol and, for amendments, the original action.
After saving the initial action, note the new Submission Bar Code for the second .
- action. Continue to use the REPEAT (R) functlon until you have entered all of .
. the related actions.

[

- NEW REGISTRATIONS If the submission is an application for a new registraticn,'

PRATS will not let you add the primary submission until the Case Information section
is complete. The Front End Processing Umt (FEPU) has set up the basic product
mformatlon, but PRATS will force you to first complete the "Active Product

. Chemistry" section; FEPU does not do this. Press "Escape” to access ‘the menu, then

"Edit Case." After venfymg ‘the company number press "Page Down" to the Active
Product Chemistry section. The active ingredient must be entered, either by Product

Chemistry (PC) Code or name. Then the percentage concentration (label ¢laim) must

be entered. This process must be repeated for each active ingredient. Pressing Escape |
twice will save this information and exit you back to the Submission Information.

PRATS Entry - = . Page53
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A

= The reviewer should note that the mformatlon in this chapter does not mclude o
_ submissions which must be sent for review to' HED, Ecological Effects and
- Environmental Fate and Groundwater D1v1s1on (EEEFGD) or other Branches
in the Divisions. Sending a submission on for review requires the creation of a
"Bean Sheet." Please refer to the PRATS User Guide for information on

creating bean sheets. Reviews from other groups may or may not aﬁ’ect product - :

labelmg

n Car .
LR SR

Comuleti f Revi
When a label review s completed, the product file is again accessed through the PRATS

Main Menu via the Registration Number. Once the action to be logged out is h1gh11ghted

press Enter and options will appear at the bottom of the screen. Choose "Edit Submission,"

then "Outprocessing.” The "Subm1ss1on Outprocessmg Informatlon" section will request the :
following information: ' o

Correspondence Date: _ Response Date _L_L._Response Code
75 Day _ Due Back: ___L_L
Comm: _

The Response Code and Date are requlred fields Answer "y (yes) to 75 Days if
you want the Registrant to respond within 75 days, the date th1s response is due back will be
automatically entered. This field is not required, you may answer "N" for no, and pressenter
to skip the Due Back ____ Sspace. 'As with the i mcommg subm1ss10n, a descriptor under
"Comments" for the response is very helpful. The comment will appear at the bottom of the
screen when the product ﬁle is accessed and the subm1ss10n is h1ghhghted

The following are the response codes that may be used when a label review is completed‘ o
(these are not all the response codes used when respondmg to submlssnons ): :

"11"  Objection - Data Deﬁclency A data deﬁclency wﬂl affect a label review 1f | -

supporting data was necessary for the proposed actlon and was elther absent or
deficient. _ , .

2" Objectlon Label Deﬁclency Any type of problem with label text which would
cause the proposed action to be denied should be logged out of PRATS w1th this code K

"13" Objection - A combmatlon of. both data and label deficlenc1es ;

"17"  Proposed new product or amendment to a label is acceptable, no condltlons |
associated with the acceptance. =~ : ‘

PRATS Eniry | . e ' Page s4
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"18" Registration of a new product oran accepted amendment that are subJect to-
condmons : o

The reviewer stould note that when a 17 or 18 response code is used, PRATS ‘will

-request answers to five questions; 1) what thev method of data support is (cite-all, selective or

~ not applicable); 2) whether the product is in child-resistant’ packaging; 3) whether it is a

restricted use product or not; 4 whether it is an exclusive use; and 5) whether it is a

- . manufacturing use or not. The reviewer should use 2 response code other than 38 (General
B Correspondence) if appropnate S

" PRATSEntry | . Page55
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Chapter 6 '~ INGREDIENT STATEMENT

: ~ This chapter covers the ingredient statement section of the label, which must bear the |
name(s) and percentage(s) by weight of each active ingredient(a.i.) and the total percentage
* weight of all inert ingredients (inclnding any impurities associated with the active ingredient).

G : "J'B"' . I

R Rev1ew the proposed label for a clear and promment mgredxent statement whlchf
- contains the name and percentage by welght of each active mgredlent and the total percentage -
by weight of all mert mgredJents ‘ : v v :

The def'mmon of Acaze_lmaedzenns Any substance that will prevent, destroy, repel o
or mitigate any pest, or that functions as a plant regulator, desiccant,defoliant, synergist or.
nitrogen stabilizer. - The definition of Jnerf Ingredient is: Any substance other than an active
ingredient which is intentionally added to a pesticide product, such as solvents, stabilizers,
 spreaders or stickers, preservatives, surfactants, defoamers, etc. Inert ingredients do not
include contaminants or impurities, although for label purposes these are mcluded in the inert-
declaratlon percentage . :

s The label’s ingredients statement includes not only the percentages of active and inert

ingredients, ‘but also, if apphcable associated acid or metallic equivalents. Unless the
ingredient statement isa complete analys1s of the pestlmde the term "analysis" must not be used
.' asa headmg for the mgredlent statement.

Follow through each sectlon below as you review the proposed label
1. THE INGREDIENT STATEMENT MUST CONTAIN - L
'l A. The headings "ACTIVE INGREDIENT" and "INERT INGREDIENT" (or

plural forms of these terms when appropnate), must be the same type size, aligned -
- to the same left margin and equally promment

"IngredientSt_atement_ , ', - - _Page6-1
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"

B. Thenameand percentage by werght of each actrve mgredlent must be placed under o
the ACTIVE INGREDIENT headmg and the total percentage by weight of all
inert mgredlents must be placed under the headmg INERT IN¢ GREDIENT

C. The percentages must be ahgned by the decxmal

2. THEINGREDIENTSTATEMENTMUSTBE PRESENTED clearly, and benelther
obscured nor crowded by surrounding text. ,

3. PERCENTAGES cannot be expressed ina range of values, such as "20 25%

4,  SEVERAL EXAMPLES of correct mgredlent statements are shown in th1s chapter o
I I » E I i‘ I S l I ‘ ‘ X ‘

1. FRONT PANEL: The ingredient statement is required on the front panel of the.
Iabel. However, if the pesticide package is extremely small or is irregular in shape
making it difficult to place the ingredient statement on the front panel of the label,
permission may be granted, upon written request (this could be a part of the
application), for the ingredient statement to appear on the back or side panel of the |
label See 40 Code of Federal Regulatlons (CFR) 156 10(g)(2)(1) |

2. LOCATION ON FRONT PANEL: The preferred locatlon is mmmedlately below the‘.s o
product name. (Refer to the sample label format in chapter 3) For consumer, or
dentlal products, the preferred location is after the front panel hazard warnings.

3. OUTSIDE WRAPPERS: Ifthereis an outside contamer or wrapper through whrch the
ingredient statement cannot be clearly read, the ingredient statement must also appear
on the outs1de container or wrapper ‘

4, 'PROMINENCE OF TEXT: The text of the mgredlents statement must run parallel o
with, and be clearly d1stmgu1shed from other text on the panel and must not be placed |
in the body of other text. (40 CFR 156. 10(g)) | .

. "t .

Review the names used on the proposed label under the mgredlent statement Check . o

these names in the Reference Files System (REFS) on the LAN. If none of the names are
shown in REFS, perhaps you have a new chemical. If so, check with your PM/team leader for -

Ingredient Statement | ’ - - : . Page62




Label ReviewManual =~~~ Current as of December 27, 1996 -

the correct procedures Look at each sectlon below to determme the correct names to be used
' 'm the ingredient statement. - : - -

1.  COMMON NAME" |

A Common names estabhshed by the American Natnonal Standards Institute (AN SI)
are accepted by the Administrator, under the Federal Insectrc1de Fungicide, and
Rodenticide Act (FIFRA) Section 25 (c)(6). Ifthe common namehas been accepted -

. by ANSI, it may appear alonein the ingredients statement if it is well known. Ifthe
' common name is not well known, it must be used i in conjunctlon w1th the proper i
. chemlcal name. :

- | B. . Check REFS to determme the accepted common name. "(ANSI)" W1ll be shown -
. afterthe accepted common name in the Chemical Name list. An additional source
for this information is the EPA Manual, Acceptable Common Names and
7 Chemical Names for the Iagedzent Statanent on Pestzade Labe]s, 4th edmon .
‘ (December 1979) , , "

. C. A hst contammg some of the common/chemlcal names may also be found in the

' Pesticide Tolerance Commodlty/Chemlcal Index section in the back of the CFR 40
'CFR Ch.1, Page608 (7-1-95 Edition)). Since this only mcludes names forchemcals )
with tolerances, it is only a secondary source. .

2. CHEMICAL NAME

A Ifthere isnotan accepted common name, the full chemlcal name must. be used If
there is an accepted common name, but it isnot well known, the full chemical name
‘must immediately follow the common name on the lme under the ACTIVE
IN GREDIENT heading. For example ' : o

Acephate ©, S-dlmethyl acetyl-phosphoram1doth10ate)

B. . Ifthere is no accepted common name, the chemlcal name alone must be used

C. Chemical namesmust be given accordmg to the nomenclature used inthe Chem1ca1 :
Abstracts (CA) Chemical Substance Index, pubhshed by the American Chemical
Society. REFS reflects the correct chemical name: the entry found with the "9CI"
(i.e., Ninth Collective Index) designation at theend of the name. [REFYS tip: hitthe

Ingredient Statement RV g vPa~ge6-3‘
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Enterkeyon the chemical name to see the cofnplete chéiniéal liamé, Which ma(.y“ not
appear on the line if the name is too long to fit on the line.] ‘

3. BIOLOGICAL NAME If the activé mgtedlentls a microbial agént, the microbial agent -
must be identified by genus, species and strain (if there is one). »Again, this name must
be identical to the name shown in REFS. B ‘ . |

4, DESCRIPTIVE NAME: Descriptive names, approved by the Agency are to be used in
' the ingredient statement if there is no accepted common name and no distinctive
chemical name. Examples are: "Tobacco dust”, "Egg solids” or "Dried blood."
Approved descriptive names are listed in REFS, and the name shown on the proposed

label must be identical to the name found in REFS. )

5. WHAT IS NOT ACCEPTABLE: Trademark or proprietary names may not be used
' ' in the ingredient statement unless such names have been accepted as a common name
by the Administrator under the authority of FIFRA Section 25(c)(6)- Trademark
names and other information concerning a particular ingredient may appear by .
reference in a footnote to the ingredient statement. : ) o
1.  DEFINITION OF ACTIVE/INERT INGREDIENT: The criteria for ingredients
determination of active or inert status is located in 40 CFR 153.125 and PR Notice
(Reference: PR-81-04). Aningredient will beconsidered anactive ingredient if, byitself, -
it has the capacity to function as a pesticide or has the ability to elicit or enhance the
- pesticidal effect in another compound (i.e., the pesticidal activity is substantially
increased due to the interaction of the compounds). Ingredients such as stickers and
other adjuvants which function simply to enhance or prolong the activity of an active
ingredient are not generally considered to be active ingredients. ‘
Note: A chemical may be an active ingredient in one formulation and an inert
ingredient in another. Examples are chemicals used as preservatives of a formulation,
plant nutrients, or chemicals with some other non-pesticidal use. '

»  RELATED COMPOUNDS (ACTIVE): If one or mor related compoundsis pesticidal
" tothetarget pest, it must be included under the ACTIVEINGREDIENT heading. For

example:

ACTIVE INGREDIENTS:

Ingredient Statement - S : ‘ : “‘Page 6-4
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- 2-Carbomethoxy-,1-methylv'in);] dimethyl phosphate, « isomer . ... .. . ... 200%

. 2-Carbomethoxy-1-methy1viny] dimethyl phosphate, B isomer ......... .. 3.0%
INERT INGREDIENTS: ......... et PO 17.0%
"Total .................. J . e 100 0%

3. | RELATED COMPOUNJDS (INERT) Related compounds w1th no determined
active/inert status must be .included under the total percentage of the INERT

- IN GREDIENT headmg w1thout demgnatlon as related compounds or by name (PR-8 1--

' »4). L '

4, - EQUIVALENTS Un]ess declared asanactlvemgredlent relatedcompounds mustnot -

- beincluded in expressing percent acid or metalhc equivalents; nor in the declaration of
"pounds active mgredlent" or "acid (or metallic) eqmvalents per gallon" under the -

'mgredlent statement. (PR-81-4) ‘ S '

“ o “ r "" .v

Every label reviewer should be aware that the Ofﬁce of Pestlclde Pro grams (OPP) isin
the process of converting all labels over to thefollowing pollcy the amount (percent by weight)
of ingredient(s) specified in theingredient statement on the label must be stated as the nominal
concentration of such ingredient(s), as that term is defined m 40 CFR 158.1533).
Accordingly, the Agency has established the nominal concentration as the only acceptable label
- claim for the amount of active ingredient in the product. After July 1, 1997, all pestlclde

mgredxent statements must be Pxpmsed as nominal concentratlon. .

‘ Reviewers of proposed ]abels for products subject to detenoratlon, such as sodwm B
'hypochlonte should note the secuon later in thxs chapter on Detenoratmn

- As stated above, the percent by welght of the mgredlents must be stated as the nomma.l

concentration. The upper and lower certified limits on the Confidential Statement of
Formula (CSF) are to be in accordance with 40 CFR 158.175. (Reference: PR-91-02) ‘

Ingredient Statement R . Page6s
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s The definition of Nominal Concentration is: The amount of an ingredient which is
expected to be present, expressed as percentage by weight in a typical sample of a
pesticide product at the time the product is produced. The nominal concentration of
the active ingredient in the product will be based on the nominal concentration in the’
source product. [Example: If thenominal concéntration of the active ingredient source '
is 80% (as declared on the CSF, column 10) and percent by weight of the formulated -
product is 20% (CSF, column 13b), the nominal concentration based on the pure form
of active ingredient is 16% (i.e., 20% x 0.80)] '

= Products are to convert to nominal concentratio;n‘underithe schedulé below: S

A.  Beginning July 1, 1991, all new product registrations stibmitted to the Agency

were to comply with the requirements of PR Notice 91-2 (Reference: PR-91-2).

B. R'egiétrants having products subject to reregistration undet FIFRA Section 4(2) N
were to comply with the requirements of PR Notice 91-2 when specific products
are called in by the Agency under Phase V of the Reregistration Program.

C.  All other products that are not subject to (A)or(B) above will have untll July . )
1, 1997, to comply with PR Notice 91-2. Applications should note "Conversion
to Nominal Concentration" on the application form.

= The pércentag% of each active ingredieht ‘must be expressed in terms of v&%eight-to-‘
weight (i.e., weight of active ingredient present in the total weight of the product).

== The percentage for inert ingredients is 100% minus the total percentage(s) of the active
ingredients. o o : :

- The sum of perpenta.ges of the active a.nd the mert .ingredients must be 100%, “The term B
"100%" need not be expressed as part of the ingredient statement.

o For ingredient statements which reflect the fact that the active ingredients is the 6n1y o
component of the product, the inert ingredients header is not necessary. For example:

ACTIVE INGREDIENTS:

s Ifthe proposed label is for a liquid formulation, check the Direc‘:'tions“ For Usesection:
if any of the use directions of the pesticide product are expressed as a certain weight of

Ingredient Statement ” A .. Page66
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y

, actxve mgredxent per unit area (such as, pounds per acre) a statement of the weight of -
the active ingredient per unit volume of the pesticide formulation must also appear at
the end of the mgredtent statement. This is very important when calculating the use
rates. An example of this would be, "One gallon contains 4- pounds. of the active-
ingredient (chemical)." If dosage rates in directions for use are expressed as welght of
product/umt area, the welght of the product/ga.llon must be sta

D a--.A- :

Pest1c1des which change in chem1ca1 composmon s1gmﬁcantly over time must meet the
followmg labehng requlrements : - A » :

L EXPIRATION DATE In cases where it is determmed that a pest1c1de formulatlon
' - .changes chemical composition - significantly over time, the product must bear the
- following statement in a prominent position on. the label "Not for sale or use after, -
[date] " (40 CFR 156. 10(2)(6)(D)) ' '

2. ‘EXPIRATION DATE FOR SODIUM HYPOCHLORITE: The product must meet

- alllabel claims up to the expiration time indicated on the label. To insure effectiveness,
the following labeling statement is reqmred for sodium hypochlorite. (because ofits
rapid degradatxon) This requirement is for sodium hypochlonte products w1th a label -
claim of 5.25 - 12.5% actlve mgredlent g ,,

"Degrades w1th age. U‘,e a test kit and increase dosage as necessary to
obtam the reqmred level of available chlorme oy

; Somepesucldemgredlents requlrespeclﬁcdemgnatlons onthemgrementstatementsfor '
proper clarification and identification. For instance, some bromated or chlorinated
compounds may require a reference in the ingredient statement to the available chlorine or
bromine (see #7 below). Examples of some of these specific designations are shown below:

Ingredient Statement = . '. B g — | “I”age 6-7
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1.  MICROBIAL PESTICIDES: Microbial and Biochemical pesticides are generally

~ subject to the same labeling provisions as conventional pesticides. They are viewed
essentially the sameas chemical pesticides with respect to label requlrements except for :
differences with the ingredient statement. o

Productscontaining live microorganisms must indicate the equlvalent number of viable
units (spores, cells, colony forming units, etc. ) per umt welght of product

ForBacillus thuringiensis (Bt) products the act1ve mgredlent declaratlon mustbe based= o
upon percent by weight of insecticidal toxin(s) present Strain variety, aswell as percent

active ingredient declared for each order of i insects affected must appear on the label.

(PR Notice 72-6.superseded PR Notice 71-6). The use of potency units expressed in |
terms of International Units (IU) permilligram of product is reqmred unless the percent

toxin has been shown to predict field activity. If used, it should appear on the label
below the ingredient statement and should be followed by the statement "Potency units .
should not be used to adjust use rates beyond those specrﬁed in the Direction for Use . .
sectlon For example ) . : R

ACT IVE INGREDIENTS

‘ thnnnmnsmsubspecleSknmtaln ‘ _
Lepidopteran active t0Xin ... ....ccvuueeeivnnnns. e PP 3.0%
Dipteran active toxin(s) s 20%
INERT INGREDIENTS: . ..... e e o eraneans 95.0%
TOAL « « v e v e e e e e eee e e e e e e eee et ia e raeeaaenee .. 100.0%

Potency: 40, 000 Internatlonal Umts permllhgram of this product Potency units should not
be used to adjust rates beyond those speclﬁed in the Directions for Use section.

Since the rereglstratlon dataon percentage of active mgredlents havenot been reviewed
for Bt products labels for many Bt products still list the percentage a.i. based on
potency. For potency based ingredient statements for lepidopteran active Bt products,
500,000 International Units (IU)/mg product = 100% active ingredient. Percent active
ingredient is calculated on the product potency compared to the 100%active ingredient
assumption of 500,000 IU/mg. Thus, a 16,000 IU/mg product ‘would be
(16, OOO/mg) x (100%/500, 000 IU/mg) 3 2.% .

Ingredient Statement - o "Page6b-8‘
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Subdivision M’ (Pestlc ide Testmg Gmdelmes) Mcrobzal and Blocbemzcal Pes't ’
Contro] Agent;s‘ (J uly 1989) addresses this topic.

| Cert1ﬁe'd Limits Can Be Expressed As:

(@) Mlcroblal Pest Control Agents (MPCA) units/unit welght or volume _
(i) . International Units of Potency per unit weight o
(m) Weight percent of product o

“Items (i) and (ii) may be determined using blOlO g1ca1 genetxc blochemmal serolo gical " *
or other appropnate data For example . .

A.'_

* ACTIVE INGREDIENT: : !
Pseudomonas cepacia type Wisconsin . . . . . . AT A e Cieeaaaees 3.8% (by wt.)
' INERTINGREDIENTS e i ideaen e eea :.‘;...'...9_6.2A(bywt)

TOtl . .o e e, e eetieeieriea.. . 100.0% (by Wt
" Contains at lea‘fst'S(() million viable cell/lb (10’&11s/gram a | '

B.
" ACTIVE INGREDIENTS: o ‘ . .
: Tﬂcbodezmabamanum(ATCC20476) B e 166%WW
" Trichoderma polysporum (ATCC 20475) ..o e 16.6%WIW
 INERTINGREDIENTS: ...........0......... e e 668 % W/W

Total...... O SR et i 100.0% W/W
, Mlmmum4 Smﬂhon colony formmg units (CFU) per pound (454 grams) ‘

2. BIOCHEMICAL PESTICIDES: The mgredlents statement for a product whose active
: ingredient is a naturally occurring plant regulator, (such. as cytoklmn auxin, or
gibberellin) for which quanutatlve chemical methods and units arenot avallable, must

be stated in an acceptable and generally recogmzed bloassay unit. For example

: ACTIVE INGREDIENT o
Cytokmm (equlvalent to. 200 ppm kinetin actlvxty) ...... P 3.0%
INERTINGREDIENTS: ..........c.oviniinnernnenn. ... 910%
T T R ST 100.0%
3. PHEROMONE PRODUCTS: The ingredient statement for pheromone dispenser labels
- shows the pheromone in mg per dispenser asa footnote. This must beasreflected in the

 CSE.
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ACI'IVEINGREDIENT .

Pheromone® ......cooveeeieeenns e reeeaa ereeans 1.0%
INERTINGREDIENTS: ....icivtiecnrrireonsaccaronsans 99.0%
07 (PP SR .. 100.0%
*x mg per dispenser ‘ c

4, INSECT VIRUS-BASED INSECTICIDES: Pest1c1da1 products contammg an msect
virus as the active pesticidal ingredient must indicate the number, of activity units -
(polyhedral inclusion bodies for nuclear polyhedrosis viruses or capsules for granulos1s
m) per gram (10 PIBS/gm) or percentages (%) For example

BIOCONTROL-I _
Blologlmllnsectlcldefor the Control of Doug]as F1r TussockMoth

ACI'IVE]NGREDIENT*

PolyhedralInclusionBodies of Doug]aan' . , . :
Tussock Moth NuclearPolyhedrosisVirus ............. e o eeeeeeens 13.5%
INERTINGREDIENTS .......................................... AOPUU 86.5%

‘Conhmsatlustmmllhonmtyumtspcrgmm. o

Often the active ingredients statement w111 include "... and insect body p L

whether the baculovirus is propagated in vivo or in v1tro For example

SPECIFIC—T-I

ACI'IVEINGREDIENT

GranulosisVirusof Cyd1aPomone11a(Codd1mgMoth) .‘
(atleast SX 108 GIBS/mI) .. ...vvuennereeneeeieionerennnnnes 0.005%
INERTINGREDIENTS: S ' ( C
Tnsect parts/waterAnertSolids .. ... voivreennenivrnneseeesoe.. 99.98%
Aureomycin(5.5%) .. ....coennn e e feaeceeniaaeas P '0.015%
Total ..vueenerneeaennennen PR 100.0%
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5. SALTS, AMINE OR ESTER OF ACIDS: If the active ingredient is a salt, amine or
. esterofan acid, the label must declare in a substatement under the mgred1ent statement

the percentage equlvalent of the acid. For example

ACTIVE INGREDIENTS: ‘ o
Tsooctyl ester of 2,4-Dichlorophenoxyacetic acid* ............. 120% .
Isocctyl ester of 2-(2,4-Dichlorophenoxy) propxomc acid** ... ... 10.0%
INERT INGREDIENTS: ......... e e e .. 180%

TOAl « e eeeee i e e 100.0%

- *2 LchMorophenoxyaoettc acid equlvalent, 9. 5%
: ‘"‘2-(2 4—D1chlorophenoxy)propxomc acld equlva]ent 9%

6. COPPER SALTS OR COMPLEXES Pestlclde products whose act1ve mgredJents are
' copper salts or complexes, must declare the chemical name of the copper complex as -
active ingredient and the. equlvalent metallic copper declared in'a substatement The
analytlc method needs to be in the CSF. For example : ‘

' ACTIVEINGREDIENT: - R
" Copper naphthenate* . . ..... e P e V... 932%
INERTINGREDIENTS ..... ..... .. 6.8%

Total . ST e 100.0%
"'Metalhc copper eqmva]ent 22% . : o '

| Thls type mgredlent statement decla.ratton is apphcable to zinc, also. For example, -
 Zinc naphthenate must be expressed as percent metallic zinc equlva.lent

7. BROMINATED AND/OR CHLORINATED COMPOUNDS Certain bromated or
chlorinated compounds may require a reference in the mgredlent statement to the
.avaﬂable chlorme or bromme For example: '

. ACTIVE INGREDIENT:

"+ 1-Bromo-3-chloro-S, 5-dimethylhydantoin . ....... e, ' 86.4%
1-3dibromo-5, S-dimethylhydantoin .. ... PP ereneenaaas 8.6%
INERT INGREDIENTS: . .....0.0uueiineaneannsennss ... 50%
Toml 100.0%

" Provides: - 66.8% Available Bromine S :

25.4% Available Chlorine

N
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. METAL ION EXCHANGE RESINS Any metal (e g, Ag or Cu) used as pestlclde
when bound to an ion exchange resin, must be ‘declared on the label as the percent
metallic equivalent with a footnote immediately below the mgredlent statement
specifying the identity and amount of the ion exchange resin wh1ch was used

SODIUM CHLORATE PRODUCI‘S Because sodlum chlorate is very ﬂammable, all
pesticide products containing sodium chlorate must include a fire retardant in the
formulation. These labels must bear in the vicinity of the ingredient statement, a
statement indicating that the product contains a fire retardant If the proposed label is
a sodium chlorate product, check the CSF to venfy that the product does mdeed
contain a fire retardant (column 15, Purpose in Formulatlon)
ADDITIONAL STATEMENTS Pestlclde products wh1ch contam arsenic in any form,
- must mclude a suhstatement of the percentages of total arsemc and water-soluble

- arsenic calculated as elemental arsemc For example - |
'Total a’rsemc’ alli m Water SOlllble form, expressed as elem‘;ntal xx% " S

Formulations contaJmng greater than 10% peuoleum dlstlllates, xylene or xylene o

" rangearomatic solvent must reflect the statement "Contains petroleum distillates,
xylene or xylene range aromatic solvent" immediately below the ingredient
statement as a footnote to the inert mgred1ents .

FERTILIZER-PESTICIDE COMBINATIONS Pestmdes that are formulated in
combination with fertilizers must be declared in the label ingredient statement the same
way as the other pesticides. The fertilizer composmon must be separate from the
pesticide ingredient statement and must not detract from or obscure the required
pesticide labeling statements. Various fertilizer combinations may be registered under
the same registration number provrded that the percentage of active ingredient remains
the same. .

COMPLEXING AGENTS In the case of complexmg agents containing iodine, for
example, the active mgredlent which is titratable iodine, must be declared in the -
ingredient statement with a footnote immediately below the active ingredient statement
listing the complex formed (Reference LP95 03) For example ‘ ‘

ACTIVE INGREDIENT:

Todine* e S ‘

INERT INGREDIENTS: ........ e e . 85.0%
Total ; * .

*from name of complexing agent

Ingredient Statement | o | ‘Page6-l‘2;“
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1. - SPECIALLABELING RE QUIREMENTS for Inerts of Toxwologlcal Concern (List
| 1): According to PR Notice 87-6 (Reference: PR-87-06), issued May 12, 1987,

- registrants ‘of products containing one or more inert mgredlents on List 1 (inert
ingredients of toxicological concern) were required to amend their label to mclude the
statement: "This product contains. the toxic inert ingredient (name of inert)." This -
‘statement was to be placed in close proximity to the ingredient statement in a type size
comparable to other front panel text. The Release for Shipment date was October 20, -
1988. Most registrants : substituted a L1st 3 or 4 inert for an inert on List 1. In general,

" after the PR No‘ice wasissued EPA did not register any new products containing a List

" 1inert. PR Notice 90-1 (Reference: PR-90-01), issued May 1, 1990, revised and

modified previous published lists of inert ingredients in pesticide products that are of - ,
- tox1colog1ca1 concern and require pnonty testing. The PR Notice 90-1 contains all the :
- lists ofi mert mgredlents for your reference. (Refer to chapter 8 also) - o

. The List 1 mert mgredxents are as follows

LIST 1.-- INER IS OF TOXICOLOGICAL CONCERN

62-53-3 . Aniline
1332214 | Asbestos fiber
1332-219 - | __1.4-Benzenediol
7440-43.9 ] Cadxmum wmpounds
| 56.23.5 ] Carbon tetrachloride

~ 67-66-3 | _Chloroform -

R 106-46-7 ' ;;-Dichldrobenzenev . : ' ' . '

103232 |  Di(2cthylhexyDadipate - |

" - 78-87-5 : 12-D1chloropropane : _

__117-87-8 o Dl-ethylhexylphthalate' - S " h
66-12-2 - Dimethylformamide L , 1
123-91-1- . . Dioxane - -

106808 | Epichlorohydrin |
" 110-80-5 | 2-ethoxyethanol . R L u
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107-06-2

Ethylene dichloride

109-86-4

140-88-5

Ethylene glycol monomethyl ether

Ethyl acrylate

110-54-3

n-Hexane

302-01-2

Hydrazine

78-59-1

Isophorone

7439-92-1

Lead compounds .

568-64-2

Malachite gr;een‘

591-78-6

Methy] n-butyl ketone

74-87-3

Methyl chloride

75-09-2

Methylene chloride

25154-52-3

Nonylphenol

127-18-4

Perchloroethylene

108-95-2

Pheriol

90-43-7

o-Phenylphenol

75-56-9

Propylene oxide

8003-34-5

Pyrethrins

81-88-9

Rhodamine B

10588-01-9

Sodium dichromate

26471-62-5

Toluene diisocyanate

79-00-5

1,1,2-Trichloroethane

56359

Tributyl tin oxide

79-01-6

Tﬁchloroethylene '

1330-78-5

Tri-orthocresylphosphate (TOCP)

78-30-8

_ Tri-orthg:r

Ingredient Statement
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2. . IDENTIFICATION OF INERT IN GREDIENTS: Inert ingredients are not required
" to beidentified individually in the ingredient statement label except when determined
- that such inert ingredient may pose a hazard to man or the environment. In such a
situation, it may be required that the name of the inert be listed i in the ingredient
statement. However, if a reglstrant wants to list a particular inert ingredient in the -

‘ mgred1ent statement he or shemust list all inert ingredients du'ectly below the mgredlent
. statement, Registrants have the optlon of including descriptive terms (e.g.; Cleaning - '
--agent, perfume) in parenthe:ses after eachi mert listed. For example, "inert (perfume) "

: EPA may approve a basic formulation and one or more alternate formulations for a
_ single product An altemate formulatlon must mieet the criteria hsted in 40 CFR 152.43(b)(1)
through (4). The Agency may reqmre the subm1ssmn of data to determme whether the cntena :

‘ have been met :

’ ‘The altemate formulatlon must have the same certlﬁed limits for each actlve e
3 mgred1ent as the basw formulatlon : - v

 If the alternate formulatlon contams an inert mgredlent or 1mpunty of
. tox1colog1ca1 s1gmﬁcance, the formulation must have the same upper certified
hmlt for that substam.,e as the basic formulatlon

Thelabel text of the alternate formulatlon product must be 1dentlca1 tothat of the
basic formulation. 40 CFR 152.43 prohibits alternate formulatlons 1f the

alternate formulatlon requn'es a change in the label text

The analytlcal method required 1 under 40 CFR 158.180 must be suitable foruse
on both the basm formulatlon and the altemate formulatlon -

, Usually the altemate formulas are named "Altemate Formula A," "B " etc if
. lthere are more than one altemate formula - :

' Ingredient Statement - . -~ Page6-15
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Chapter7. - USE CLASSIFICATION

Pesticide products may be classified as restncted use pestlcrdes (RUP), general use, or

' unclassified. A product may be classified as a restricted use pesticide when the product meets

‘certain ¢riteria indicating that it poses a threat to man, non-target organisms or the
environment and labeling cannot sufficiently mitigate the hazard (40 CFR 152. 170); and special
training in handling and applying the pesticide product is necessary to ensure the safe use of
".the product. Accordmg to the re,gulatmns, the sale of restricted use pesticides is limited to-
-certified apphcators foruse by those applicators or persons under their direct supervision. The
useé of unclassified products are not limited in any mannef, except in cases where a product
| bears labehng hmltmg the usetoa speclﬁc group such as vetennanans, ete

-

X !nc]assiﬁed Produ Qxls o
To‘detem‘iine' ifa product is unciaSSifled,' review 'the Criteria belowt o

1. ME-TOO The product under review is 2 me-too reglstratron, and the product citedas |
‘ substantlally similar is unciassrfied ' . -

2. DATA SUPPORTED: The product under review is a new product for which data are 7
submitted and none of the following data reviews mdlcate that the product should be
cons1dered for restricted use classrficatlon :

= Ecologlcal Effect, and Environmental Fate and Groundwater D1v1s10n o

Assesses the toxicity to fish, wildlife; and endangered speciesand assesses the '

- poss1b111ty of groundwater contamination and persxstence in soil.

g Chemlstry and Exposure Branches (CB-I or II) Assessm the hazard of
' handler exposure. - :

= ‘Techmcal Rev1ew Secctlon (RD/TRS) Assesses the acute toxicity of the
: product . -

3, MUP’s The product under reviewisa manufacturmg use product (MP) MP s must
* bear labeling indicating that the product is used solely for formulatmg end-use products
Thelabel for an MP should list the use-s1tes claxmed on pestlmde products formulated

‘~UseC1aSSiﬁcation S . o - - \Page7-l
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with it as the active ingredient. Do not confuse th1s list of uses w1th end-use dlrecttons |
A separate registration 1s required for end-use products :

" The product under review does not contain active mgredlent(s) and use(s) which have
been classified as restricted use. To check: Refer to 40 CFR 152.175, or if the product
is currently registered, the RUP classification can be checked using the Reference Files
System (REFS) on "Page 1" of the product information. Another reference source for -
this information is the Pesticide Information Nétwork (PIN). This database includes
registration numbers of Restricted Use Products and lists the reason for restricted use
classification. (Instructlons for accessmg data base are located at the end of thxs
chapter).

Ifthelabel under review meets: any of the above cntena, then the product is unclassxf' ed
Review Item 2. below and then Skip to the next chapter. If the label under review does
not meet any of the above criteria, then'the product may be classified asa RUP. Go to
the next section entitled "Products Which May Be Classified asa RUP." -

Unclassified products with one excepﬁon do not bear the term "General Use" as
discussed in 40 CFR 152.160. The one exception involves products containing the active
ingredient, chlorine gas. These products are the only products which may bear the
classification "General Use." If the label under review involves a product containing an -
active ingredient other than chlorine gas and the label contains the pesticide classification
"General Use", instruct the registrant to remove the des1gnat10n in accordance with Policy
and Criteria Notice 2460.2 (Reference P&C 2460-2) .

DETERMINATION OF CLASSIFICATION Revxew the cntena below to determme
whether the product should be class1ﬁed asa RUP

A. If the product under review is a me-too reglstratlon and the cited product s

classified as a RUP, then the product label under review must bear the Restricted
Use classification. Go to Section 2 below on "Labehng Requuements for Restncted
Use Pesticides." .

If the product under review was accompamed by data and any of the data reviews
from Ecolo glcal Effects and Env1ronmental Fate and Groundwater D1v1s1on and

_ Use Classification ‘ o . o Page7-2 e
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‘ o Chemlstry and Exposure Branches (CB 1 or II) mdlcate that. the product should be
classified as a RUP, then the product ‘Tabel under review must bear the Restricted
'Use classification. Go to Section 2 below on "Labehng Reqmrements for Restricted

Use Pestlcldes "

' C. If the product under review was accompanied by data and the data review from
precautionary reviewers indicate that the product meets the criteria for .-
consideration as a RUP, then the label reviewer should check with the Product

‘ Manager/team leader to determme 1f the product should actually be classified as an
RUP. . ,

2. - RECORDING CLASSIFI(,ATION DECISION Ifthe PM/team leader determm&s
' thatthe product should not be classified asa RUP then the label reviewer must include ‘
~ a'memo to the file noting this decision. The memo must specify the basis for the .
- decision under40 CFR 152.170(e), including thealternative labehng language required.
- The label reviewermust sign and date the memo and place it in the registration jacket.
" The label reviewer should make sure the product label under review does not bear any
useclassification (Refer to Section 2above on Discontinuance of Term "General Use").
The remainder of th1s chapter can be sklpped as it is not relevant to the label under E
review. . S

| ‘Ifthe PM/team leader determmes that the product should be classrf' ed as aRUP, goto v
the Section 3 below to determme the proper labehng requirements for Restncted Use _
Pestlcldes ‘ : . _

3. PLACEMENT REQIR‘EMENTS FOR RUPs: Restricted use pesticides are subject to
the labeling requirements specified in 40 CFR 156.10(j)(2) and PR Notice 93-1

(Reference: PR-93- 01). Check the label under review to make certam that the label .
- meets the RUP labehng reqmrements hsted below :

A The statement "Restricted Use Pesticide" appears at the very top of label’s front '
panel, 40 CFR 156 10G)(2)(). )

B. No other,wordmg or symbols may appear above theRUl; statement. :
C. RUP statement is followed by the reason for RUP classification. ‘(See Chapter 7,

page 4 for examples of chem1cal spemﬁc RUP statements and reasons for RUP
classﬁ'icatlon)

Use Classification - - 7‘ | : o Pag’e‘7-3 ‘
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D. RUPstatement should be enclosed in a box so that it is more visible on Iabel. (This o
is preferred).- , o » A

E. RUP statement appebars with sufficient prominence in relation to othér{ label text o
and graphics so as not to be overlooked (40 CFR 156.10G)(2). ’

F. The label must bear the phrase "Restricted Use Pesticide" under the headmg -
"Directions for Use" (40 CFR 15610 (i)(2)(ii).

G. The phrase "Restricted Use Pesticide" meets the minimum type size requirements
" of the human hazard signal words. If type size appears small, the label reviewer
should remind the registrant of the type size requirements specified in the Code of
Federal Regulations at 40-CFR 156. I_O(h‘)(l)(iv)’ for the signal word. '

H. The label may not bear any type of designation indicating that certain uses are “
 restricted and other uses are not restricted. A restricted use product may bear any
or all ises. However, if the product has uses which are not restricted and the
u registrant desires to market or make available these uses to the general public, then
the registrant must seek a separate registration for these uses. )

4 WORDING OF RUP STATEMENT: The Label must bear the correct RUP

statement, 40 CFR 156.10G)(2)(i)(B), or other specific statements required for certain
chemicals as listed below. S

A. The general RUP statement Tisted at 40 CFR 156.10G)(2)()(B) is as follows:

"For retail sale to and use only by Certified Applicators or persons under -
their direct supervision and only for those uses covered by the Certified
Applicator’s certification.” a

. B. Some pesticides require a specific RUP Statement. Many RUP statements are
applicable to specific products, rather than the chemical. Check the appropriate
science review, your Product Manager or team leader, to determine if a specific
RUP statement is required. Also, check with REFs or the Chemical Review
Manager/team leader for the status of the Reregistration Eligibility Document
(RED) for the chemical. Ifa RED has been issued, check the RED for any specific
guidance for Restricted Use Pesticide classification and/or associated labeling.
NOTE: Additional specific RUP statements will be added to the manual asthey
are identified. ST
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Acetochlor

. .= "Due to OncogeniCity. ~ For retail sale to and use only by Certified
Applicators, or personsunder their direct supervision, and only for those uses
covered by the certified Applicator’s certification." :

' Alachlor

= "Due to oncogenicity. For retall saleto and use only by Certlﬁed Apphcators ‘ 'L ‘
’ or persons under their direct supervision and only for those uses covered by | o
the Certified Apphcator s certlﬁcatlon "o

N - RESTRICTED USEPESTICIDE
B '.(GROUND' WATER .CONCERNS)‘ --

o For retail sale to and use only by certlﬁed apphcators or persons under thelr
direct supervision, and only -for those uses covered by the certified
. apphcator’s certlﬂcatlon : y

v -7 "This product isa restncted use herbicide due to ground water concerns.
' Usersmust read and follow all precautionary statements and instructions for

- use in order to minimize potential for atrazine to reach ground water."
' (Reference LP90- 01) . :

Diazinon

= "Due to Avian and Aquatic“ Toxicity For retail sale to and use. only by
Certified Applicators or persons under their direct supervision and only for
those uses covered by the Certlﬁed Apphcator’s Certlﬁcatlon "

EthylParathlon T L

w  "For refail sale only to certified commercial aerial apphcators or, persons
“under their direct supervision. For use only by certified commercial aerial
applicators. Direct supervision for this product is def’med as the certified

- commercial aerial a.pphcator being physically present during mixing,. loadmg,
repalr and cleanmg of apphcatron equlpment Cert1ﬁed commermal aerlal

~Use Classification . S | .Bage7—5'l
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applicators must also ensure that all i)ersons involved in these activities are

informed of the precautionary statements.” ‘

Fortresse

=&  "Dueto Acute Human, Avian and Aquatic Invertebrate Toxicity. For retail
sale to and use only by Certified Applicators or persons under their direct
supervision and only for those uses covered by the Ceruﬁed Applicator’s
Certtficahon " : ‘

Guthion®

= "Due to acute toxicity. For " retail sale to and use only by Certlﬁed '
Applicators or persons under their direct supervision and only for those uses
covered by the Certified Apphcator s certlﬁcatlon " -

Hydrogen Phosphlde

= "Due to acute inhalation. Toxicity of highly toxic hydrogen phosphide
(phosphine; PH,) gas. For retaﬂ sale to and use only by certified applicators
for those uses covered by the apphcator’s certification or persons trained in
accordance with the accompanying product manual working under the direct
superv1510n and in the physical presence of the certified apphcator Physical
presence means on site or on the premises. Read and follow the label and the

# Research Products Company product manual whlch contams complete
mstructlons for the sa.fe use of this pestlcl

Creosote

= "Due to ca.rcmogemclty For retaﬂ sa.le to and use only by Certlﬁed |

Applicators or persons under their direct supervision, and only for thoseuses

covered by the Certified Applicator’s ceruﬁcatxon "
Oxamyl -

= "Due to acute toxicity and toxicity to blrds and mammals For retaﬂ sale to
. and use only by Certified Apphcators or persons ‘under their direct
supemsron, ‘and only for those uses covered by the Certlﬁed Apphcator S
certlﬁcatlon "
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Methomyl

=  "Due to high acute toxmlty to humans. For retail sale to and use only by -
- Certified Apphcator or persons under their direct supervision, and only for
those uses covered by the Certified Applicator’s certification. Direct
supervision for this product requires the certified apphcator to review federal
~and supplemental label instructions with all personnel prior to apphcatlon, v
~ mixing, loadmg, or repalr or cleanmg of apphcatlon equipment.”

’ Sodlum Cyamde

| L - Note--some of the statements in the RUP boxes on most or all’ Sodlum
Cyamde M-44 Capsule labels were bemg remsed (Fall 1996) :

B Sodlum Ffluoroacetate (when used on sheep or goats to klll depredatmg coyotes) _

L "Collars shall be sold or transferred only by registrants or then' agents and
’ . onlyto certified leestock Protection Collar apphcators Collars may be
- used only by spectﬁcally certified Livestock Protectlon Collar apphcators ,
or by persons under thelr dlrect supemswn "o .

" Sulfaric Acid Desnocant o
. = "Due to severe tissue 'corrosive action. For retail sale to and use only by
Certified Applicators or persons under their direct supervision and only for .
those uses covered by the Certified Applicator’s certification." ’
‘Aldlcarb (Temik® bmnd)

- =  "Acute Oral Tomcxty and bround Water Contammatlon For retall sale to
and use only by Certified Applicators or persons “under their direct
supervision, and only for those uses covered by the Certlﬁed Apphcator s
certlﬁcatlon " , v

Hydrogen Cyanamlde

‘®  "Due to corrosive «=ffects to eyes and skm For retail sale to and use only by
Ceruﬁed Applicators or persons under their direct supervision and only for -
. those uses covered by the Certified Applicator’s certification.”

Use Classification . PageTT
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~ Accessing the PIN

The Pesticide Infonnz«itionNetwdrk(PIN)isanintefacicive‘da“té.‘b“é.‘secontam‘ inin gcurrentand

historic pesticide information. The system is operational 24 hours a day, and is all menu
driven, easy to useand can be accessed by anyone with a computer through the LAN (modem
pool). The phone number for accessing the PIN is 703-305-5919. Once into the PIN, simply
follow the instructions in the menu driven system. Various reports can be down loaded from
the Restricted Use Products file. Call Leslie Davies-Hilliard for user support at 703-305-7499.

Use Classification o ‘Pag“e“‘7-?‘8_
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Chapter§ - PRECAUTIONARY LABELING

Precautxonary ta.behng prov1des the pestmde user w1th mformatlon regardmg the
potent1a1 toxicity, irritation and sensitization hazard associated with the useofa pesticide. The
precautionary labelmg also identifies the precautions necessaryto avoid exposure, any personal -

‘protective equlpment (PPE) which should be used when handlmg a pestlclde and ﬁrst aid in
~ case of accidental exposm'e - : ,

Th1s chapter is orgamzed mto the followmg five ma_]or parts

e Background Informlanon -
' Determination of Products Sub_]ect to the Worker Protectlon Standard
- Precautlonary Labelmg :
.First Aid (Statements of Practlca.l Treatment)
~ Optional Labeling and Deviations -

1.  ACUTE TOXICITY DATA: The precautionary labeling which includes the signal
word, personal protective equlpment and first aid statements is norma.lly determined by
six acute toxicity studies and product composition. The acute oral, acute dermal and
acute inhalation studies measure the lethality of a product via the designated route of
exposure. - The primary eye irritation and primary skin irritation studies measure the
severity of irritation or corrosivity caused bya product. The dermal sensitization study

_ determines whether a product is capable of causing an allergic reaction. With the
- exception. of the dermal sensitization study each acute toxmlty study is ass1gned a
‘tox1c1ty category (See Table 1 below) ) :
Table 1 - Tox1c1ty Categories

Acute Oral Up to and including 50 mg/kg > 50 thre 500 mg/kg > 500 thru 5000 mg/kg ‘>5000mglk'g
Acute Up toand including 200 mg/kg |  >200 thru2000 > 2000 thra 5000 > 5000 mg/kg
Acute Up to'and mcludmg 005 > 0.05 thru 0.5 , "> 0.5 thru 2 mg/liter > 2 mg/liter

' Inhalation' " mglliter ’ ‘ mg/liter ' . ’

'PrecailtionaryLabeling' _ Ny o S Page 8-1
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[

i

E

i BEye Corrosive (irreversible - Corneal involvement Corneal involvement ‘Minimal

l“ Irmitation destruction of ocular tissuc) or or irritation clearing or irritation clearing in effects

| corneal involvement or - in 8-21 days 7 days or less . clearing in less

[ irritation persisting for more ' than 24 hours

| than 21 days

] B

;» Skin Corrosive (tissue destruction Severe irritation at 72 Moderate itritation at ' Mild or slight
Irritation into the dermis and/or scarring) hours(severe | 72hours (moderate irritation(no |

; . ) erythema oredema) erythema) irritationor |

i . C ; : ' Sl stight

‘ 1 crythema)

"4hr exposure

5.  GUIDANCE DOCUMENTS USED TO DETERMINE LABELING: The Code of -
Federal Regulations specifies both acute toxicity categories (40 CFR 156.10(h)(1)()
and precautionary labeling statements associated with each toxicity category (40 CFR
156.10(h)(2)). Theseacutetoxicity categories and precautionary labeling statementsare
not currently being used by the Agency as they are less detailed and provide less
protection for pssticide users than other guidance. The 40 CFR 156.10(h)(2)(i) states.
that precautionary labeling statements listed therein can be modified or expanded to
reflect specific hazards.  The precautionary labeling provided in the Federal Register
notice issued on 9/26/84entitled Proposed Rule on Labeling Requirements (Volume 49, |
Number 188) is being used because it is more detailed and provides better protection.
The acute toxicity categories listed in the proposed rule are also being used with one -

" exception. The acute inhalation toxicity categories currently used are from a 2/1/94
Health Effects Division paper entitled "Interim Policy for Particle Size and Limit
Concentration Issuesin Inhalation Toxicity Studies. The Worker Protection Standard
issued in 1992 is the major guidance document for labeling of agricultural products. .
That document is also being used to determine type of respiratory protective equipment
for products which are not subject to the WPS. | :

. . . ' I la! ] E’ ) . SI “‘] 1'aam S] ' -
~ Review this section to determine whether the label under review involves a product
which is subject to the WPS. WPS does not apply to manufacturing use products, or to
m unregistered pesticides used under an experimental use permit issued under the Federal
Insecticide, Fungicide and Rodenticide Act (FIFRA) section 5 or under an exemption issued
under FIFRA section 18. This detq;miﬁation is important when reviewing the following -~

Precautionary Labeling S SR “”PageS-"Z |




Label Review Manual . Current as of December 27, 1995
sections of this rn‘anual because the personal protectlve equipment for WPS products is more
. specific and there are some additional labeling requirements.

= " 'Does the product bear directions for use ‘mvolv1n'g the production of an
agricultural plant on a farm, forest, nursery, or greenhouse or does the product bear labeling

- which could reasonably permit such a use‘P

=w  NO: The p1 oduct is not subject to the WPS Go to the next
~ section on Precautlonary Labehng .

| - YES Does the product meet any of the exoeptrons hsted below?

> EXCEPTIONS Does the product bear dxrectlons solely for any of the followmg uses?

» - For mosqulto abatement Medrterranean fruit ﬂly eradrcatlon or similar wrde-area
public pest control programs sponsored by governmental entltles ‘

s _' On hvestock or other animals, or in or about ammal premises.

> On plants grown for other than commercxal or research purposes, whrch may include
' ' plants in habitations, home fruit and vegetable gardens and home greenhouses

> On plants that are in omamental gardens, parks golf courses, and pubhc or pnvate
' . lawns and grounds and that are mtended only for aesthetic purposes or climatic
modification. T : . , -

> Inamannernot drrectly related to the productlon ofagrlcultural plants, mcludmg, but
not limited to, structural pest control, control of vegetation along nghts-of-way and in-
other non-crop areas, and pasture and: rangeland use.

L For control of vertebrate pests

» As attractants or repellents in traps B "
> For research uses of um'eglstered pestlc1des

- | NO The product IS subject to the WPS
=  YES: The product is NO_T subject to the WPS.: |

Please Rernemb.er:

N

“Preeautionar'y‘Labeling e - B Page8-3'
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o ) ‘ . o R R SR

In some cases it is not clear whether or nota product is "in-scope” of the WPS. If the

intention is to remove the product from the scope of the WPS, language should be used that

Jimits where this product can be applied, rather than who may apply it. This can be done by
adding one of the following exclusionary statements. For example: - = |

“"Not for use on turf being grown for sale oif other commercial use assod, |
or for commercial seed production, or for research purposes.”

o i it

, ) ‘h e '

' . . R L M
.

or
"For use only on home lawns."

For further details, see PR thice 93-1 1,'Supp1éﬁ§ent F.

If toxicity categories are known: Use the toxicity categories to determine the
appropriate labeling identified in the following sections of this chapter.

If toxicity categories are not known, as in the case of many me-too submissions, the

label review will essentially involve a comparison of the draft label against the cited label.

Cited labels often contain errors themselves. To ensure that these errorsarenot passed
on to the Me-too label, review the following sections of this chapter to verify that the
draft and cited labels are correct. R

1.  SIGNAL WORD: Review the following to determine the correct signal word andits
~ locatiom: . | R | - o
A.  Correct Signal Word: Thesignal word is

determined by the most severe toxicity .
category assigned to the five acute toxicity studies or by the presence of special
inerts (methanol in concentrations of 4% or more). Refer to the acute toxicity
data review to determine the most severe toxicity category. Also check the

Precautionary Labeling v o e Page8-4
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' conﬁd_ential statement of formula to determine if methanol is present. If a_cute
toxicity categories are not known, the signal word on the label under rev1ewv 7
must be identical to the signal word on the cited product Slgnal words are as
follows : -

v | Toxicity Category I - D‘ANGER‘ )
- Toxicity Category Il - WARNING -
- Toxicity Categories III & IV - CAUTION

"B.  Required Location: The signal word may only appear in three places on the =
: label. Itmust appear on the front panel of the label lmmedlately below thechild .
hazard warning statement, in'the precautlonary labeling section immediately
- below the subheading "Hazards to Humans and Domestxc Amma]s" and in the )
- WPS postmg statement if one is on the label ' ‘

C.  Other Requlremento Make sure that the label text does not contam the terms '
-, "caution," "wammg" or "danger" except as the signal word for that label. (e.g., "
"CAUTION: Wash hands beforeeating, orsmoking" ona"WARNING" label).
" Another example is the statement requlred by California’s Proposition 65 which
‘normally requires the term * 'warning." Registrants should use the term "notice"-
. or "attention" instead so that it does not conflict with the EPA required s1gnal
. word. Make sure that the signal word does not appear on the same line with the
-~ child hazard warning and that the signal word runs parallel with other label text.
Itis preferred that the s1gnal word appears in all capltal letters.

D. -WPS Products Products subJect to the WPS ‘which are classxﬁed as toxicity
category I or II must also bear the corresponding Spanish signal word and the
Spanish statement provided below. The Spanish signal word and the statement
below must appear in close proximity to the English signal word. The Spanish

- signal word for toxicity category Iis "PELIGRO" and the Spanish signal word
for toxicity category I is "AVISO." The statement which must appear on
tox1c1ty category I alnd I W]PS products is as follows . : -

"Sl usted no entlende la ethueta, busque a algmen paraque
se la explique a usted en detalle. (If you do not understand
the label ﬁmd someone to explam it to you in detall )" :

2. POISON SKULL & CROSSBONES DETERMINATION The word "POISON";
' and the skull and crossbones symbol are required whenever a product is classlfie_d as

Page 8-5
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toxicity category I due to the results of elther the acute oral acute dermal or acute |

inhalation toxicity studies (40 CFR 156.10(h)(1)(i)) or if the inert ( Methanol 4% or
more) are preeent in the product [1984 proposed labeling rule, Part 156 50].

A. Required Location: The word "P01son" and the skull and crossbones symbol
must appear in lmmedlate prox1m1ty to the signal word whrch must be
"DANGER " | S

B. Display Reqmrements "Poison" must appear i red on a contrastmgw“ S
background. Ifthe proposed label does not indicate these dlsplay requirements,
include this requrrement in your response to the reglstram

Table 2 Acute Tox1c1ty Category Determmauon For Sample Products

e oty '

“Product C and Product Emust also bear addmonal labehng (Skull & Crossbones symbol in close proxnmty tothe
word "POISON" which must appear inredona contrasting background) Product C must bear the additional

'labeling as a result of the toxxcrty category I classification for the acute oral toxicity study. Product E must bear the

additional labeling because xt contains a speclal inert ( Methanol) wlnch ls dcscnbed above m the first paragraph '

3.  CHILD HAZARD WARNING STATEMENT The phrase "Keep Out Of Reach Of .

Children" is required on almost all product labels The child hazard warning statement
may be completely omitted for manufacturing use products A modified child hazard
warning statement may be used for products where child contact is expected. For
products requiring a modified statement, make sure that the statement is appropriate
for the use pattern. Examples of appropriate statements are as follows: "Do not allow
children to apply product” or "Do not allow children to play with pet collar" (1984
proposed labehng rule, 156. 46)

PrecantionaryLabeln’ng ’ o o Pages-'ﬁj
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A

Requrred Location: The child hazard warmng statement must appear on the front )
panel (40 CFR 156. 10(h)(1)(n)) . ‘

Other Requlrements It is also preferred that the child hazard warning, appears on
a separate line above the signal word. The CFR does not include this specific

requirement. However, it is included in the 1984 proposed labeling rule. When the - -

signal word and child hazard warning appear on the same line, a pesticide user may
assume that the signal word is intended more so for children rather than asa general
precautlon for all persons. If the label under review has the signal word and child

' 'hazard warning on the same lme, instruct the regnstrant to revise the label. . Also

make sure tnat the child hazard warmng statement runs paraliel Wlth other label

text.

. Makesurethat the 'fI’recau‘tIonary‘Statements°‘ and the "Directions for Use" do.not

. contain any statements which imply that the product may be used by children. For
' example, draft labels of products intended to repel insects may contain instructions
- such as "Do not allow use by small children without close adult supervision." Such

R labeling is unacceptable asit implies that a child can apply the product as longasan

adult watches. Such a statement conflicts with the child hazard warning statement.

Pesticide products should not be applied by children because they may be mcapable _

of readmg and correctly followmg the dlrecttons for use. -

4, PRECAUTIONARY STATEMENTS: Precautlona.ry statements are reqmred foreach -
' ~ acute toxicity study classified as toxxcrty category LI, or III and for prod ucts found to ,
. be dermal sens1t1zers ' Qo .

A

Requlred Header The precautlonary statements must appear under the headmg .
"Precautionary Statements" and the ‘appropriate subheading "Hazard to
Humansand Domestic Animals." The phrase™. .. and Domestic Animals" may
“ beleft offif i it is inappropriate or list separately from Hazard to Humans. The
signal word must appear after the subheadmg :

'Requlred Location: The precautlonary statement section may appear on any
panel. Please note that the precautlonary statements must not be moluded. '
within the "Dn'ectlons For Use" section.. With the exception of PPE for early
reentry, all PPE must be located in the | precautlonary labehng sectlon

 Procautionary Labeling . - Pags7
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Qrder of Statements: The precautionary statements should béorgaﬁ“md sothat
the most severe routes of exposure as demonstrated by the toxicity category
classification are listed first. ‘ :

C. Fumigants: Refer to PR Notice 84-5 (Reference | PR-84-05) and Registratioema
"Standards and/or Reregistration Eligibility Documents (REDs) for
precautionary statements. ' . 0

D. Determining Statements For All Other Products: Select ' precautionary
statements from the tables below based on the toxicity category assigned to each
study. In cases where the toxicity categories are not known, the precautionary
labeling for at least one route of exposure must be consistent with the signal
word. Sentences from the various tables may be combined to form a concise

paragraph containing the precautionary labeling statements. " Repetitious
sentencesshouldbeomitted.f T L

(1) Products Not In Scope of WPS: Usetheprecautlonary statementsand PPE

contained in this section, Tables 3 through 8 and then go to the section entitled :
Fifst Aid (Statements of Practical Treatment). - =~ = I

(2) Products In Scope of WPS: Use the precautlonarystatements inthissection,
Tables 3 through 8. Disregard the PPE copta.ined in the Tables 3 through 8.
Refer to Sections 5 through 8 to determine the PPE for WPS products.

‘Pmcauﬁ‘onary P Labeling,
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Table 3 - Acute Oral Toxicity Study”

I "~ DANGER Fatal if swallowed. Wash thoroﬁghl‘)' with soap and water after
- Skull & Crossbones - handling and before eating, drinking, or using tobacco. '
. N | _ WARNIN GE ) May be fatal if swéllowed. ‘Wash thoroughly with seap and water '
‘ = : o . after handling and before eating, drinking or using tobacco.
- I B .~ CAUTION Harmful if swallowed. Wash thoroughly with soap and water
after handling. ' ‘
IV o . CAUTION ‘)No statements are requu'ed However, if the reglstrant chooses to.
o . use category I labeling that i is acceptable.
.2 “Products Containing 4% or more of Methanol Add the followmg to the precautxonary statements: ‘ T

"Methanol may cause blindness." -

Table 4 - Acute Dermal Toxicity Study

“ DANGER

Skull & Crossbones reqmred B

Fatal if absorbed through skin. Do not get in cyes, on skin, or on clothing.
‘Wear proteetlve clothing and gloves (specify protective clothing and type of
gloves). Wash thoroughly with ‘soap and watcr after handling and before.
cating, drmkmg, or using tobacco. Remove contaminated clothmg and wash

. beforereuse. - -

WARNING.

May be fatal tfabsorbedthrough skin. Do notget ineyes;, onakm, oron

clothing. Wear protective clothing and gloves (specify protective dothmg
and type of gloves). Wash thoroughly with soap and water after handling -
and before cating, drinking or using tobacco. Remove eontammnted

clothmg and wash clothing before reuse.

) A CAUTION Harmful if absorbed through skm Avoxd contact w:th skin, cyes or
. clothnng Wash thoroughly with soap and water after handling.
CAUTION

No statements arc reqmred. However, if the regmtrant chooses to use

. estegory m labelmg that is acceptable. )

I

" Precautionary Labeling
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Table 5 - Acute Inhalation Toxicity Study

1 ‘ DANGER Fatal if inhaled. Do not breathe (dust, vapor, or spray mist).' [dentify
. Skull & Crossbones required specific respiratory protective device approved by the Mine Safety and

Health Administration and the National Institute for Occupational Safety
and Health]”™ Remove contaminated clothing and wash clothing before
reuse. ‘

I WARNING May be fatal if inhaled. Do not breathe (dust, vapor or spray mist).” Wear a
mask or pesticide respirator jointly approved by the Mine Safety and Health
Administration and the National Institute for Occupational Safety and

Health. Remove contaminated clothing and wash clothing before reuse. '
or CAUTION | Harmfulif inhaled, Avoid breathing (dust, vapor or spray mint).‘ Remove l
: contaminated clothing and wash clothing before reuse. 1
|
i . i
; v CAUTION p No statements are roquired. However, if the registrant chooses to use
category III labeling tlmt isacceptable, ‘ T N

- ' LT
* Choose thc wond which appropnately dcscnbes the product dnnng use.
#* Refer to Section to dctcrmmc the speclﬁc rcsplratory protectlvc device. This sectlon can be used for both WPS

andNon-WPSptoducts L ‘ . ‘ Co .

Table 6 anary Eye Irntatlon Study

L s oS S S SIS oot SO S 00
I DANGER Corrosive.” Causcs irreversible cyc damage. Do not get in cyes or on clothing. Wear

protective eyewear (goggles, face shicld, or safety glasaea).“ Wash thoroughly with soap and
. water after handling. Remove contaminated clothing and wash clothing before reuse. ’

b1 WARNING Causcs substantial but temporary cye injury. Do not get in cyes or on clothing. Wear )
protective eyewear (goggles, face shicld, or safety glasses) Wash thoroughly with soap and
water after handling. Remove eontammated clothing and wash clothing before reuse.

m - CAUTION Causes moderate cye irritation. Avoid contact with eyes or clothing. Wash thoroughly with
soap and water after handling. '

No statements are requned Howeva, if the registrant chooses to use eategoty m labelmg
that is acceptable. :

*The term "corrosive" is not required if only eye irritation (rodm:ss) was observcd dunng the study and was stlll
presentat day 21.

“Use the term "safety g]asscs" in the precautlonary labelmg for rcsxdentlal use products o
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- Corrosive. Causes ékin‘bums. Do not get in eyes or on olothing. Wear i:roteotive dothiog ‘

Table 7 - Primary Skin Irritation Study

and gloves (specify protective clothing and type of gloves)*. Wash thomugﬂy with soap and .
water aficr handling. Remove contaminated clothing and wash clothing before réuse. :

I | WARNING

Causes skin irritation. Do not get on skin or on clothing, Wash thoroughly with soup and
water afier handling, anove contaminated clothing and wash dothing before reuse. .

m CAUTION

Avoid contact with skin or clothing. Wadh thoroughly with soap and water after handling,

" CAUTION

1 No statements are reql.ured. However, if the regmtmnt chooses to use oategory III labelmg

that is acoeptable.

'The need for rubber (homeowner products) or chemma] resistant gloves must be determmed onan md1v1dual basls N
; Some products wusc bhstermg if confiried under clothmg : .

Table 8 - Dermal Sensmzatlon Study

Product is a sensitizer or is
positive for sensitization.

Prolomged or frequently tepeated skin contact may cause allergic reactions in
some individuals.

Product is not a sensitive or ls

No labeling is required for this hazard.

negatlve for sensitization.

| 5. WPS PERSONAL PROTECI'IVE EQUIPMENT (PPE) REQUIREMENTS
Personal protectlve eqmpment isrequired for both pesticide handlers as well asworkers
who reenter treated areas pnor to the explratlon of the restncted entry mterval (REI) '

A Determmmg Toxlcxty Categones for Each Route of Exposure If all-acute
~ toxicity categories are known, skip to Section B. If any acute toxicity categories

are unknown, review this section to determiné the preferred order for selecting. ~
alternate data to establish a toxicity category for the, missing data:

(1) If avallable, use the tox101ty categones asmgned to the acute dermal
toxicity, acute inhalation toxicity, primary eye irritation,’ and primary
skm 1r:1tat10n data on the end-use product.

@  Ifsither the acute dermal toxicity or acute inhalation toxicity data are
* missing, use the toxicity category assigned to the acute oral toxicity data.
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(3) Ifthe acute oral, acute dermal and acute mhalatlon tox101ty data are

m1ss1ng, usethe product s1gna1 word to determme the equlvalent tox1c1ty

category

WPS Products Use the tox1c1ty categones to determme from Table 9 whether “
the label under revrew contams the appropnate PPE o

Statements for Contammated Personal Protectlve Equlpment
Usethe followmg statement if the signal word is "Dan g or" or "W g" and e

product is a concentrate (diluted before use, or is an ultra-low-volume or low
volume concentrate or contams more tha.n 50% actlve mgredlent)

"Dlscarddo'ﬁhlng andOtherabsorbentmateﬁalsthathavebeendrenched SR

- or heavily conta.mmated w1th thJs product’s concentrate Do not reuse‘ o

them." -

I1(DANGER)

I (WARNING)

11 (CAUTION)

Table 9 - Personal Protective Equiprent for WPS Products

IV (CAUTION)

Coveralls worn over
long-sleeved shirt and
long pants

Socks

Chemical-resistant
footwear (

Gloves®

Coveralls worn over
short-sleeved shirt and
short pants

Socks

Chemical-resistant
footwear . - -;

Gloves® -

Long-sleeved shirt
and long pants

Socks

Shoes

Gloves®

Long-sleeved shirt
and long pants

Socks

Shoes

Inhalation
Toxicity

Respiratory protection-

device*

Respiratory protection

device'

No minimum’

Eye
Irritation
Potential

Protective eyewear

Protective eyewear v

'Refer to section 6 for PPE for product using Water Soluble f’aci:aging. -

Precautionary Labeling
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*If dermal toxxclty and skin irritation toxicity categones are du‘ferent 'PPE shall be determined by the more severe toxlolty o

. category of the two. If dermal toxicity or skin irritation is category TorH, referto Sectron C below to determine if addmonal
PPE is required beyond that speclf' ed in Table 9.

*Referto Section Tto determihe the speciﬁc type of chemical-rcsistant glove.

“Refer to Section § to determlne the speclﬁc type of nespu'atory protection. -

*Although no minimum PPE is requn'ed for these toxlclty categones and routes of exposure, the Agency may require PPEon
a product-specific basis. L

C." PPEfor Dermal Protectlon Addltlonal PPE is reqmred for products whlch are
‘ classified as toxicity (.ategory I or II for acute dermal toxxclty or skin irritation.
If the label under review does not involve a category I or II classification for -
either of these studles, sklp this se¢tion and go to Section 6. If the label under
- “review does involve a category I'or II classification for either the acute dermal -
- toxicity orskin i 1rntat10n, review the following table to determme the addltlona.l
) PPE wh1ch must appear on the label under revrew

Table 10 - Additional Dermal tox1c1ty and/or Skm Irntatlon PPE L

All products which are not ready to use and do not require a "Whea mixing and loadmg wear a chemical rcsnstant
chemical resistant suit must bear the corresponding statement: apron.” .

5§ i

All products having applications wﬂch might involve overhead 4 "For overhead exposure wear chemical- reustant
. exposure must bear the corresponding statement: : _hcadgcar :

3 | | ’
All products involving usc of eqmpmcnt other than the product "When cleaning equipment add a chemical-resistant
containcr to mix, load or apply the ptoduct must bear the _ apron." : r -
corrcspondmg statement; :

6. ENGINEERING CONTROL SYSTEMS SECTION: If the product in the water
soluble bag is subject to the Worker Protection Standard, then the following language

- should be placed in the engineering control section using the placement in PR Notice
93-7. = S

A 'Th1s label language isto be used for end-use products classified as category I or
II for either acute dermal toxicity OR skin irritation potential. (NOTE: Ifeither
of these data is not available, use the end-use product signal word asa surrogate.
Slgnal words DANGER and WARNING mdmate tox101ty category I and II
respectlvely ) :
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"When handlers use closed systems, enclosed cabs, or alrcraft in a |
manner that meets the reqmrements listed in the Worker Protection
Standard (WPS) for agncultural pesticides (40 CFR.170.240(d)(4-6), the .
handler PPE requirements maybe reduced or modeied as spec1ﬁed in the

WPS "

,"Water-soluble packets when used correctly quahfy asa dlosed loadmg o

system under the WPS. Handlers handling this product while it is

enclosed in intact water-soluble packets may elect to wear reduced PPE

oflong-sleeved shirt, longpants, shoes, socks achenncal-res1stant apron,
- and chemlcal-reslstant gloves v

"IMPORTANT: When reduced PPE isworn because a closed system is
being used, handlers must be. provided all PPE specified above for

) "apphcators and other handlers" and have such PPE immediately
available for use m an emergency, such as a splll or equlpment break .
down." : Lo

B, Thislabel language is to be used for end-use pmd,,cts classlﬁed ascategorylll

or IV for acute dermal tox1c1ty AND skin irritation potenttal (NOTE: ifeither
of these dataisnot available, use the end-use product signal word as a surrogate.
Signal word CAUTION indicates tox1c1ty category IHlorIV.

"When handlers use closed systems enclosed cabs or. alrcraft in a' |

~manner that meets the reqmrements hsted in the Worker Protection
Standard (WPS) for agricultural pesticides (40 CFR 170. 240(d)(4-6), the
handler PPE reqmrements may bereduced ormodlﬁed as spemﬁed in the
WPS." S

"Water-soluble packets when used correctly quahfy asa closed loadmg“

system under the WPS. Handlers handlmg ‘'this product while it is
enclosed in intact water-soluble packets may elect to wear reduced PPE
of long-sleeved shirt, long pants shoes, and socks "

"IMPORTANT When reduced PPE is worn 'because a closed system is

~ being used, handlers must be prov1ded all PPE specified above for |
"applicators and other handlers" and have such PPE immediately
available for use in an emergency, such as a sp111 or equipment break-
down." -
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. 7.  CHEMICAL RESISTAN'I GLOVE SELECTION FOR HANDLERS Chem1ca1 '
resistant gloves are requn'edl for all WPS products classified as toxicity category I, II,
or III for acute dermal toxicity or primary skin irritation. Review the types of chemical -
resistant gloves below, and determine if the label lists the appropnate glove type based
on the product formulation. Pleasenote that the registrant canspecify another chemical

resistant: glove type other than those specified below if information is available that
mdlcates that another glove type prov1des greater protection. Ifthelabel bearsanother
chemmal resistant glove type and the registrant has indicated that it is more protective -
based on available information, allow that glove type to remain on thelabel. Ifthe label
bears another chemical resistant glove type than those listed below and the registrant
hasnot indicated that i itismore protective based on available information, request that
‘the registrant verify that the appropriate chemical resistant glove type is on the label.
- The label must indicate the specific type of chemical resistant glove (such. as nitrile,
* . butyl, neoprene, and/or barrier laminate). See the solvent listin PR Notice 93-7, , pp. 13-
'15. For those solvents not listed contact the Chemistry and Exposure Brancheés (CB-I '
or II) Llsted below are the standard glove types reqmred by the WPS B

A. . Solid Formulatlons apphed as sohds or formulatlons contalmng only water
~ asthe solvent or solvents other than water less than 5%, the glove statement
‘shall spemfy "waterproof gloves." (Reference: Supplement III Main Labehng =
. Guldance, Page 11, of PR Notice 93-7 '

~B. Aqueous-Based Formulatlons apphed as formulated or diluted solely with
‘ water for apphcatlon” the glove statement shall specify "waterproof gloves."

C. . ‘Other Liquid Formmlatlons whichare formulated ordiluted with hqulds other
. than water (constitutes more than 5% of the end-use product), the glove
statement shall specrfy "chem1cal-res1stant (such as mtnle or butyl) gloves."”

D. - Gaseous Formulatmns or Formulatlons apphed as Gases will retain any .
' , ex1st1ng glove statement established before 10/20/92 ‘including any glove -
‘ prohibition statement. Ifno glove statement or glove prohibition currently exist .
on the label, then the glove statement shall be "chemical-resistant (mtnle or .
: butyl)gloves" L o , o

8. ‘SPECIFIC RESPIRATORY PROTECTION DEVICE (RPD) SELECTION FOR
: HANDLERS: RPD(s) are required for all products classified as tox1c1ty/category Ior.
II for acute inhalation. Review the RPD types below and determine if the label lists the -
' appropnate type based on the product descnptlon and tox1c1ty category Please note .

.
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thatifthe reglstrant has submitted information to supporttheselectlon ofanother type o

of RPD which is more protective, allow the registrant to retain that RPD requirement
on the label under review. Information that could support an alternate RPD could be
the submissioﬁ of the produbt vapor pressute indicating that the RPD specified in the
Jist below would not provide adequate protection or may pose an increased risk to the
user unnecessarily. - - ‘ ‘ ~

"~ A.  Gases Applied Outdddrs: ‘Products that are formulated or applied asa gas e

(space and soil fumigants) and that may be applied outdoors must bear labeling
specifying the following RPD requirements and statement:

."For handling activities outdoors, use either arespirator withan
organic-vapor—re:hoVing cartridge with a prefilter approved for
pesticides (MSHA/NIOSH approval number prefix TC-23C) or

- a canister approved for pesticides (MSHA/NIOSH approval
. number prefix TC-14G)." L o

B GassousProducts Used in aclosed Areas: P

applied as a gas (space and soil fumigants) and that may be used in greenhouses -
or other enclosed areas must bear labeling specifying the following RPD

.requirements and statement:

"For handling :activities in enclosed areas, use cither a supplied-air

. respirator with MSHA/NIOSH approval number prefix TC-19C, or a
self-contained breathing apparatus (SCBA) with MSHA/NIOSH
approval number TC-13F." ‘ ‘

L ’ e TS L N R D NP
C. Solid Products: Products that are formulated and applied as solids must bear
_ labeling specifying the following RPD requirements and statement:

! i K "
LR R T R ]
. IR "

+For handling activites, use a dust/ist Gltering respirator

(MSHA/NIOSH approval number prefix TC-21C)."

D.  Liquid Products in Toxicity Category I: Products that are formulated and

applied asliquids must bear labeling specifying thefollowing RPD requirements
and statement: ‘ R

"For handling activities, use ither a respirator with an organic-
vapor-removing cartridge with a prefilter approved for pesticides

G e
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(MSHA/NIOSH approvel number prefix TC-23C), or a canister
approved for pesticides (MSHA/NIOSH approval number preﬁx
14G) " ~ , _

E. _: | quuld Products in Toxlcrty Category II: Products that are formulated or
' applied asliquids must bear labehng specrfymg the followmg RPD requlrements
and statement: .

"For handling activities during [insert applicable termsbasedon .
directions for use: airblast, mistblower, pressure greater than 40
p.s.i. with fine droplets smoke, m1st, fog, aerosol or direct
overhead] exposures, wear either a respirator with an organic
*." vapor-removing cartridge with a prefilter approved for pesticides

" (MSHA/NIOSH approval number prefix TC-23C), or a canister

. approved for pesticides (M SHA/NIOSH approval number prefix
14G). For all other .exposures, wear a dust/mist filtering
reSpirator (M SHA/NIOSH approval number preﬁx TC-21C)."

9. REQUIRED LOCATION FOR PPE LABELING FOR APPLICATORS AND

- OTHER HANDLERS: PPE statements for apphcators and. other handlers must_ :
appear in the "PRECAUTIONARY STATEMENTS" section of the labeling. Refer -
to PR Notice 93-7 Supplement 3-A, Part 1 Product Worksheet All products sub_;ect to
the WPS must bear the followmg statements:

"Follow the manufacturer s mstructions for cleaning/maintaining PPE.
If no such instructions for washables, use detergent and hot water. Keep
. and wash PPE separately from other laundry."

| 10. LABELING AN D PPE FOR EARLY REENTRY WORKERS WPS Products

A, Al products subJect to the WPS must bear the following statements for workers '
who reenter the treated area prior to the expiration of the reentry interval:

"PPE Required for early entry to treated areas that is permitted under the

‘Worker Protection Standard and that involves contact with anything that

- has been treated, such as plants, soil, or water, wear: (Insert all PPE

- required for appllcators and other handlers. Omlt any resplratory
- protectlve d«°v1cw) :
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B Addltlona,l Early Reentry Worker PPE Reqwremwts The ‘fol‘lov‘vinﬂg o

modifications must be made to the ea.rly reentry worker labehng and PPE

“ reqmred in Sectlon A. above

w  Ifthehandler body clotlnng requlrement isa long-sleeved shn't and 10ng‘ S

pants, then the early-entry worker reqmrement shall be "coveralls o

&  Ifthere is no handler requlrement for or agamst ‘gloves, then the early- R

entry reqmrement shall be “waterproof gloves

C. Required Locatlon for Early-Reentry Wo‘rker Labelm g and PPE Labelmg PPE
' statements for early-reentry workers must appear in the "DIRECTIONS FOR
USE" section of the labeling under the heading "AGRICULTURAL USE

REQUIREMENTS" lmmedlately after the restncted-entry statement
11. USER SAFETY RECOMMENDATIONS Ifthe product falls w1thm the scope of C
WPS, then a User Safety Recommendations box, as indicated in PR Notice 93-7,
Supplement Three, must also appear in a separate box on the label containing
appropriate user safety information. The preferred location for this box is at the end

~ of the sectlon headed "Hazards to Humans (and Domestlc Ammals) '

Fi Aid (S ‘ ‘ EE‘ “ ‘ oo

A first aid statement s reqmred for each route of exposure (oral dermal, mhalatlon, eye -
and skin) where the toxicity study has been classified as category I, IT, or ITI, It is acceptable
for the registrant to include first aid statements (category III statements) for studles that are
classified as category IV. , ‘ | A

| «

. REQUIRED HEADER: Any of the followmg headmgs are acceptable First Aid,”

Statement of Practical Treatment or Practical Treatment. The headmg "Antidote"”
cannot be used unless a specific antldote is recommended. The label should bear the

‘heading which is most readily recogmzed by the mtended users of the product Thls |

determination will be. made by the reglstrant.

-2 CONTENT AND CLARITY: F1rst aid statements must be brief, clear, s1mp1e and in o
straightforward language so that the average person can easily and quickly understand
the mstructlons First aid statements should be appropnate for all ages or when B

necessary, should include distinctions between the treatments for different ages, i.e.,
children vs. adults. The ﬁrst a1d statements should be such that any reasonably
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competent individuai could perform them. First aid statements should not include
procedures which must be performed by med1ca1 personnel or require spec1ahzed
equlpment (See Note to Phys1c1an) sectron ' , :

- If the product contams an organophosphate (€., an organophosphorus ester that
inhibits cholinesterase) oranN-methyl carbamate(i.e. ,anN-methyl carbamicacidester
that inhibits chohnesterase) the appropnate term shall be shown in the F1rst A1d

- statement

3. | ORDER OF STATEMENTS Fxrst a1d statements should be orgamzed so that the
. ost severe routes of exposure as demonstrated by the toxicity category classxficatron
~ .. arelisted ﬁrst «

S 4 ,REQUIRED LOCATION First aid statements must appear on the front panel of the
‘ ‘ label for all products classified as toxicity category I for acute oral, acute dermal, or -
'~ acute inhalation exposure (40 CFR 156. 10(h)(1 )(i)). First aid statements triggered by
‘any other exposure classification ‘may appear on the front, side or back panel of the
' product label. However, anytime first aid statements appear somewhere other thanon
- the front panel, a referral statement such as "see side/back panel for first aid" ‘must
appear on the front panel in close proximity to the signal word. Furthermore, first aid
- . . statements on the side or back panel should be grouped near the other precauuonary'
o labelmg, yet set apart or d1stmgulshable from the other label text. -

- 5. - FIRST AID STATEMENT S FOR FUMIGANTS Refer to PR Notlce 84-5
(Reference PR 84-05) and Regxstratlon Standards/REDs

6.  FIRST AIDSTATEMENTS FOR ALL OTHER PRODUCI‘S Rev1ew the followmg
' sections to determine the appropriate first aid statements for each route of exposure.

- A, AcuteOral: Usethefollowing flow chart to determine the appropriate oral first
' aid statements. Please note that oral first aid statements are controversial and
there are differing oplmons within the medical community concemmg whether
emesis (vomiting) should be recommended Until the Agency resolves this issue,
in situations where the registrant has recommended an oral first aid statement
that differs from thosz on the ﬂowchart, instruct the registrant to modify the
statement according to the flowchart or prov1de a Justlﬁcatlon for the use of; the‘ .
alternate statement. ‘
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If the reglstrant’ _]ustlﬁcatlon mdlcates that the proposed ﬁrst ald
statemeént was based on medical staff evaluatlon of the product let the registrant
. retain the proposed first aid statement as long as it meets the requirements set =~
_ forthin "Content and C]anty of Statements" and does not involve the use of salt

water for emesis (PR Notice . 80-2 (Reference ‘PR-80-02)). If the registrant
indicates that the statement was selected by simply referring to another product,
request that the reglstrant revise the statement based on the ﬂow chart.
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Determmmg the Acute Oral Exposure Fu'st A1d Statement

Is the active ingredient - -~  YES =~ =
zinc phosphide? '
i .

-NO
Is the product tox =~ = -
category I or II for
oral toxicity? )
S |
NO
!

Is product corrosive =~ - - YES - ,"
(PH<2or>115)0r ‘ B
is product toxicity category
I or II for eye or derinal -

’lmtatlon?

Does the 5produet .
contain > 10% -
petroleum distillates?

All other Products. =+ -~
NOTE: Products in tox
category IV for oral

toxicity, do not require

a first aid statement.

However, if the registrant
chooses, he may use either of
these statements on his label.

Use the below for "All otherProducts."‘ e

YES - -

Use the followmg Statement

IF SWALLOWED Immediately calla Poxson Control Center or doctor,
or transport the patient to the nearest hospital. Do not drink ,
water. Do not administer anything by mouth or make the patlent .
vomit unless advised to do so bya doetor " o

v

. RE
{
- v ‘ l N
Use the followmg statement
IF SWALLOWED Calla doctor or get medlwl attention. Do not
" induce vomiting or give anything by mouth to an unconscious person. |
. Drink promptly a largequantity of milk, eggwhites, gelatin solution, or
- - ifthese are not available, drink large quantities of water. Avoid alcohol.”
] g8
Use the following statement: L S |
. TF SWALLOWED: Call a doctor or get medical attention. Do
not induce vomiting. Do not give anything by mouth to an :
~ unconscious person Avoid alcohol. . : v i
i
Use either of 'the following statements: -~ - - - - -

- IF SWALLOWED: Call a physician or Poison Control Center. Drink
1 or 2 glasses of water and induce vomiting by touchmg back of
" throat with finger. If person is unconscious, do not give anythmg
by mouth and do not induce vommng

OR v . .
IF SWALLOWED: Calla physician or Poison Control Center. Drink
1 or 2 glasses of water and induce vomiting by touching back of throat

with ﬁnger, or if available by ad:mmstenng syrup of ipecac. If person
is unconsclous, do not nge anythmg by mouth and donot induce vomiting.

NOTE: Thecriteria in this ﬂowchart are listed in pnonty order with the l'nghest atthe top. Ifyou bavea produet/ehmeal that mects more than onc criteria, use
the criteria that appcars first on the chart Do not use more than one criterial

Preca uﬁenary Labeling '
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B Acute Dermal and Primary Skin Irntatlon Since both these studles focus on the dermal
route of exposure, the first aid statements for these two studies can be combined when
required for both studies. If a statement is required for both studies, use the first aid
statement required for the acute dermal toxicity study i both studies are in the same
acute toxicity or for the more severe acute toxxclty category if the studles are in dlfferent’
acute toxicity categories.

Table 11 - Skin Irritation Statements
Required First Aid Statement

IF ON SKIN: Wash with plenty of soap and water. Get medical -
attention.

Same as above

.| IFON SKIN Wash with plenty of soap and water. Get medical
~ attention if irritation persists. -

Statement not required. Registrant may use w.tegory III statements
if he chooses. ' '

Table 12 Dermal Tosiity Statements _

First Aid Statement Based on Acute Dermal
Toxlc:ty Study

" Regquired First Aid Statement

IF ON SKIN: Wash with plenty of soap and water. Get medical
attention.

Same as above

Same as above

Statement not requlred Reglstra.nt may use category III statements
if he chooses. .

C. Acute Inhalatlon Selectlon of the ﬁrst a1d statement 1s straxghtforward and is based on |

the toxicity category asmgned to the partlcular study

Precautionary Labelmg | _ - S B Page8-22
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o . . . Table 13 - Acute Inhalation Statements .
| roscycussory | Requied Firt Ad tatement

~ IF INHALED: ‘Remove victim to fresh air. If not breathing, give
artificial respiration, preferably mouth-to-mouth Get medical

atterition

Same as above' '

Same asabove.

Statement not requlred Reglstrant may use category III statements
if he chooses.

D. anary Eye Irritation Selectlon of ﬁrst aid statement is stralghtforward and is based‘ ‘
on the tox1c1ty category ass1gned to the partlcular study ' - :

Table 14 - Eye Irntatlon Statements
Toxicity Category - | . Required First Aid Statement

" IFIN EYES: Hold eyelids open and flush with a steady, gentle
stream of water for 15 minutes. Get medical attention.:

Same as above

IF IN EYES: Flush eyes w1th pleuty of water Calla physlclan 1f
irritation pers1sts ‘

Statemeént not requxred Reglstrant may use category I]I statements
if he chooses

7. NOTE TO PHYSICIAN

A. When Required: The "Note to Physician" is not required nor mentioned in the40 CFR.
If the label under review is for a product which isa fumigant, refer to PR Notice 84-5
(Reference: PR-84-05) orrelevant Reglstratlon Standards for the "Note to Physician."
For all other products, we are currently requiring a "Note to Phys1c1an" as speclﬁed in
the proposed rule for the fol lowmg types of products

Precautionary Labeling . R o - Page 8-23
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= All products that are class1ﬁed as tox101ty category I

= Any product wh1ch is corrosive or classxfied as tox101ty category I for eye or skm L

= Any product that produces phys1olog1ca1 effects requlrmg speclﬁc ant1dota1 or
medical treatment such as: Cholinesterase Inhibitors (e.g., carbamates and
phosphorothloates, and organophosphates) Metabolic Stlmulants (e. g
dlchlorphenols), Antlcoagulants (e g warfarm) : :

B. Contents of Note: The proposed rule does not provrde speclﬁc notes to phys1c1ans o
| except for corrosive and toxicity category I and I eye and skin irritants. The proposed
rule does provide the following guidance concerning the content of notes to physicians. |
Check the label under review to make certain that it addresses the followmg ’

mformatlon

I "

- techmcal mformatlon on symptomatology, ‘
- use of supportive treatments to maintain life functions;
- medicine that will counteract the specific physiological effects of the pestlclde
- company telephone number to specrﬁc med1ca1 personnel who can prov1de

“‘ specrahzed med1ca1 advice. |

C. Specific Note for Corroswe or, Tox1c1ty Category I Eye or Skm Irntants .
Use the followmg Note to Phys1c1an - |

' "Note to Phys1c1an Probable mucosal damage may contramdlcate the use '
of gastnc lavage." '

D. Reqmred Location: The "Note to Phys1c1an" should belocated in close prox1m1ty to the
"First Aid Statement" but should be clearly distinguished from it. In other words, it
should not be mlxed in with the "Flrst Aid Statement" but should appear below the last
first aid statement. e

8. LABELING STATEMENTS FOR SPECIAL SITUATIONS o

\ o
A Chemlgatwn statement (PR Notlce 93-7 Supplement 3 page 39)
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B. Soil incorporation/injection/seed treatment (PR Notice 93-7, Supplement 3, page 39)
C Engmeermg control statements (PR Notice 93- 7 Supplement 3, page 50)

D. ULV and LV uses (PR Notlce 93—7 Supplement 3, page 40)

‘Q‘*.‘ lI]l.,‘iD.: -

EPA will consider precautlonary statements that deviate from the requlrements of this
chapter prov1ded they meet the co»ndltlons as described below: v :

1 USE DILUTIONS Additional precautlonary wordmg and ﬁrst aid statements on thelabel
are allowed on concentrated products that correspond w1th a use dilution of thé product
that is consistent with the product’s directions for use. EPA policy allows such labeling

- provided dataare submltted to support such statements The policy provided guidelines for.

. the submission and review of such data and for the content and placement of assoclated

B labehng (Reference LP96-03) SREIY

- ?A Data Reqmrements All data and draftlabehng foruse d1lutlon precautlonary wordmg |
.~ and first aid statements should be sent to the appropnate product manager Wlth a
. request for pestlclde amendment :

Use dﬂutlon precautlonary wordmg orfirst a1d statements tnggered by system1c toxicity
(acute oral, dermal or inhalation toxicity) can be supported by calculations. Most
- systemic toxicity categorles span an order of magnitude (10-fold). Therefore, in most
cases, if dilutions are an order of magnitude or more, except for category I, they will
bump up at least one toxicity category. For example, if the end product toxicity
- category is IT and it will be diluted. .10-fold, the diluted product will be at tox1c1ty' ‘
‘ _category IH if it is dﬂuted 100-fold, 1t w111 be at tox1c1ty category Iv. :

Use dﬂutlon precautlonary wordmg or first aJd statements tnggered by skm or eye

f reglstered dilute product (such asaready to use formulatlon) has acceptable data and ;
is found similar to the concentrated product afterit has been dﬂuted that data may be
used to support rev1sed labelmg : :

B. Labeling Reqm'rements It is important to remember that it is not our intent to allow
dual sets of precautionary statements and/or first aid statements on the label. Rather,
- we will allow certam "addltlonal" statements that are apphcable to the most

il
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concentrated use dilution only. These additional statements (triggered by the toxicity
category of the use dilution) should be placed directly after the required statements for
the concentrate. Following are some examples (in parentheses)of how use dilution
labeling should appear on product labeling: (actual use dilution statements will depend
on data submitted). : ' ‘ :

Precautionary Statements:

mCauses substantial but temporary eye injury. Do not get in eyes or on clothing.
Wear goggles or face shield. Wash thoroughly with soap and water after handling. -
Remove contaminated clothing beforereuse. After product is diluted in accordance
' with the directions for use, goggles or face shield are not required”..

First Aid: .

"If onskin: Wash with plenty of soapand water. Get medical attention. ﬂ'pfddtzd) c
dllated ml.,,,zmd rdance with the directions for use, gets on skin, medical attention is
not required. - e L R,

2. TOXICITY CATEGORY IV PRECAUTIONARY LABELING: If the product is all =
toxicity category IV (non-sensitizer), ‘precautionary labeling statements are normally not
required. However, if aregistrant desires to place precautionary labeling on sucha product,
they may do so. To promote labeling consistency it is recommended that the registrant use
precautionary statements triggered by toxicity category III. Registrants may propose
alternate labeling which should be reviewed by precautionary labeling reviewers.
 ME-TOO DEVIATIONS: If a me-too product is citing a product that has optional
precautionary statements on the label, such as 1. and/or 2. above, those statements are not
required on the me-too if the acute results are available. If you have any questions about
the availability of the acute studies, check with the precautionary labeling reviewers.

. OTHER DEVIATIONS: Registrants may submit WPS and non-WPS precautionary

labeling that differ from the requirements in this chapter. Such requests must be supported
by data (or substantive justification), which should be routed to precautionary labeling
reviewers or:’che Chemistry and Exposure Branches (CB-I or II) (for PPE). For example,
the statement "Do not remove contact lenses, if worn. Get immediate medical attention.",
cannot be approved by the Agency without supporting data or rationale.

Pmcauﬁonui Labeling A»
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Chapter 9 - | ENVIRONMENTAL HAZARDS

- The Environmental Hazards statement provides the precautionary language advising
of the potential hazards from transport, use, storage, or spill of the product. Thehazardsmay
be to water, soil, air, beneﬁcla] insects, plants, and/or wildlife. Genera]ly, the information
contained in this section is based upon the results of six basic acute toxicity studies performed
on the technical grade of the active ingredient(s) in the formulation. These six studies are: (1)
avian oral LD, (with mallard or bobwhite), (2) avian dietary LC (mallard), (3) avian dietary .
LC,, (bobwhite quail), (4) freshwater fish LC (rainbow trout), (5) freshwater fish LC,,

 (bluegill sunfish), and (6) acute LC,, freshwater invertebrates (Daphnia magna). The data
generated from these studies support the wordmg for the Environmental Hazards statement.

Review of the data is performed by the Ecological Effects and Envxronmental Fate and = _

* Groundwater Division who may. also rey1ew any label text proposed by the reglstrant to

o determme what statements are requn'ed

1. “DOESPRODUCT REQUIRE ENVIRONMENTALHAZARDSTATEMENT?The o

reviewer must first determine whether the use patterns on' the label require an ‘

Environmental Hazards Statement. The use pattem of a pesticide helps determine the
* need for and the specific text of the Environmental Hazards section. Generally, the
- label reviewer may conclude that all pesticides used outdoors must have the statement.

" The reviewer should also look' at the statement with a critical eye towards its
" applicability. Does it makes sense for the product? For example, a granular herbicide
* should not have a statement warnmg of potential spray drift problems since granular
' formulations are not "sprayed" and are seldom associated with any "dnft " Another,
example is the case of ethylene. 'Given the low toxicity and exposure profile for the
outdoor uses, the statement has been omitted for ethylene gas. Ifin doubt contact the

envu'onmental effects rev1ewer for a]ppropnate wordmg

A.  Products which are mtended for use excluswely indoors may omit the
 Environmental Hazards statement.. Products applied to domestic animals, such
- asfleacollars or ear tags may also omit the statement. However, a domestic use
" product such as a dog dip may still requu'e the statement since a potentlal for
contammatlon of water ex1sts from the use of a d1p :

" Environmental Hazards o " R - . Page9-1
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B.  Manufacturing usé products (MPs), although used indoors to formulate other
products, require some Environmental Hazards text because MPs are highly
concentrated and could pose a serious hazard if a spill occurred during
transport. S C

C. All products labeled for use outdéors must haveanEnvxronmental Hazards
statement. | - - S | o

D. If the reviewer determines that the use pattern triggers the need for
Environmental Hazards labeling, the proposed draft labeling must be reviewed
according to the requirements outlined in the remainder of this chapter.

STATEMENT LOCATION: The reviewer must-check if, the statément is in the .
appropriate location on the label, with the correct heading. The Environmental Hazards
section of the label should be located under the general heading "Precautionary |

Statements." It must have the heading "Environmental Hazards" (not "Environmental
Precautions,” "Environmental Protections,” or anything similar). - .
NT: The text of the statement is then reviewed according

b

SUPPORT FOR STATEMEN
to the type of action: '

A.  If the action repr&entsa submission ac ata, the Ecological SR
 Effects and Environmental Fate and Groundwater Division will review the
environmental hazardsstatements and recommend any necessary label changes

as part of their data review.. The reviewer must specify all requested changes in
their response to the registrant. | _ ' ‘

Ecological Effects and Environmental ”‘P‘ate and Groundwater Division is
responsible for reviewing data on all technical products and may also review
data associated with end-use formulations. This occurs when an end-use

formulation is suspected of being potentially harmful to the environment (for
example, microencapsulated insecticides which areused on cropsare potentially
harmful to pollinators). Once Ecological Effects and Environmental Fate and
Groundwater Division has reviewed any data, the Environmental Hazards
statement is drafted and will be included in a Reregistration Eligibility
Document (RED), or in the past, the Registration Standard. If the reviewer is
working on a me-too application for registration (where another similar -
formulation isalready registered), the Environmental Hazardsstatement should
‘be the same as currently registered products. If there are no similar products to

Environmental Hazards -
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compare the statement to, the application should be routed to Ecological Effects
and Environmental Fate and Groundwater Division for their comments. .
Additionally, if a registrant wishes to amend the Environmental Hazards
statement, Ecological Effects and Envnonmental Fate and Groundwater
D1v1sxon may need to see the apphcatlon v

B. Ifthe submltted actlonhasbeen determined to beame;to_dsubmlsmon (chapter

. 4), the reviewer must make certain that the draft label bears all the staterents

that the cited label bears. Addmona]ly, since the cited label may have some
statements that are outdated and/or missing (required since the label was -

accepted), check the required statements outlined in the rest of this chapter to'

' make sure that both the clted label and the draft label reﬂect current Agency

' pohcy

) IMPORTANT If ‘an error is dlscovered in the ENVIRONMENTAL '
HAZARDS section of the cited me-too label, the reviewer should take the time-
- to write a letter mformmg the registrant of the error(s) and reqmre '
" _correction/revision in a suitable time frame, such as 30 days. (If the erroris
minor in nature, it would be acceptab]e to allow the reglstrant to correct the
error dt the next printing of the label ) : '

4. GENERAL STATEMEN'IS

_A. | All commerclally apphed products with dnrectlons for outdoor texresma.l uses .
must have the followmg statements in the Envnonmental Hazards section:

"Do not app'ly dlrectly 10 water, or to areas where surface water is
present or to intertidal areas below the mean high water mark. Do not .
contaminate water when cleanmg equipment or dlsposmg of eqmpment
- washwaters." .

. This staten'nent should be preceded by "For terrestrial uses," if the product has
. terrestrial, forestry (except aerial application) and domestic outdoor uses in
addition to aquatic sites. This revised: statement would then not apply to other
general use patterns -- aquatlc (e.g., mosquito larvicides or adulticides, aquatic

L herblcldes, p1sc1c1des slxm1c1des, etc.), greenhouse and mdoor uses.

Some BT products currrently do not requn'e the "Do not apply dlrectly to water" "
o ‘statement :

s  Page9-3
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" For resrdentlal consumer products the reqmred statement is:

“Do not apply dn‘ectly to water Do not contammate water when o

d1sposmg of equlpment washwaters or nnsate

The reviewer must keep in mind the use p'attern of the product undergomg a

label review. If the product is actually intended for application to water - to
control algal growth, for example, the above two statements would be
: mappropnate Or, if the product is an aerosol spray for application to wasp or
hornet nests, there would be no equlpment used and the statement regarding

cleamng of equlpment may be omxtted

Ground Water Label Advxsones f |

(1) When Ecolog1ca1 Effects and Envn'onmental Fate and Groundwater‘ |
: Division decides that adequate data are avaﬂable to determine that the
chemical (or ma_]or degradates) has laboratory derived mobility and

| persrstence characteristics similar to other chemicals found in ground
~water asa result of normal label uses however '

(a) “ No detections are reported in ground water (for example, fol- a‘ B

f new chemical) and

- (b) “ Field dlss1pat10n results are not avaﬂable (for example, not
- completed, _]udged madequate or mvahd)

“‘The followmg label language is appropnate ‘
| Ground Water Advxsory B

"This chemical has propertles and charactenstlcs |
" associated with chemicals detected in ground water. The -
use of this chemical in areas where soils are permeable,
: partlcularly where the water table is shallow, may result in -
| ground-water contammatlon o B

.
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| (2) o When Ecological Effects and Environmental Fate and Groundwater
' Division decides that adequate data are available to determine that the
chemical (or major degradates) has laboratory derived mobility and -

: persistence characteristics similar to other chemlcals found in ground
water asa result of normal label uses, AND:

’ (a)  Detections are reported in ground water (for example,'in a
. momtormg study conducted for registration, or contained in the
Pest1c1des in Ground Water DataBase) or

'. (b) Fleld dlss1pat10n results are avaﬂable that conﬁrm that the
IR chemmal ]eaches a

o .»The followmg label language is appr0prlate
Ground Water Advxsory

- Thxs chem1ca1 isknown to leach through soilinto ground o
water under certain condmons asaresult of label use. Use
- of this chemical in areas where soils are permeable, .
. partlcularly where the water table is shallow, may result in

) ground-water contamma’uon "

D. The followmg statement is requlred when a pest1c1de mtended for outdoor use -
. - contains an.active ingredient which has 4 mammalian acute oral LD,, <100
 'mg/kg, an avian acute oral LD, < 100 mg/kg, or a subacute dietary LC,, <500 .

“"This pestlcxde is tox1c to wﬂdllfe "o

~ E. The followmg statem«.,nt is requlred when a pest1c1de mtended for outdoor use
o contams an actlve mgredlent w1th a fish acute LC < 1 ppm

Thrs:’pesncrde is toxic to fi

! This mformatlon will be found in submltted data the RED, or the Reglstratlon .
Standard It may not necessanly be available to the label rev1ewer, but helps you to
understand the ongm of the statements 7 :

Environmental Hazards R " ‘ T PP Page9-5.«'
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Product contains any active This product is hlgh]y toxicto | - This product is highly toxic to |
ingredient with acute LDy, of bees exposed to direct " bees exposed to direct '
2 micrograms/bee or less ~ treatment or residues on treatment on blooming crops

If field studies or accident h1story, such as the Federal Insectlclde Funglclde and
Rodentlclde Act(FIFRA) §6(a) (¥ reports indicate that use of the pesticide may
“ result in fatahty to birds, ﬁsh or mammals, the followmg statement is requn'ed

"This pestmde is extremely toxic to wﬂdhfe (ﬁsh) "

Ifa pestlc1de is used outdoors asa fohar apphcatlon, espec:xally to crops, and it
is toxic to pollinating insects, a "Bee. Hazard" warning must be included in the
Environmental Hazards. Thefollowing table sets out the tox1c1ty groupm gs and ‘
reqmred Jabel statements for honey bees : .

v \

Honey Bee TOXIClty Groups and Cautlonsw o

I

blooming crops or weeds. Do | - or weeds. Do not apply this
not apply this product or product or allow it to drift to
allow it to drift to bloommg blooming crops or weeds ||
crops or weeds if bees are while bees are actively visiting |
visiting the treatment area. . the treatment area. ‘

Product contains any active |  This product is toxic to bees ‘This product is toxic to bees

ingredient(s) with acute LDy, | exposed to direct treatmentor |  exposed to direct treatment.
of greater than 2 residues on'blooming crops or Do not apply this product
micrograms/bee but less than weeds. Do not apply this while bees are actively visiting

11 micrograms/bee. product if bees are visiting the - the treatment area.

o

freatment area.

I
All others. - ‘No bee caution required.

Environmental Hazards
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H.

For reglstered end-use products technical products and other manufacturmg use:
- products, i.e. those used to formulate other products, a "point source d1scharge ‘

is a possibility - where effluent from the manufacturing plant may contain |
pesticides. This does not include those products used to control roaches orother‘ '

. pests in the facilities, but applies to those chemicals used in the formulation
- processes. The following National Pollutant Discharge Elimination System
- (NPDES) statement (as outlined in Pesticide Regulation (PR) Notice 93-10
. (Reference PR-93-10)) is reqmred on such products |

o "Do not dlscharge eﬁ]uent contammg th1s product into- lakes, streams, -

* ponds, estuaries, oceans, or other waters unless in accordance with the
. ., requirements of a National. Pollutant Discharge Elimination System
. (NDPES) permit and the permiiting: authority has been motified in ‘
writing prior to discharge. Do not dlscharge effluent containing this

. .~ product to sewer systems without previously notifying the local sewage -

I'treatmentplant authority. For gmdance contact your StateWater Board -
or Reglonal Ofﬁce of the EP . ’

| _Further P. R Notrce 95-1 (Reference PR-95-01) exempts certain products (..,

products in containers of less than 5 gallons (liquid), less than 50 pounds (solid,
dry weight) and in aerosol containers of any size) from bearingeffluent discharge

. statemerits specrﬁed byP.R. Notlce 93-10. P.R. Notice 93-10 still applies to the
' followmg kinds of pesticide products that may result in discharges to the waters
_of the United States or to municipal sewer systems, including but not limited to:

(A) all technical grade and manufacturmg use products; and (B) end-use
products packaged in containers equal to or greater than 5 gallons (liquid) or 50
pounds (solid, dry wexght) ‘and reglstered for industrial preservative, water
treatment, other industrial processing uses (such ascooling tower water systems,

pulp and paper mill water systems, secondary oil recovery injection water
‘systems, food processing operations, leather tanning, ‘wood protection and
textile treatment) and commercial and institutional uses (mcludmg, but not o
limited to, hosplta]s hotels/motels, office buﬂdmgs and prisons)..

" The exemption of certam containers from the labelmg requlrements of P.R.

Notice 93-10 does not relieve a producer or user of such products from the

' requlrements of the Clean W'Lter Act or state or local reqmrements -

Environmental Hazards o . - ' '_"fPage9e7'
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L If a pesticide product contains directions for use in treating sced, the o
Environmental Hazards section must include the following statements:
"Exposed treated seed ‘may be hazardous to birds and other wildlife,
Dispose of all excess treated seed and seed packaging by burial away
‘from bodies of water." 3 T o SR
5.  CHEMICAL SPECIFIC STATEMENTS: Somé Environmental Hazards statements
are prepared specifically for certain chemicals (a.i.’s). Some of those are shown below.
Always check with REFs or the Chemical Review Manager for the status of the RED
for the chemical. Ifa RED has been issued, check the RED for any specific guidance
for Environmental Hazards labeling. - - SR . '
A Chlorpyrifos |

"This pesticide is extremely toxic to fish and wildlife. Do not discharge
effluent containing this product into lakes, streams, ponds, estuaries,
oceans, or other waters unless in accordance with the requirements of 2

National Pollutant Discharge Elimination System (NDPES) permit and
the permitting authority has been notified in writing prior to discharge.
Do not discharge effluent containing this product to sewer systems
without previously notifying the local sewage treatment plant authority.
For guidance contact your State Water Board or Regional Office of the

Non-Aquatic Use Sites (except cranberries) |

“This pesticide is toxic to birds, fish and aquatic invertebrates. Birds .
" feeding in treated areasmay be killed. Clean up spilled product to reduce
exposure to wildlife. Do not apply directly to water, or to areas where
surface water is present or to intertidal areas below the mean high water
mark. Do not contaminate water when cleaning equipment or disposing .
of equipment washwaters." e e

-

Environmenté,l Hazards
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‘Non-Aquatic Use Sites such as cranberries - |

~ "This pesticide is toxic to birds, fish and aquatic invertebrates. Birds

- feeding in treated areasmay bekilled. Clean up spilled product to reduce

exposure to wildlife. Drift and runoff may be hazardous to aquatic -
organisms in neighboring areas. Do not contammate water when

. d1spos1ng of equipment washwater or rmsate '

B, j. ‘Dirnethoate

a "This pestlclde is thhly toxic to bees exposed to dlrect treatment
or res1dues on bloommg crops. or weeds. Do not apply this
product or allow it to drift to bloommg crops or weeds if beesare

" 'v1s1tmg the treatment area." . ‘ ‘

| ThlS pestlclde is toxic to wﬂdhfe and aquatlc mvertebrates For
. terrestrial uses, do not apply directly to water, to areas where
r surface water is present orto mtertldal areas below themeanhigh .
" water mark. -Runoff from treated areas may be hazardous to |
aquatic orgamsms in neighboring areas. Do not contaminate o '
water by cleamng equlpment or dlsposal of wastes. "

- C. Resmethnn labeled t’or mosqmto abatement and pest control treatments at
nonagricultural sites o : o

"This pesticide is highly toxic to fish. Drift and runoff from treated sites
may be hazardous to fish in adjacent waters. Consult your State’s Fish
~ and Wildlife agency before treating such waters. Do not apply dlrectlyf .

" to water, or to areas where surface water is present or to intertidal areas .

below the mean high water mark. Do not contaminate water when
cleanmg of eqmpment or d1sposmg of equipment washwaters."

D. | For 2,4-D derivatives (listed below), the following is required on end-use laoels:
. - "This product is toxic to fish.’ ant or runoff may adversely affect fish
- - . and nontarget plants: Do not contaminate water by cleaning of

equipment or disposal of equipment washwaters. Do not apply directly
* to water, or to areas where surface water is present or to intertidal areas

EnﬁronmentalHazards . I :. | Page 99 .
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Environmental Hazards |

" below the mean high water mark, Do ot contaminate water when
~ cleaning of equipment or disposing of equipment washwaters."

Deﬁvéﬁvé;: |
N-oleyl-1,3-propylenediamine salt |
N,N-dimethyloleyl-linqleylamine .
Butyl ester | T
Butoxyethanol ester -
Propylene glycol butyl ether ester

For 2,4-D derivatives; dimgthylainiine“éﬁd:‘"isoocts}l' ester, the following-is

* wIhis product is toxic to aquatic invertebrates. Drift or rusoff may
adversely affect aquatic ‘invertebrates and nontarget plants. Do not
apply directly to water, or to areas where surface water is present or to '

" intertidal areas below the mean high water mark. Do not contaminate
' water when cleaning of ‘equipment or disposing of equipment
washwaters." U

2,4-DP and MCPP require the following

~ "Drift or runoff may adversely affect nontarget plants. Do not apply
directly to water, or to areas where surface water is present or to
intertidal areas below the mean high water mark. Do not contaminate

* water when cleaning of equipment or disposing of equipment

Atrazine shduld requn‘e fhe followmg statements should appear ona.ll atrazme c
products. (Reference: LP90-1and LP92-06) and are intended to reduce point-
source ground water contamination and surface water contamination.

"Atrazine can travel (seep or leach) through soil and can enter ground,
water which may be used as drinking water.” Atrazine has been found in

~ ground water. Usersare advised not to apply atrazine to sand and loamy
cand soils where the water table (ground water) is close to the surface and
where these soils are very permeable, i.e., well-drained. Your local
agricultural agencies can provide further information on the type of soil
in your area and the location of ground water. a : |

PR | e . e .
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- This product may not be mixed/loaded, or used within 50 ft. of all wells
including abandoned wells, draindge wells, and sink holes. Operations
that involve mixing, loading, rinsing, or washing of this product into or
from pesticide handling orapplication equipment or contamers within 50
ft. of any well are prohibited unless conducted on an impervious pad

- constructed to withstand the weight of the heaviest load that may be
positioned on or moved across the pad. Such a pad shall be designed and
maintained to contain any product spill orequipment leaks, container or

- equipment rinse or wash-water, and rain-water that may fall on the pad.

. Surface water shall not be allowed to either flow over or.from the pad, _
which means the pad must be self-contamed The pad shall be sloped to
.faclhtate material removal.” An unroofed pad shall be of sufficient
_capac1ty to contain at a minimum 110% of the capacity of the largest

- pesticide container or apphcatlon equipment on the pad.” A pad thatis
~_covered by a roof of sufficient size to completely exclude precipitation
from contact with the pad shall have a minimum containment capacity
.of 100% of the capacity of the largest pesticide container or application ~ -
‘equlp.ment on the pad. Containment capacities as described above shall -
be maintained at all times. The above-specified minimum containment
‘capacities do ot apply to vehlcles when delivering pestxczde sh1pments
‘to the nnxmgfloadmg s1tes ' . |

: States may have in effect addmonal requn‘ements regardmg well-head o
‘setbacks and c»peratlonal area contaunment '

" This product may not be m1xed or loaded within 50 ft. of intermittent
streams and rivers, natural or 1mpounded lakes and reservoirs. This.
product may not be applied aerially or by ground within- 66 ft of the
points where field surface water runoff enters perennial or intermittent
streams and rivers or within 200 ft around natural or 1mpounded lakes

~and reservoirs. If this product is applied to highly erodible land, the 66-
ft. buffer or setback from runoff entry pomts must be planted to crop,

- seeded with grass, or other sultable crop.

Th1s pestlclde is toxic to aquatlc mvertebrates. Do not apply directly to
water, to areas where surface water is present; or to intertidal areas below
the mean high water mark. Do not apply when weather conditions favor

 drift from treated areas. Runoff and. drift from treated areas may be

.Environmental Hazards ; : " . | | - : A Pa'ge9-1‘1“
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hazardous to ‘aquatic organisms in nelghbonng "areas. Do not
'. contaminate water when dlsposmg of equipment wash waters."

w  NOTE: Chemical specific statements, such as groundwater/surface water, spray
drift/runoff, or endangered species statements will be added to the manual as they are
identified. Thelabel reviewer should consult with the product manager/teamleader and
Ecological Effects and Environmental Fate and Groundwater Division.

Environméntaﬁ Hazards o " Page9-12
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" Chapter 10 - PHYSICAL OR CHEMICAL HAZARDS .

ThlS chapter covers the Physlcal or Chemrcal Hazards statements that are reqmred for
~ certain pesticide products. Such hazard statements include ﬂammablllty, explosibility and
precautions necessary when handling liquid products used around electrical equipment. In |
addltlon there are spec1a1 hazard statements for certain fumlgants

: The reviewer should look through the followmg secttons to determme Wthh are -
pertment to the proposed label under rev1ew ' : - -

, Placement of the Phys1cal or Chemlcal Hazards statement shall be lmmedlately below
‘the Env1ronmental Hazards statement, which is located below the Precautionary Statements, -
Hazards to Humans & Domestlc Ammals [Federal Register (FR) Notice Proposed Rule on o
Labehng Requrrements, Vol 49, No. 188, §156 56 September 26, 1984 (LFR-O4A-04])] '

o Precautlonary statements relatmg to llammablhty ofa product arereqmred on the label |
if the product meets the criteria shown below. Review the followmg chart to determme the
: ﬂammablhty statement that should be mcluded on the proposed label. - ‘

. Subd1v1s10n D (Product Chemzstry) of the Pest1c1de Assessment Guidelines, (§63-15) :
“covers the flash point and flame extension of a product. The flash point is the lowest
temperature at which a combustlble liquid will give off a flammable vapor which will ignite the
liquid. The flame extension test is required for aerosol products. The flame extension test i is
conducted by holdmg the aerosol can 6 inches from aflame and discharging the product across .
the flame. The extension of any flame from the flame source (typlcally a candle) in inches is’

" noted and recorded. Any flame extension in excess of 18 inches or any flashback of flame to
the valve at any degree of valve opening would then dictate the proper labeling of the product
aseither being flammable of extremely flammable. Flashback occurs when the flame is drawn
back toward the aerosol can, by the stream of propellant This would mdlcate a highly
ﬂammable product : :

Physical or Chemical Hazards ~  ©  Pagelo-l
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~ Theproduct’s flash point isshown in block 9 on the Confidential Statement of Formula
(CSF) and should be expressed in degrees fahrenheit (°F); in addition, for aerosol products,
the registrant is required to report the results of the flame extension test and any positive
flashbacks. Thisrequirement doesnotapply to products that are typically incombustible, such -
as most dust or granular formulations, pellets/tablets (baits), impregnated materials, etc. If
block 9 on the CSF indicates "not applicable or N/A", you may skip this section on
flammability. " T ER R L R R RIS

Flash point at 'or below 20°F; if there Extremely flammable. Conteats under pressure. Kecp away from fire, sparks,

is & flashback at any valve opening ] andhm!odsurfm;Donotpunctmcorincimteeontainc'r.. Exposure to

‘ temperatures above 130°F may causc bursting. - ‘

Flash pointabove 20°Fand notover - Flammable. Contents under pressure, Keqiawayf;omlwat,:parks,andopcn

80°F or if the flame extension is more flanse. Do not puncture or incinerate container. Exposure to temperatures above

than 18 inches long at a distance of 6 130°F may cause bursting. ’ S

All other pressurized containers Contents under pressure. Do not use or store ncar heat or open flame. Do not
‘ . puncture or incincrate container. Exposurc to temperatures above 130°F may

causc bursting. ' ‘

At or below 20°F Bxtremcly flammable. Koepawayfromﬁre,sparks,audheatedmrfam i
Above 20°F and not over 80°F g Flammable. Keep away from heat and open flame, )
Above 80°F and not over 150°F Combustible. Do not use or store near heat or opea flame.

) No text required. '

arrron L e g, v [MOCFR 156 10)@)E]

s, CAUTION, WARNING, DANGER (human hazard signal words) are
NOT to be used in conjunction with the flammability statements.

I ML DS T o -, T T
; : k RV T AR

Certain products may reflect a claim of non-flammability, with terms like -
"non-flammable" or "nonfﬂammable‘(gas, liquid, etc.)." If the draft label does not have any
claim of non-flammability, skip this section. However, if the proposed draft label hassuch a

 claim, the reviewer must check to see that the terms "Extremely Flammable" or "Flammable"
" are not being used in the Physical or Chemical Hazards section of the proposed label.
Obviously, if either terms are being used in the Physical or Chemical Hazardssection, the claim

Physical or Chemical Hazards
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of non-ﬂammablhty CAN NOT be used as well Ifthe proposed label reflects anon-ﬂammable ‘
claim, it must meet the following criteria for non-ﬂammablhty ‘ .

1. ,CRITERIA F OR DECLARING NON-FLAMMABILITY

A If a gas or mixture of gases the product must not 1gn1te when a llghted match
is placed against the open cylmder valve : '

B. Ifa liquid: the product must have a ﬂash pomt greater than 350°F (177° O).
Refer to- the CSF for the flash pomt

' JIf you are unsure of whether the product meets the criteria' for declanng non-
flammability, route the label package for Product Chemlstry Rev1ew in Reglstrauon
‘D1v1s10n fora determmatmn o . . '

2. NON-FLAMMABILITY l..ABELlNG STATEMENT AND PLACEMENT The .
S ,phrase "non-flammable” or "non-flammable gas". or "non-ﬂammable liquid", etc.,can

appear as a sub-statement to the ingredient statement, or on a back or side panel; The -
phrase must not be hlghhghted or emphasized (such as mordmately large type size, or

, sharply contrastmg color, etc.) so as to constitute a mlsleadmg safety claim.

Some products raay pose ash: ock hazard when used near electncal equlpment or outlets
The dielectric breakdown voltage is a measure of a hqmd’s capacity to conduct electricity and
is required if the End Use product is a liquid and could be used near electncal equipment. -
' (40 CFR §158.190(a)) If the proposed draft label is th a liquid, skip this section. If the
proposed label is for a hquld product, rev1ew the criteria below . .

1. CRITERIA FOR DETERMmlNG THE REQUIREMENT OF THE SHOCK
- HAZARD STATEMENT o .. o

A, | The use d1rect10ns may permlt use of the product near electncal equlpment or-
g “electrical outlets, (transformers, cable TV pedestals, conduits, etc. ); and

B. the data matnx does not prov1de a d1electr1c breakdown voltage or .
C. the d1electr1c breakdown voltage is Iess than 5, 000 volts.

Physical or Chemical Hazards = .  Page10-3
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5 SHOCK HAZARDLABELINGSTATEMENTANDPLACEMENT: If theproduct
meets the criteria above, the following statement must be shown under the heading
"Physical or Chemical Hazards." | U e

Do not apply this product in or on electrical eqmpment due
to the possibility of shock hazard. =~ =

(Section 63-21 of Subdivision D, Product Chemistry, Pesticide Assessment Guidelines)

When data submitted in accordance with 40 CFR 158.120 demonstrate hazards of a
physical or chemical nature other than flammability (such as potentially explosive), appropriate
statements of hazard must be included on the label. Such statements should address hazards
of explosiveness. ” S

Chemicals which require specific statements for explosibility include: sulfur dust,
carbon dust, potassmm nitrate, sodium nitrate and potassium chlorate. If, based on your
review of the CSF, you believe the product might require labeling for explosibility, route the

label package for product chemistry review for a determination: : SR

For some fumigant chemicals, statements of flammability or other physical or chemical
hazardsare required. A couple of fumigants are highly flammable in the liquid or vapor form.
The statements of flammability listed below for the following chemicals should be located on .
the side panel under the heading "Physical or Chemical Hazards." (Reference: PR Notices 84-5
and 856) e

Sodium"‘azzdmsz‘Icigzm Cyanides |

"In the presence of moisture, highly pois_gnous gas (hydrogen cyanide) is
formed." o . » L

Certain products react with certain surfaces such as galvanized steel to form highly
combustible gas. Therefore, under the Directions for Use section, some product labels will
prohibit mixing, storing, orapplying the product in galvanized steel or unlined steel containers.
This is acceptable, however, no toxicity signal word (Caution, Warning, or Danger) maybe

Physical or Chemical Hazards | A
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“used w1th ttus mformatlon The reglstrant may use "Attentlon", "Note" or a similar word or
phrase to alert the user. (Refer to chapter 11, Dlrectlon for Use for more mformatlon on this.) ’

- Becauseofits combustion capability, all formulations of sodium chlorate must mclude

- -anappropriate fire retardant chemical. Referto chapter6 Ingredxent Statement, forplacement:
 instructions of the. required stateme: nt. ‘ :

chenphymallchemmal_hazard_statements

When data subm1tted in accordance w1th § 158 120 demonstrate hazards ofa phys1ca1
or chemxcal nature other than ﬂammablhty orexplosiveness potential, appropriate statements
of hazard must be included on the fabel. Such statements may address hazards of omdlzmg or

reducing capablhty, react1v1ty or corroswlty

Physical or Chemical Hazards - o o . | Page 10-5
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Chapter 11 DIRECTIONS FOR USE

, The "Dlrectlons for Use" section of a pestlclde label must provide the necessary'
information to answer four major categones of questions regardmg the use of the pesticide. h
. These four questlons are:

1) Why is the 'pesticide'being used? For what pest(s) or problem? -
'2)  Where is the pesticide applied? (where should it not be apphed?) S
"3 How is the pesticide applied? (what speclal precautions must the user take? how
4 ' much should they use?)
4) - When should the pestlclde be apphed?

. : If these. questrons are adequately addressed the person hkely to use (or supervxse the use .
R *of) the pestlcxde should be able to do 8o correctly

s  Directions for Usé should be stated in terms which can be eas11y read and understood
‘ by the average person hkely to use or to superv1se the use of the pestlclde
o #‘ Directions for Use should be presented ina format that is easy to understand and '

- follow. Use of charts, and graphs is encouraged. Long and/or comphcated narratlve
mstructlons should be dlscouraged

, - ‘The directions foruse should be adequate to protect the pubhc from fraud and personal |
' . mjury, and the env1ronment from unreasonable adverse effects. '

=& Most misuse of pestlmdes re<'111ts from fallure of the apphcator to read and understand .
or follow the directions for use. Therefore, th1s section of the label must be reviewed'
. very careful]y o :

2 VN TITLE The title of thJS sectlon of the label must be "Dlrectlons for Use."” It mustnot .
be "General Dlrectlons," "Use Dlrectrons," "How to Use," or any other s1m11ar wordmg :

Directions for Use - R . Pagell-l
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The directions for use can be either on the contamer label or enclosed w1thm the '
packaging as long as the enclosure is attached securely and the container label makes

reference to the enclosure (40 CFR 156 10(1))

GENERAL MISUSE STATEMENT A11 regrstered pestlcrdes, mcludmg all end-use,
technical grade, or manufacturing use products (MP s), must bea.r labelmg Wthh has

the following general misuse statement:

"It is a vrolatron of Federal law to usethxs product m a manner - | e
mcon81stent with its labehng " i e T

This statement must appear 1mmed1ate1y after the "Drrectrons for Use" headmg

" o e
= The general misuse statement should be modrﬁed for Experrmental Use Permrts »
(EUPS) to read as follows ' | o

“s‘“] P

"Use of th1s product ina manner mconsrstent wrth the
 terms of the Experlmental Use Permlt 1s a wolatlon of
Federal Law " “ o

OMIS SION OF DIRECTIONS FOR USE The d1rectlons for use sectlon may act y
be omitted from the label for certain very specific types of products:.. If the pesticide is
amanufacturing use product (MP) intended only for use by formulators preparing end-
use products, or if the pesticide is intended for use only by physicians, veterinarians or
‘pharmacists, the directions for use may be very limited. This is acceptable, however,
- MPs must have a statement under Direction for Use such as, "Only For Formulation
Into A [type of pesticide]." followed bya continued statement of the uses (crops/sites)
for which the EP could be registered. Ifthe label under review is claimed to be for one
of these types of products the label reviewer must verify e presence of the statement”
as ‘mentioned above or a statement about use by physwrans, vetermanans or

pharmac1sts

WORKER PROTECTION STANDARD Worker Protectlon Standard (WPS)‘“‘ L
Requu‘ements refer to chapter 8 for the criteria necessary. ‘to determine if the label
under review is subject to the WPS requirements. Ifthe product is sub_]ect to the WPS,
refer to the requxrements hsted at the end of th1s chapter .

W . ‘u Lo

Directions forUse | ‘ K | - n \Pageﬁll‘-Z“‘ e




Label Review Manual o o ‘.Cun'ent as of December 27, 1996

1. -ME-TOO APPLICATION If the apphcatlon is a me-too subm1ss1on (chapter 4),
reviewing the directions for use is fairly straight forward. A side-by-side comparison
of the two sets of directions is ymade. The use sites and pests must be the same, although
not all must be present on the pending application. In other words, the me-too label can

* drop ) target pests or sites on the main label. For example, an application is made for
an insecticide formulation to add structural perimeter treatments for crickets, ants, and -
- sowbugs. The main (cited) me-too product must have this site, and it’s label must claim
crickets, ants, and sowbugs but other species(earwigs, millipedes) also may beclaimed.
The pending submxssmn need not haveall the pests listed on the me-too label, however, -
'no new use sites or ‘pests may appear on the labeling for the pending product. ‘The .
. format for the presentation of use mformatlon need not beidentical to the sited me-too
- . as long as the critical information as described above remains the same. In fact, .
registrants should be encouraged to adopt formats such as charts and graphs that are.
eas1er to read and understand ’ . :

- NOTICE: A maJor p1tfa11 m s1de-by-s1de label compansons is the poss1ble
presence of an unacceptable use or other error on the label of the cited registered
product. If reviewers are not careful such errors may be repeated, sometlmes

~over and over. - ~

= Ifan error is discovered in the directions for use of the cited me-too label, the .
reviewermust take the tlme to write a letter mformmg the registrant of the
error(s) and require correctlon/revmon ina suitable time frame such as 30 days.
- (If the error is minor in nature, it would be acceptable to allow. the registrantto
correct the error at the next printing of the label.) This action may beentered
- -into "Pesticide Regulatory Action Trackmg System" (PRATS) under action code
360, "Action Initiated by Agency” (see chaptet 5). This is a judgment call, if an’ ’
error is too minor to warrant this extra effort, it may be ﬂagged and corrected
during the review and response to a subsequent submission on the product, or
- during the reregistration process. However, if the error raises a safety,
environmental, or legal issue (i.e. conflict with current regulations or policies),
~ the reviewer must reqmre the registrant to correct the problem 1mmed1ate1y _

~ Ifa Rereglstranon E11g1b1hty Decision (RED) has been 1ssued for the actlve mgredlent
- in the product undergoing review, the reviewer must ensure that all of the use sites on
thelabel arein Appendlx A ofthe RED and that any other limitations arenotexceeded.
If any one of the use Sites is not in Appendix A, it is considered to be "new" and the
~ submission may not be confndered to be a me-too. , '

DirectionsforUsev ST o o | — ,Pagell-3-v
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" is necessary. Such applications usually should be accompamed by data, or should

: unannounced changes changes made by the reglstrant that they d1d not tell us about

Site. Pest. 2 ] on ”1 . ‘E-l\ I‘”‘l“l_“‘"‘

NON ME-TOO APPLICATION: When a Reglstrant proposes a mew use, new |
apphcatlon rate, preharvest mterval (PHI) change, or a similar action not previously |
approved by the Agency, a more extensive review than the simple me-too comparison

include data c1tat10ns, and should be sent for review. The d1rect10ns for use will be
affected by the reviews from Health Effects D1v1s1on (HED) (useratesoncrops, PHI’s,.
reentry intervals), Ecolog1ca1 Effects and Environmental Fate and Groundwater
Division (EEEFGD) (for restrictions such as bee hazard warning statements), and
Division. Efficacy reviewers (for apphcatron rates and methodls) The use rate, or o
apphcatlon rate, may be the most difficult to mterpret and review for this section.
Apphcatlon rates, and number of apphcatlons perseason, foragricultural products will

“be based on the residue data subm1tted or clted by the regxstrant Approval of most -

agncultural uses requires an estabhshed tolerance (tobacco being an exceptxon)

Once the type of review has been determmed for the submxtted actlon, the label reviewer ,
may proceed with an actual analysis of the directions for use. The reviewer must not
assume that because a registrant is adding to or changing only one part of this sectlon
that the rest of the directions for use is "ok," even though the label has been accepted i in
the past. A number of years may pass between submissions on a product, some labels
may be quite old (even asmuch as 20 years) and uses and language previously accepted
may be objectionable now.. Reviewers must also examine use directions carefully for .

The Dlrectlons for Use section usually will be revxsed more frequently than any oth

section of the label and should be camﬁﬂl&scnnmlzed by the label reviewer. The followmg | -

basic procedure should be apphed to the rev1ew process for the drrectrons for use.

1.

Directions for Use ‘

WHY IS THE PESTIC]DE BEING USED
l’l‘ what is (are) the target pest(s)?
= what is the crop, ammal or use site thel product is mtended to protect? =
= Is thrs an appropnate and Agency-accepted use of thxs pestrclde? o
Target Pests may be mvertebrates vertebrates nematodes, plants, algae, fungl, vn'uses

or bacteria. The directions for use section of the label must 1dent1fy the target pest(s)
-and must be consmtent w1th the pests mentroned elsewhere on the label Pest claJms‘ o

- Page 11-4”‘“‘
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T often appear on the front panel. The reviewer must make sure that the dn'ectlons
. for use actually include and are applicable to all pests listed anywhere on the

" labeling. For example, if the front panel lists fife ants as a target pest, then the-
directions for use must mclude the appropnate treatment d1rect10ns for fire ants..

A product may be mtended f01 a number of different pests, or directed at only one -
specific pest. Frequently, there will be specific sets of application directions on the same
label, each applying to one or several of the pests clalmed on the label. Pests for which ,
spec1a1 or unique application techniques are needed (e.g. fire ants), will require their own
‘detailed set of directions. Itis acceptable to group directions accordmg to thesitesto
be treated (e.g. broccoh, cabbage, cauliflower: cutworms, fall armyworms, cabbage ,
loopers). For fung1c1des grouping may be used ONLY if all pests occur and are
controlled on all of the crops in the group. Diseases which occur on a single type of
plant such as'Black Spot on roses, must be assocrated w1th that partlcular plant

“Target pests may be named very generally in the dlrectlons for usesection of somelabels
(e.g. ants), other labels will identify them spec1ﬁcal}1y, (e.g. carpenter ants). In the case
~ of antimicrobial products however, each strain of a pest has to have separate ¢ data for
K review so both the common and generic: terms could be used if appropriate. For- |
- example, "Kills germs which cause common colds and flu" must be followed with the
‘ _wordmg “such as" and list the flu germs controlled. The directions for use should be
. determined by and reflect the blology and behavior of the pest as closely as possible.
.Some knowledge of the pest is helpful, and may in some cases be critical. ‘However,
comparison to similar product labels, as well asinformation from the PM/team leader,
and eventual experience, will help the reviewer become more familiar with a pest’s
biology and behavior and therefore, with typical treatment techniques. Two important’
' .'relatlonshlps to keep in mmd whlle analyzing the target pests are:

A.  Pest-Product Formu’latnon: ‘For example, 1f the product is a granular -
' formulation, it will have no effect on a flying insect. A liquid formulation
restricted to foliar aerial applicatiOn (like parathion) would be unlikely to
control soil inhabiting insects such as corn rootworm larvae. If the revieweris
unsure of the practicality of a formulation as targeted against a certain pest on
a label, the reviewer may need to consult with the efficacy reviewers in the
. branch. The registrant must be informed that the use is not acceptable They
~ mayappeal by prov1d1ng information (data) to persuade usthat the formulatlon :
isin fact appropnate for the proposed use. ‘
B. . Pest-Site: the label may contam clalms for control ofa pest in an mappropnate
' - site, m1sleadmg the consumer and possrbly causing a misapplication of the

 Directions for Use S . Pagells
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pesticide. Examples of inéipprépﬁété pest/ site clalms arealgaecontrol intoilet |
bowls, or brown dog ticks in 2 épmme}rdal kitchens. The registrant must be
.informed that such a claim is uﬁaccépt‘abie.‘ T e e

Sites and pests also should be appropriate for the intended end-user or customer of the

. product. For example, pests and sites listed on the labels of residential consumer
(general public) products should be typical household/ garden pests or plants, and not
something crop specific like cotton bollworm or plants unlikely to be found in home
gardens, for example "cranberries." o ' o ,

= "No Pest" P1:ouducts: Seve;fal_ pestlmdesare not intended to control pests, Le."
they have no "target" pest. Examples are: plant regulators, desiccants and = -
defoliants. S A

2. WHERE IS THE PESTICIDE USED:

o what are the intended use sites of application?

. = are the use sites clearly listed and identified?

© The application or treatment sites must be clearly identified and specified as much as
possible on the label. For example, if residential dwellings are listed as an application
site, exactly where in a dwelling would the pesticide be applied? The label reviewer may
need to inform the registrant that the application sites need to be identified more
specifically (as for example, cracks and crevices in kitchen areas of residential
dwellings). If the usesite isindicated by a broad crop grouping, such as "Ornamentals”,
the registrant should be instructed to be more specific. The use site could be indicated
as, "Ornamentals: Christmas tree plantings, conifer seed orchards, and forest tree
nurseries," In this case, the product user would be restricted to only using the product
on those three use sites. However, if a use site were indicated as "Non-cropland
industrial sites, such as, airports, fence rows, roadsides and associated rights-of-ways,
railroad right-of-ways, lumberyards, petroleum tank farms, pipelines and utility rights-
of-ways, storageareas, and private lands.”, then the user could use product on any thing
. known asnon-cropland industrial sites. Itis important for thelabel reviewer to analyze
 the proposed use sites of the label being reviewed to determine if the use sites are
correctly listed and, more importantly, are the use sites appropriate for this product.
Do the use sites make sense for this formulation and product type? Isit appropriate for
the label to restrict use to only certain plants with the verbiage "including"? Is the use
of the verbiage "such as" appropriate to give the user some idea of what the use site
means, but not restrict the user to only certain plants (specific sites)? =
Directions for Use " Page 11-6
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Are the s1tes listed on an end-use product label compatxble w1th the labelmg of the - -
- manufacturing use product (MP) which is used as the source of the active ingredient in-

the formulation? ‘If the MP label does not specifically list acceptable sites (such as
md1v1dua11y named crops), or general uses such as whether products formulated from
it may be used indoors or outdoors, it should at least no_tpmhxbn uses appearing on the -

- end-use labeling undergoing review. If this is the case, the registrant must be informed

. -that they must change their source of the active mgredlent to one with compatible

: labelmg, or delete the questlonable use. S

Often times it is very 1mportant to determme who the intended users of the product are;
is the product pnmanly intended for use by general consumers or "homeowners"? For |
residential consumer-use products, the application sites listed on the label should be
 limited to the home, yard, garden, and pets. Products mtended for use by commercial
: apphcators may mclude residential sites, but also mdustnal and mstltutlonal sites such
as areas in food processmg plants and hospltals o : '

When used in reference to thle reeponse of crops and weeds to the proposed pesticide
product (e.g., an herbicide), use the word "tolerant” instead of "resistant." - For

example, the label would refer to the use of the product on herbicide to]erantcrops, not '
herb1c1de res1$tant crops. (R eference: LP96-19)

© 3. . HOWIS THE PESTICIDE APPLIED
& in what form isit 4pphed?
| . ﬁ'lsumlxed a.udlf‘.o,how?
= how much produci' is used?
= is equlpment necessary and if so, what type? :
= isit compatlble/nmt compatlble with other products‘? '
First, the rev1ewer must 1dent1fy what form the product is in (dry, hquld a gas ora .
fumigant). This information is more readily apparent to the applicator than to a label
reviewer. If the product name does not identify the formulation (such as "Sevin™
Dust"), the reviewer may have to search the label briefly to determine the formulation
type, for example, by checking the net contents statement (gallon or pounds?), by °

“checking the Physical & Chemical Hazards section to see if the product is pressurized,
or by lookmg atthe contamer d1sposa1 mstructlons Reference should also bemadeto

DirectxonsforUse' | R o -‘Pfagell-7
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the Confidentia® Statement of Formula (CSF) for the product. Column 15 of the CSF
indicates the purpose of an ingredient in a formulation. If something is identified asa
propellant in column 15, then the product is pressurized (an aerosol). Dust and
granular products will contain ingredients which are referred to as "carriers.” Liquid
formulations will contain ingredients which may be identified as solvents, emulsifiers, -
and de-foamers. The product chemistry (if available, some very old registrations often
do not have product chemistry data) will include the manufacturing process which also
provides information on the formulation type. ' '

Secondly, the reviewer should determine if the formulation i "ready-to-use
ooncentggtc; which requires mixing. Aerosols, dusts, baits, granules and some liquids
aré examples of ready-to-use formulations.  Formulations requiring mixing such as
liquids which are referred to as concentrates, as well as wettable powders, must have
" direction for dilution. These directions should be reasonable, easily understood, and
presented as obvious usable units of measure, i.e.,.-not "add 2.678 ounces to a galion.”
The units of measurement must be by weight for dry formulations (Ibs, 0z.), or volume
for liquids (pints, fl.oz.). One of the most frequent labeling errors observed by the
Office of Pesticide Program (OPP) is the use of "oz" for liquids instead of "fl.oz." Metric
units may be used in parentheses after the accepted units. . o

| Althoggfl not stated in the regulations (40 CFR 156.10 (d) or (i)), the (&ixeétions foruse
' on the) label must not call for more than the net contents of the package (Reference:

' Thelabel reviewer must examine the proposed label forambiguous language. Thiskind
of vague orunclear text can often befound in the Directions for Usesection of thelabel.
For example, here is some language from an actual label’s Direction for Use: "Mix 1%2
to 2 pints of (pesticide) in 100 gals. of water. Apply 100 to 200 gals. per acre depending
on spray equipment and tree size." The ambiguity: What does the language "Apply 100
to 200 gals per acre..." refer to, spray solution, or does the applicator simply add more
water to the 100 gallon mix to cover larger trees? If an applicator interpreted the
directions in this way, only half of the dose would be applied. Obviously, thereisa
more precise means of expressing the directions for dilution and application rate.

_ Theclearest method of presenting directions for dilution may involve the use of achart

* ortable. Basically, thedilution directions should state mix "X" amount of pesticide with
wX" amount of water (or oil) to achieve a particular dilution, such as a 1% emulsion.

When percentages are included in application rates, it should be indicated- whether
percentages are by weight or volume and whether the percentage refers to the product

or a.i., unless this is obvious from the labeling. .

Directions for Use ?agé 11-8 o
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Labels for agncultural uSes, Nursery uses, uses on golf courses sodfarms or in

greenhouses must comply with PR Notice 87-1, unless the product is solely for -

residential use, direct injection into plants, post-harvest application, oris applied asa
gas, or solid (pellets, tablets, granules, or dusts). This PR Notice states that labels must
include the statement, "Do not apply this product through any type of irrigation
system.” or include labeling statements regarding chemigation contained i in the PR
Notlce Refer to PR Notwe 87-1 for appropnate chemlgatlon statements. :
How the product is apphed and whether spec1al eqmpment is needed to mix and/or '
apply the product must be de,talled in this section. The application rate, (how m.uch to

apply per unit area) must also be stated. Agncultural products usually express the I

- application rate as pmts/acre for liquid formulations, or pounds/acre for granulars.
Forresidential consumer use products, theapplication rateshould be expressed inmuch
smaller units, such as pounds/square feet since this is much more appropriate for the

- home garden or yard. Additionally, if equipment is required to apply a product

‘purchased by a residential consumer, it should be the common hardware store type,

~such as a spreader. The public generally does not have access to (and does not use) -

- fancy or specialized equipment. They also do not put out the quantities of pesticides

_ that growers or pest control operators do and will not need or have equlpment for
handlmg large volumes of pest1c1de ' B S .

: Asmentloned above labels whlch have dlrectlons forusemstructmg userto mixaspray . -
solution should indicate the spray volume per acre or per unit area. For some
applications it is acceptable for the label to indicate something like, "apply sufficient

- volume for thorough coverage." ‘For dust applications of consumer products, a
statement such as "apply uniformly for thorough coverage of plant surfaces” may

~adequately substitute for a specific application rate. For aerial applications, spray

- volumes must be stated. Note: Spreader settings may vary from product to product

Such changes in spreader settmgs are not usually considered s1gmﬁcant

4. ‘WHEN SHOULD THE PE TICID]E BE APPLIED

= are there seasonal, tlme-o f’-day, or weather restnctlons or hmltatlons?

= does 1t stam? (so it shoulld not be used around certam fabncs papers or other
matenals) ~ .

= is it phytotox1c (to some plants in. the apphcauon area)?

= s it best to treat some pests at dlfferent txmes of the day, or m certam kinds of
. weather‘?

DirectionsforUse S L : o | . "Pag.ell-S')
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FIFRA Section 2(ee)

‘ Label reviewers should be aware of theFederal Insecticide, Fungicide, and Rodenticide ~
Act (FIFRA) section 2(ee) which allows the apphcator of a pesticide to apply the pesticide

under certain conditions not speclﬁed on the label These condltlons are as follows .

oy

= aproduct may be apphed at any dosage, concentratlon, or frequency less than
. that specified on the label unless the label speclﬁcally proh1b1ts such an
application, v

= it may be apphed agamst any target pest not hsted on the label as long as the
| crop/an1ma1/s1te is on the label unless the Admm1strat01 has forbldden 1t

=  anymethod of application not specxﬁed on the label and not forbldden by the B
- label text, may be used, and o

- a pectlmde may be mlxed thh a fertrhzer 1f the label text does not prohrblt 1t R

NOTE: These provisions of the law do not reheve the reglstrant from the requu-ement
of PfOVldm§ complete dn'ec’uons foruse, they only clarify what isnot considered misuse. C

As the dxrectlons for use can be very complex, 1t is best to rev1ew th1s sectron ‘step y
_step, starting with the first site/pest combination on the label, and going through the senes of
review points, listed below. '

1. Is the formulatxon acceptable for thJS s1te/pest combmauon?

2 Is the s1te appropriate for the pest? Isit mcluded m Appende A of the RED rf there‘ -
is one for the active mgredxent (a i )?
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Can you calculate the apphcatlon rate? Is 1t acceptable (1 e. does it agree wrth the rates

in the Reglstratlon Standard or RED (1f one is avaﬂable)"

Is there a tolerance‘?

Is the PHI (preharvest mterval iLe., the minimum amount of time allowed between the
lastapplication and the harvest of the crop) or PSI (pre-slaughter mterval for ammals)
correct?

Is the apphcatron frequency acceptable? (e. wnhm requxrements for the tolerance,'
' appropnate for controlhng pests etc. ) :

Is the restncted entry mterval (REI) appropnate‘? (refer to the WPS append:x at theend

of the chapter)
Is the t1mmg of the apphcattons acceptab]e? (1 €., pre-bloom?)
. Is the method of apphcatlon appropnate?

| Is all requlred eqmpment 1denuﬁed/spec1ﬁed‘7

Is the rate of apphcatlon cons1stent with the packagmg of the: product? The d1rect10ns. _v
for use should not call for more than the net contents of the product (i.e., if a granular
product is packaged as a 1 pound unit, its apphcatlon rate should not requn'e 200

pounds of product)

If the product contains more than one active mgredlent areall the uses acceptable for v
all theactives? Forexample, an ethyl parathlon/methyl parathlon product may only be |
used on the nine crops reglstered for ethyl parathion applications, even though methyl
parathlon is registered on addltlona]l crops. If there is more than one a.i. and aRED -

is avallable for each, all sites on a label must be llsted in each RED.

Ifa RED has been issued for a chemical contamed in the sub_]ect product, are there any

- specific guidelines for label use instructions? Always check with the Reference Files
- System (REFs) or the Chemical Review Manager for the status of the RED for that

chemical and if a RED ‘has been. 1ssued check for any specrﬁc guidance for use
du'ectrons labelmg : .

Are there any recent, applicable PR Notices that contain 'speciﬁc reduireﬁnénts for use

' dlrectlons for the product m rev1ew‘7 Always check the Label Pohcy Drrectory, the

'_‘-DirectionsforUse‘ ' . R o | L Pagell 11'
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'Labeling Bulletin Boards or check w1th a Labehng Umt staff f01 recently 1ssued PR
Notices. (Note: At the time of publication of this version of the Manual, PR Notices
have been recently issued for products used for disinsection of aircraft; for termiticide

‘ products and for products used in pet care.) Always check with:LU staff on the status
of any pendmg PR Notlces before acceptmg labehng of products that could be aﬁ'ected

15. The agency is trying to dlscourage the use of long and comphcated narrauve d1rect1
for use. Is the above information presented so that it is easy to read and understand?

Could the registrant make better use of charts, graphs or p1ctograms to convey this
information more clearly?

Once the ﬁrst s1te/pest combmatlonls "analyzed," the procedur shoul berepeated fi
each successive site/pest combmatlon untll all uses are reviewed. However, some of the review
~ points noted above do not apply for all pestlcldes For example, most of these questions are

inappropriate for a dog collar that controls fleas (which has one "site" and very simple
directions). However, the basic question regardmg use applies to all pestrcldes Does the use
of the product make sense and w1ll the apphcator understand what to do w1th the

product?

When answermg the questlons noted above, the reviewer should refer, as needed and
asappropriate, to labels of substantially similar products for me-too applications, totheRED ~ ~ |
{(if there is one), to the Registration Standard (if there is one and if it is not superseded bya -
RED), and, for new or revised uses, to any reviews from HED, EEEFGD, or Efﬁcacy The
Code of Federal Regulatlons, Title 40 should be consulted for pubhshed tolerances ,

The directions for use sectlon can become very mvolved dependmg on the site and L
 biology of the pest. Also, individual Branches may have their own label requirements. Your
PM/team leader and fellow rev;ewers are your,best sources of such Mspecrtﬁicrnformatlon N

Chapter 8 prov1des the mformatlon necessary to determme whether the label und
review is subject to the reqmrements of the Worker Protectlon Standard (WPS). Products are
referred to as being "in scope” or "out of scope/not in scope.”" The following are the WPS
requirements for the Directions for Use section. [40 CFR 156 Subpart K (156 200 212)]

Products Sub_]ect to the WPS Must Bear Labelmg 1n the Four Sectlons Llsted Below

1. General Sta.tements o .
2. Restricted Entry Interval RE))

Directions for Use - Pagé e
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3. Notiﬁcationfto-Workers Statements
4. Non-Agricultural Use Requirements

. 1.. GENERALSTATEMENTS: The following statements must appear on all labels. See
" ‘the sample AGRICULTU RAL USE REQUIREMENTS Box at the- end of this .
fChapter , : ‘ | . .
"A. - "Do not apply this product ina way that will contact workers or
other persons, either directly or through drift. Only protected
handlers may be in the area durmg apphcatlon "o .

Statement Locatlon Reqmrement Must appear near the begmnmg of the
 Directions for Use section of the label and must appear above the box with the B
heading "AGRICULTURAL USE REQLHREMENTS "

- Do the use-directions of the end-use product permit wide-area treatment in
residential or public areas through fog, aerial, or other broadcast application
where contact with workers or other persons, either dn'ectly orthrough driftcan
‘not reasonably be avoided? Examples applications for. control of mosquitos,
gypsy moths, or Mediterranean Fruit Flies.” Then the statement should ‘appear
in a box with the heading “Agncultural Use Requ1rements "

B. "For any reqmrements specrfic to your State or Tribe, consult the
‘ agency respons1ble for pest1c1de regu]atron "

Statement Location Reqmrement Shouldappear after the heading "Directions
, for Use" and before the AGRICULTURAL USEREQUIREMENTS box. See
, the sample AGRICULTURAL USE REQUIREMENTS Boxat the end of this -
chapter ) :

¢
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C. "Use this product only in accordance wrth its labelmg and w1th
the Worker Protectlon Standard 40 CFR part 170 "

Statement Locatlon Requxrement Must appear on the product label m a box‘ -
under the headmg "AGRICULTURAL USE REQUIREMENTS." See the
sample AGRICULTURAL USE REQUIREMENTS Box at the end of thrs
chapter. _

D. - 'Th1s sta.ndard contams requu'ements for the protectlon of
- . agricultural workers on farms, forests, nurseries, and greenhouses,
! and handlers of agricultural pestxcrdes It contains reqmrements |
' for training, decontamination, notlﬁcauon, and emergency R
assistance. It also contains specific instructions and exceptlons ST
‘ pertammg to the statements.on this label (m this labehng) about
~ (useany of the followmg that are apphcable) persona] protective
| equlpment restncted-entrymterval andnotlﬁcatlon toworkers R

Statement Locatlon Requlrement Must appear on the product label ina bo
following Statement B, under the heading "AGRICULTURAL USE
REQUIREMENTS." See the sample AGRICULTURAL USE
‘REQUI.\EMENTS Box at the end of th1s cha “ ter .

D, "Refer to supplemental labelmg enutled AGRICULTURAL USE o
- REQUIREMENTS in the DIRECTIONS FOR USE sectlon of
" the labehng for mformatlon about th1s standard .

Specml Note: Statement No D or D can used on the label If“ : "
- statementNo D lsusedonthelabel thenstatgment NO Dmust appear SR
‘ on supplemental labehng ‘ e

“The appropnate phrase must be used. When reviewing a ]abel the phrase on the ]abel" should be used
When rcvxewmg supplemental labehng, the phrase "in thls labehng should be used o ’

Only relevant items shouldbemcludedmstatement (Exarnple I label does not requlre PPE the phrase o
"personal protectlve eqmpment" should not be mcluded as part of Statement No 3 ) ‘
DmectlonsforUse ' - . . Pagell-l4
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Statement Location Requirement: Must appear on the product labelina box :
“under the heading "AGRICULTURAL USE REQUIREMENTS" Following -
statement C add "Refer to supplemental labeling under "Agricultural Use
'Reqmrements" in the Directions for Use section (deleted text) for information -
about this standard" See the sample ' AGRICULTURAL USE

REQUIREMENTS Box at the end of th1s chapter :

,RESTRICTED ENTR STATEMENTS A]l product labelmg must dlsplay a
‘Restricted Entry Interval (REI). An REI s the time period immediately following a

pesticide application during which entry into the treated area is restncted. Some labels

'may have several dlfferent REIs for dlfferent crops

| ﬁ‘ | REI(s) for Fumlgamts Current REI(s) will be retamed or at the t:me of '

reglstratlon, an REL w111 be determmed ona case-by-case ba81s

w REIs determmed by Subdnnsnon KData(158 390) REI(s) wﬂlberetamed

‘ _‘ - All Other REI(s) Follow the steps beIow

: S_tep_l. Identlfy Acute Tox1c1ty Data to Be Used in Determmmg REI(s)

' REI(s) arebased on the most severeacute tox1c1ty category ass1gned to theacute dermal .

eye irritation and skin irritation data for all of the active ingredients (a.i.) in a product. In.
. many instances, these data are not always available. The following list indicates the preferred

L

,27

order for selectmg data on ‘which to determme the toxlclty category for each a.i.:
‘Use the acute dermal eye mitatlon and skm 1rntat10n data for each actlve mgredlent

_' Use the acute oral and eyeirritation and/or skm 1rr1tatlon data for any actlve in gredlent :
; mxssmg acute dermal data Lo

Use the eye 1rr1tat10n and/m skin irritation data for any active mgredlent mxssmg the :
acute oral and acute dermal data '

. Usethie s1gna1 word of the reglstered manufacturmg use product that is the source ofthe -
"active ingrediert: which does not have any acute oral acute dermal eye 1rr1tatlon, or = .

skin nntatxon data, _

'.Directio'nsfor,Use ; " S A' S S jPagell-vl,Sr
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s. Use the signal word of the product under review if none of the above data is available
on the active ingredient or if the active ingredient without data is not a registered
manufacturing ‘use product.” ‘ |

"When signal words are used to determine the toxicity “éétegoi'y‘, the signal Wprds cbrr&p&hd
to thefollowing toxicity categories: DANGER =Category I; WARNING = Category II; and .
CAUTION = Category IIl and IV L e e
The chart below provides examples of how the acute toxicity category is determined for
purposes of determining the REL T

Acute dermal tox data
Eye irritation data

.

ai #l Acute dermal tox data,
Eye irritation data ~ ~
Skin irritation data

H |BERH

‘ai#2 | Acute oral tox data B

ai. #3 Signal word of registered Mp | I
(source of a.i.) - 1

—_
|
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Step 2: Determineapprdpriate REI(s) using the chart 'below and note exceptions”:

When the mest severe to;( category is Il or IV | The REI 1s 12 houre_

| Wheh the mest severe"toxcategory 1s m | - | The REI is 24 hodrs ; |
When }thellnost se\tefe to:t categ()t'yFi.s?I' | - The REIis 48 hours 1 )
In addition: :

“if the product is an organophosphorus ester that - TheRElis 72 _hours, -
inhibits cholinesterase and may be applied | o -

outdoors in an area where the average rainfall for | |
the application site is less than 25 inches per year,

"Exée‘ptions ‘
= If any ex1st1ng mtenm REI(s) wh1ch were estabhshed prior to 10/20/92 are longer than
- the REI(s) based on the table above, the exlstmg interim REI(s) should be retamed

- - Ifa product bears REI(s) for uses not subject to the WPS, that smgle REI should be
 retained and included in the "Non-Agricultural Use Reqmrements" box. If multlple '
RET’s exist follow mstructloms for multlple REI’s below . .

- EPA w111 permit reglstrants to reduce the WPS interim restncted entry mtervals (REIs)
" from12to4 hours for certain low risk pesticides. Referto PR Notlce 95-3 (Reference: PR-95-
03) for the list of active mgredJent‘, that are eligible for reduced interim WPS REIs. An
" updated list of the active ingredients can be found in’ document MLD-23. End-use products
(EP) contammg active ingredients that appear on this hst are to be evaluated using the criteria
stated below
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1.  Theactiveingredient is in Toxicity category ITI or IV based upon data for acute
dermal toxicity, acute inhalation toxicity, primary skin irritation, and primary
eye irritation. Acute oral toxicity data were used if no acute dermal data were
available. If EPA lacked data on primary skin irritation, acute inhalation, or

~ primary eyeirritation of the active ingredient, the Agency reviewed data on that
end-point for similar active ingredients (analogs), and excluded such active
ingredients from consideration for the reduced REI, if the analog is in Toxicity
Category I or II for that endpoint. - o
2.  Theactiveingredient isnotadermal sensitizer (or in the case of biochemical and
-~ microbial active ingredients, no known reports of hypersensitivity exist).

3. Theactive iﬁgredient isnota choliﬁé,éterase inhibitor (N -Methylcarbamate and
‘ Organophosphate) as these chemicals are known to cause large numbers of
pesticide poisonings and have the potential for serious neurological effects

4. Noknown reproductive, developmental, carcinogernic, or neurotoxie effects have
" been associated with theactive ingredient. Ifactiveingredients did not have data
‘available for these chronic health effects, EPA considered data on appropriate
chemical and biological analogs. Active ingredients that have been classified as
carcinogenic in Category B (probable ‘human carcinogen) or Category C with a
potency factor, Q* (possible human carcinogen, for which quantification of
potential risk is considered appropriate), or are scheduled for the Health Effects
Division’s Cancer Peer Review process, were omitted from consideration.

5 EPA does nqtl po.ss&ss‘ ess incident mformatlon(ﬂlness or injuryre ports) that are
“definitely”” or “probably” related to post-application exposures to the active -
ingredient. N T B PR

6.  Someactive ingredients are not included in Unit IV because they have been the
subject of a reregistration eligibility decision document (RED) which concluded
that a 12 hour or longer REI was necessary to protect workers. Active
ingredients with REISs established during the recent reregistration activities are
NOT eligible for reduced REISs through the notification process.. Although a
RED has been completed on Glyphosate, the REI for Glyphosate was set
utilizing end use product data, and hence, the Agency will add it to the active -
ingredient list. However, the registrant for those end use products must meet
criteria listed in Unit VI to beeligible for a4 hour REI reduction. It should also

be noted that WPS does not apply to pheromones used in insect traps.
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a

REI(s) Locatlon Reqmrement Must appear in the box w1th the headmg
' "AGRICULTURAL USE REQUIREMENTS "

: REI(s) Format Reqmrement The REI must appear in the followmg format

- "Donot enter or allow worker entry into treated areas durmg the
restricted-entry interval (REI) (mclude smgle REI here, seeA. &
B below) " ,

.. Single REL Ifa product has only one REI, then the REI shall appear as a
- continuation of the above required sentence in one of the following formats: "of
- Xhours"; "of X days" or "until the acceptable exposure level of X ppm or mg/m
\ ..1sreached" S .

' M.ulnp]e_REI(sL If different REI’s exist for certam CIOPS OT USES, then the REI .
- must appear in the directions for use for that crop or use.: The REI must be:
- immediately preceded or followed by the word "Restncted Entry Interval” or the .

E letters "REL " : : . ’

'Eor_ZZJmB.ELfoLorg,an.o.thsthrmzs_ester_m_and_areas (step2; page 16),

" example of Agncultural Use Reqmrement Box at the end of th1s chapter

"NOTIFICATION-TO—WORKERS STATEMENTS A notlﬁcauon to workers -
statement is requlred if the product meets the criteria below :

Fumlgants Fumlgants that are registered for use in greenhouses or whose labelmg'
- allows use in greenhouses must bear the followmg statement

"For greenhouse apphcatlons, notlfy workers of the apphcatmn by
warning them orally and by postmg warmng s1gns outside a]l entrances
to the greenhouse " : .

All Other Products Products which contam any active mgredJent classrﬁed as tox1c1ty :
category I based either on acute dermal toxicity data, skin i 1rntat10n data, or thecriteria
- below shall bear the notlﬁcatlon statement
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Step 1: Determine avaiiable data for toxicity category determination. Since acute dermaland
skin irritation data may not always be available, use the following list to guide you in selecting
which data/signal word should be used for determining the acute toxicity category:
1. Cons1der acute dermal and skm 1rr1tatlon data on all a. i. (s) in the product

2. Ifaoute dermal data are mlSslng for a any a.i., cons1derh acute oral data on that ai. m‘ v
addition to the pnmary skm 1rr1tatlon data on the a i 4

3. If acute oral and acute dermal data are m1ssmg for any nsider the skm irritation

data on the ai;

4. Ifthe acute oral acute dermal and skm irritation \re missing for anyax, consi
the 81gna1 word of the reglstered manufactunng”use product for the a. 1

5. Ifnoneof the above data is avaﬂable on any a i.in the pro uct cons1der the srgnal word “
| of the end-use product o ‘ , g

Step 2: If any data usedin Step 1, No. 1-52 are tox1c1ty category I or theequlvalent s1gna.l wor
of "DANGER" then a notlﬁcatlon statement is reqmred

Requn:ed Statement

: "Notlfy workers of the apphcahon by;w g em Orally and by
postmg warmng s1gns at entrances to treated areas a

Locatron of Statement: All notlficatlon statements ‘must be located in the
DIRECTIONS FOR USE sectlon in the box w1th the headmg AGRICULTURAL

USE REQUIREMENTS

If Notlﬁcatxon isnot Reqmred Ifnotlﬁcauon is not reqmred, the reviewer should make
sure that the statement about notlﬁcatlon to workers ‘1s bsent from the Agncultural
Use Requlrements box. For example ) . P

.. It also contams specxﬁc mstructlons and statements pertammg t
statements on thislabel about personal protectlve equrpment (PPE), and :
the restncted-entry mterval R
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NON-AGRICULTURAL USE REQUIREMENTS If the label you are reviewing
contains only uses within the scope of the WPS, you may skip this section. If the label .

. contains entry restrictions, notification requirements, or other mstructlons similar to
WPS requirements that apply to uses NOT within the scope of the WPS (non-
agricultural uses), there should be a second box on the label called: "Non-Agricultural -
Use Requirements." This box may be placed anywherein the Directions for Use section
of the label after the Agricultural Use Requirements box. The followmg statements ,

o must be contamed in the non-agncultural use requlrements box :

"Non-Agncu]tural Use Reqmrements"
"The reqmrements in thls box apply to uses of this product that
" are NOT within the scope . of the Worker Protection Standard for
. -agricultural pest1c1des 40 CFR Part 170). The WPS apphes when -
this product is used to produce agncultural plants on farms,
forests nursenes, or greenhouses "o ;

~In addltlon, place into. the Non-Agncultural Use Reqmrements box all the entry

. restrictions, notifi cation requirements, or other statements and instructions (except
- personal protective equipment reqmrements) that apply to the non-WPS uses on the

label. Examples: "Keep children and pets out of the treated area until sprays have
dned " or " Keep unprotected persons out of treated areas until sprays have dned "
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Sample AGRICULTURAL USE REQUIREMENTS Box

| D]RECTIONS FOR USE

w : :wﬂ\li‘"“ ' TRy

It is a vmlatton of Federal Law to use thls product ina ma.nner
inconsistent with its labeling. Do not apply this product in a way that will
contact workers or other persons, either dlrectly or through drift. Only
protected handlers may be in the area during application. Forany requirement
- specific to your State and Tribe, consult the agency rmpons1ble for pesuclde

regulation."

AGRICULTURAL USE REQUIREMENTS

Use this product only in accordance with its labeling and with the Worker
Protection Standard, 40 CFR part 170. This standard contains
reqmrements for the protection of agricultural workers on farms, forests,
nurseries, and greenhouses, and handlers of agncultural pestlcldes It
contains requirements for training, decontamination, notification, and
emergency assistance. It also contains specific instructions and exceptxons
pertaining to the statements on this label about personal protective -
equipment (PPE), notification to workers, and restricted-entry interval.

The requirements in this box apply to uses of this product that are within
covered by the Worker Protection Standard. :

Do not enter or allow worker entry into treated areas during the réstricted
entry interval (REI) of __ hours. The REI is 72 hours in outdoor areas
. where average annual rainfall is less than 25 mch&s a year.

PPE required for early entry to treated areas that is permltted under the
Worker Protestion Standard and that involves contact w1th anythmg that
has been treated, such as plants, soil, or water, is

- coveralls over long-sleeved shirt and long pants

chemical-resistant gloves such as barrier laminate or viton
chemical-resistant footwear plus socks ;

protective eyewear

chemlcal-resmtant headgear

Notify workers of the application by warning them orally and by postmg :
‘warning signs at entrances to treated areas. :
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Chapter 12 T
LABELING CLAIMS ;
Introduction

: This chapter prowdes guidance for reweng claims made on proposed labels. For -
~ purposes of this chapter there are three types of claims: 1) general clalms, 2) claims associated

- w1th the product name, and 3) efﬁcacy related claims.

' 40 CFR 156.10 (a)(5) contains speclﬁc examples (shown below) of claims conmdered to
‘befalse or misleading. The Labeling Unit can provide guidance and insight (not approval) on

acceptable claims that can be made on labels. If a label reviewer is in doubt as- to whethera

claim or statement is false or m1sleadmg, he or she should consult the Labelmg Umt before
‘ acceptmg such claim. . i :

) -Types of false or mlsleadmg statements

R

' 1. A false or mlsleadmg statement concemmg the composmon of the product
20 Afalse ornnsleadmg statement concermng theeffectweuess of the product asapestlmde _‘

.ordevice; .

- 3. A false or m1sleadmg statemmt about the value of the product for purposes other than
asa pestlclde or device; - ‘

4. . Afalseor mlsleadmg companson w1th other pest1c1des or dewces

3. Any statement dlrectly or mdn‘ectly 1mplymg that -the pestlclde or. dewce is
recommended or endorsed by any agency of the Federa.l Govemment

6. ~ Thenameofa pest1c1de wh1ch contains two or more prmcxpal active mgred1ents if the
name suggests cne or more but not all such principal active ingredients even though the

names of the other mgredlents are stated elsewhere in the labehng,

' 7. Atrue statement used in such a way asto g1ve a false or mxsleadmg 1mpress1on to the
' 'purchaser : :
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8. Label disclaimers which negate or detract from‘laﬂbeli"n“g statements requlredunder the
Act and these regulations; - I

9.  Claimsas to the safety of the pesticide or its ingredients, including statements suc
"safe," "nonpoisonous,” "noninjurious," "harmless” or “nontoxic to humans and pets"
with or without such a qualifying phrase as "when used as directed"; and

10 Non-numerical and/or comparative statements on the safety of the product, including
but not limited to: o R

(A) "Contains all natural mgredlents" R |
~ (B) "Among the least toxic chemicals known" . |
- (O) "Pollution approved" -~~~

‘ . n “‘_

The name, brand, or trademark under which the pesticide product is sold shall appear
on the front panel of the label. No name, brand, or trademark may appear on the label which
is false or misleading, or has not been approved by the Administrator through registration or
supplemental registration as an additional name pursuant to 40 CFR 152.132. |

Sometimes the product’s name on the Tabel can be construed as a claim. The label
reviewer should scrutinize the product name to determine there is nothing false or misleading
about the product’s name. General superlative terms such as "super," "superior," and "ultra"
are acceptable and no longer need to be qualified by the term "brand” in a product name.
However, this determination also does not allow terms or claims like those listed in PR Notice
. 93-6 which clea“riy imply heightened efficacy (e.g., "hospital strength," "professibnai strength,”
 etc.) (Reference: LP95-30). o i T e e s

If a product falls within the scope of WPS and confains an organophosphate (i.c., an
organophosphorus ester that inhibits cholinesterase) or an N-methyl carbamate (i.e., an N-
methyl carbamic acid ester that inhibits cholinesterase), thelabel shall indicate the term directly
under the Product Name and in the First Aid statement.

-

 The exact same name cannot be used for different p oducts by any one registrant.
'~ product name must be sufficiently different to clearly distinguish one product from another.
However, a supplemental distributor could use the same product name as the parent product.
Ifa registrant wishes to change the name of a distributor product, they may do so by informing

Labeling Claims
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. the Agency with a letter requesting cancellation of the old distributor name and filing a new
Notice of Supplemental Distribution form (EPA Form 8570-5) showing the new name.

Warranty statements contain language intended to hmlt hab1l1ty, or act as dlsclaxmers |
or warranties for the product. Generally, we don’t concern ourselves too much about these
statements, however there arethree : generally reco gnizable typesof unacceptable label language
assocxated w1th dlsclalmers warranties and hm1tatlons of hablhty are as follows

a. 'Broad statements detractmg from use mstructlons or other label language (1 e.,
E | precautlonary statements) '

| ‘b. . Label language assertmg that the buyer has accepted the manufacturer’s
- statement of his respective rights. (ie., manufacturer states buyer s nghts are
‘ extremely llmJted) S

e Over-broad language 1mplymg buyerhasno legal nght to recover damages from
- manufacturer.

. A part of any label review should be a examination of the proposed label’
. warranty/disclaimer/liability limitation language for statements (like those above) which appear
C to negate or detract from use instructions or other legal language. At the very least, the label
_reviewer should make sure that the disclaimer statement makes it clear that it is the
manufacturer’s warranty disclaimer, by usmg such statements like "To the extent perm1tted N
" by law, manufacturer shall not be hable :

- When a label reviewerisin doubtasto the aCceptability of any Warranty Statement, the -
statement should be referred to OGC. Contact the Labeling Umt for the correct prooedure for‘
domg this. ' .

Efficacy data (also referred to as product performance data) generally are only required

- to be submitted for products claiming to control pests which pose a threat to human health,

_ either by direct action or through transmission of d1seases (40 Code of Federal Regulatlons
_ (CFR) 158 640). :

- Labeling Claims | B o B Page12-3
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Efficacy data are generated by studies designed to document how candidate pesticide
formulations perform as pest control agents. These studies include tests run to determine the
lethality of a formulation against a certain pest species, to document control under actual use
situations, and to determine whether claims beyond mere control are supported (i.e., length of
a residual effect). o B A T N TR

\ The Agency has standard protocols for certain 'efficacy tests. In general, standar
methods have been developed for tests needed to substantiate claims that have been made
 frequently for pesticide products. Asthescopeof potential pesticidal claimsis extremely broad,
the Agency does not have standard methods for tests needed to substantiate many of these
claims, especially: those that are uncommon. The Product Performance. Guidelines,
'Subdivision G, offer general guidance for developing protocols for efficacy testing. Proposed
protocols should be submitted to the Agency for review before tests are initiated.

=  Important: Although the Agency does not require submission of efficacy d
(except for the types of products listed below), the applicant or registrant is
required to have such data on hand. EPA reserves the right to call in such data
atany time, either during initial review or subsequent to registration. The team

' reviewer should be alert to label claims that seem to promise control or
performance beyond that of similar products. For example; a 2,4-D product
that claims control of weeds in lawns for one full year or a cotton insecticide that

u ~ claimstotal season-long elimination of pink bollworm with just orie application. |
When the reviewer spots such suspicious claims, the PM/team leader should be |

consulted and, if warranted, the applicant should be told to delete the claims or

to submit efficacy data which support the claims. Ircases where such data have

en required, the applicant often withdraws the application or submits revised

‘labeling deleting the claims. -
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Products Requmng Subm1ss1on of Efﬁcacy Data

1.

Dzsmfectazzts All products (excludmg those wh10h are recommended forusein oron |

living man or ammals) mtmded to control nucroorgamsms mfectlous to man.

" In Vertebrate Contro] Products mtended for usein oron humans (orinoron pets for
- control of pests which attack humans) such as fleas, ticks, ‘mosquitoes, and biting flies

and in premises or in the environment to control pests of sanitary or public health
s1gmﬁcance such as the above as well as termites, wasps, scorpions, p01sonous spiders,

v ﬁre ants cockroaches, centlpedes and bedbugs

Rodenticides and Repellem:s' Rat and mouse control products products used to

| dlsperse orcontrol birds thait pose health threats products used tocontrol rabies vectors

- such as bats, skunks -Taccoons, foxes, coyotes products used to control rodents
. considered to be disease ‘'vectors, products used to control vertebrate animals such as
. p01sonous snakes, dogs and bears that can mjure humans by dlrect attacks.

. ‘ Poteatza] Hazards Those products that are potentlally very hazardous, and for which
the Agency determines that itis necessary to conduct a "nsk-beneﬁts“ analysm

“ New Actzves or New Use.s' Formulated products wh1ch either contam new active
mgred1ents or have proposed use patterns which differ greatly from any previously

accepted fora s1m11ar formulatlon, and wh1ch may have pubhc health uses.

Products to Contro] M; ycotom B‘oducmg Orgamms Products mtended to control .

; organisms that produce mycotoxins (organic compounds produced by the fungus

Aspergillus flavus which are highly toxic and carcmogemc to mammals). No such

-products are currently reglstered. s
. I ab E] B E!!.IE!E!E rss B Dlﬂ ‘

- Within the Office of Pesticide Programs; product performance data is specific-to and
‘evaluated by the thrée product Divisions: Antimicrobial Division (AD), Registration Division -

(RD), and Blopestlcxdes and Pollutlon Prevention D1v1s1on (BPPD).

- The former Antxmwroblal Products Branch (APB) in RD has developed guidance

l} documents called DIS/TSS enclosures for the review of antimicrobial pestmdes, including
determination of health-related and non-health-related issues (Reference DIS/TSS-16) and

label requlrements Efﬁcacy issues mcludmg label review are handled by the Risk Assessment ‘

LabelingClaims"\‘- L  .Pagel25
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and Science Support Branch. The microbiologists within this Branch are responsible for
determining whether the product claims are supported by the data and that the directions for
use are appropriate for the claims. L RE U I T

Within the Fungicide and HerbicidefBiranche;_ in RD, requiring efficacy data is not
generally an issue as the target pests seldom affect human health. Specific claims are evaluated
by the Technical Review Branch in RD. Insecticide Branch routes insecticide efficacy reviews
to technical reviewers on the Branch’s staff for evaluation. Rodenticide efficacy data are

reviewed specifically by-a Rodenticide staff ‘member.

Within the Biopesticides and Pollution Prevention Division (BPPD), there areno -~
product management teams, and the division is multidisciplinary, combining both science and
~ regulatory personnél. BPPD has two branches: ‘one handles Biochemical Pesticides and the

other handles Microbial and Plant Pesticides. Within each branch there are two teams, one
"which handles science reviews, and one which handles the regulatory actions. The regulatory
team is comprised of Regulatory Action Leaders (RALS), and the science team is comprised
of science reviewers (SRs). General label review is the responsibility of the RAL, aithough SRs
areexpected to review their appropriate sections (precautionary labeling, declaration of active
ingredients, storage and disposal, etc.). Each team has a team leader (STL or RTL). Since
BPPD is multidisciplinary, many RALS are scientists that do science reviews, and many SRs
have regulatory experience and do regulatory actions. For this reason, product performance
reviewers may be located anywhere in the division. S

In order to appropriately track product performance reviews in a ‘multidisciplinary
division, the RAL aives the submission to the appropriate STL for assignment. The STL then *
assigns the review to a scientist trained in the subject discipline (plant pathology, entomology,
etc.). That scientist could be either an SR or another RAL. When completed, the evaluation
gets a peer review and goes back through the STL to the original RAL.

The following points should be kept in mind when reviewing labels bearing public health
efﬁcacy CIajms: ‘ ‘ ' ‘ ‘ o e L T L L B I B e I B AR

—_ Ambiguous and geheﬁé claxmsﬂ_' ns ‘6f“ef"ﬁc‘;:‘aé§ such as "'k:‘ill‘;é:‘g‘e“rﬁn“s" are not
acceptable. e B Y S S T T

=  Implied claims (e.g., any statement, design, graphic representation or brand =~
- name) of heightened efficacy of a pesticide product by itself or as compared with
another product or device are false and misieading. ‘Examples of such claims
include, but a.i'enot limited to: 'fprofessional strength," "eXtermination strength,"”

Labeling Claims
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"hospital strength " "mdustnal strengt " "mstltutlonal strength," "super -
strength," "ultra strength," "maximum strength " "maximum eﬂ'icacy," "extra
. strength," "double-strength " "tnple-strength " "hospltal grade, " "h1gh potency,"
" and "hlgh-powered" (Reference: PR Notice 93-6). v

Thxs pohcy does nott a]pply to: ‘

o True, non-nnsleadmg claims regarding the effectiveness of a product
. againsttarget pests, e.g., "killsroaches," "controls target pests," and "kills
. pests on contact." However such claims may not be exaggerated or used

in a way that would make them mxsleadmg

» . Terms wh1ch ﬁmctlon only to defme a use site and wh1ch are not
themselves claims of helghtened efficacy, prov1ded that such terms are
not used in a rnanner that is misleading: Forexample, "hospital use' 'may
‘beacceptable aslong asit isnot used in, the product name or h1ghhghted _

.' on the label to the excluswn of other acceptable use sites.

e Terms which descnbe a spec1ﬁc level of efﬁcacy and whlch are standard
' EPA-accepted claims such as "bactenostatlc," "Sanitizer," ' "disinfectant"
and "sterllant L : ;

= Shme and odor control agents-and other products expressly claiming control of
mlcroorgamsms of economic or aesthetic significance are not considered to be
humanh althrelated ‘butshould bearaccuratelabehngclalms Theproductcan

* belabeled only as a limited disinfectant for killing odor causmg bacteria and/or

fungi (e.g., mold and mildew) in those areas or on those sites where

‘ nucroorgamsms normally cause odor. The label should bear .one of the.

. following statements: "Limited Disinfectant to Combat Odors Caused by
Bacteria: or "Limited Disinfectant ‘Against Odor Causing Bacteria" (Draft
Pesticide Assessment - Guidelines Subdivision H, Labelmg Guidelines for

Pesticide Use Directions ). Registrants are still respons1b1e for ensuring ‘that . .
these products perform as intended by developing efficacy data which must be o

“kept on file by the registrant (Message Log #7, 6/27/96).
=  Use dlrectlons should be clear and casﬂy understood by the apphcator

- Check with the efﬁcacy reviewers 1f the label makes unusual clalms, dev1at&s
=from a standard use pattern, or if the formulatlon changes (mmor formulation

LabehngClalms‘ | _ s I Page12-7
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changes in an ant1m1crob1al product can alter the efﬁcacy of the product ~
alternate formulations are not acceptable for rodenticides). Request a formal
efﬁcacy rewew for all claims which d1ffer sxgmﬁcantly from exxstmg claims.

w Do not allow any claim that would render the product m1sbranded under thew o
“ Federal Insecticide, Funglclde and Rodentlclde Act (F IFRA) and 40 CFR part
156 10(a)(5) ”

Labeling Claims T pagenns
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“Chapter 13 . STORAGE AND DISPOSAL

, All pesticide products are required to bear instructions for the storage and disposal
of pesticides and pesticide containers. Storage and disposal instructions cover the _ .
appropriate storage of the pesticide product; disposal of any unused pesticide product or
any rinse liquids resulting from cleaning of pestlclde apphcatlon equlpment and the . -
d1sposa1 of the ’pest1c1de contamer :

. The storage and d1sposa1 mstructlons must appear grouped together, preferably
blocked, near the beginning or end of the "Directions for Use" section (40 Code of Federal
Regulations (CFR) 156.10 (2)(ix) (MLD-I 1)). It is preferred that the storage and dlsposal

- instructions appear at the end of the use direction section. - This placement eliminates the
~~break between the headmg "Dlrectlons for Use" and the body of the use dlrectlons '

Format

: All products, except produc'ts labeled for home and garden use by homeowners,
must bear the heading "STORAGE AND DISPOSAL." However, the heading is -
recommended for homeowner products to assist in locating these instructions. The terms
" "household,” "homeowner," and "domestic use" are used interchangeably throughout this .
chapter and mean the same thing for purposes of this chapter. These instructions must be v
. set apart and clearly distinguishable from oother directions for use. Blocking these v

statements with a solid line is suggested as a means of mcreasmg their prominence. See
example below : : ~

STORAGE AND DISPOSAL
- Do not contaminate water, food, or feed by storage and disboSal. »
' Pesticide Storage . . ;’,

Pesticide Disposal . . .
- Container Disposal . . .

Storage and Dlsposal




Label Review Manual o ~*Current as of December 27, 1996

“The heading "STORAGE AND DISPOSAL® must appear in the specific type size
requirement as stated in Pesticide Regulation (PR) Notice 83-3 (Refence: PR-83-03).

 Size of label‘fro‘nt Reqmred typesme for theheadmg R
‘ ‘ ] - ‘ | - ] ' ' e v " BT B P -
" Qand under ..... cieiee..... 6 point
Above 10to15 ............ .. 8 point

Above 15t030 ............. 10 point . |
Over30 ....oooeveenns ... 12poimt .

at e

. PESTICIDE STORAGE STATEMENTS: Review the information below o
determine the appropriate document to use as the source of pesticide storage
statements. L E e ik bt P T A Y

A. RECENT Registration Standard or Reregistration Eligibility ocument
(RED): If a Registration Standard or RED exists, and is more recent than
PR notices 84-1 (PR-84-01) (issued 2/17/84) or84-5 (PR-84-05) (issued
11/15/84), refer to the Registration Standard or RED to determine whether
. there are specifically required storage statements. If the Registration "
. Standard or RED does not contain storage statements, use the general
‘guidance contained in this section under B. 3. Storage Guidance fromPR . |
Notice 83-3. 0 T i

B. Old/No Registration Standard or NO RED: If there is no Registration
Standard or RED, or if the Registration Standard is older than PR Notices
84-1 or 84-5 (see dates above), review one through three below to determine
the appropriate document to use as the source of the pesticide storage | ‘

(1) | Statements for Speclf cific Chemicals: PR N tice 84-1 andanerrata
sheet dated 4/12/84 contain specific storage statemaents for the active

ingredients listed in the Table I below:

Storage and Dlsposal B “Pé.gé 13-2
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‘Table 1

Active Ingredient . | " Pesticide Storage Statements

Aspon. | Label must be modified to include a warning against transportmg or
v | storage in unlined steel containers. o

A]ummum phosphide The following statement must be used in addition to_ the guidance in
‘ - | PR Notice 83-3: "Not for use or storage in or around inhabited areas."

Ethoxyquin 7» - The foﬂowmg statement must be uwd in addition to the gmdanoe in -
' 1 PR Notice 83-3: Open dumping is prohlbrted "

- Liquid Sodium "Store thls product in a cool dry area, away from dlrect sunhght and
hypochlorite . . -+ . | heat to avoid deterioration. In case of spill, flood areas with large
Liquid Calcium 1  quantities of water. Product or rinsates that dannot be used should be
hypochlorite , diluted with water before disposal in a sanitary sewer. Do not reuse
T - | empty container but place in trash collection. Do not contaminate
food or feed by storage, dlsposal or cleamng of equipment.” -

Magnesium phosphide | The followmg statement must be used i in addition to the gmdance in
: - " | PR Notice 83-3: "Store only in cool, dry locked, and ventxlated room.
Protect from moisture, open flames or heat."

Solid Calcium hypochlorite | = "Keep this product dry in a tightly closed,container, when not in use.

: ‘Store in a cool, dry, well ventilated area away frorn heat or open flame.
In case of decomposition, isolate container (if possible) and flood area
w1th large amounts of water to dlssolve all materials before dxsmrdmg
this container. Do not reuse empty container but place in trash
collection. Do not contaminate food or feed by storage or dlsposal or
cleaning of equipment.™ -

" Terrazole , Al manufacturing use products must contain the statement "This
' . product is corrosive to steel and many other metals. Do not transport
 or store in unlined metal containers." :

Zinc phosphide The following statement must. be used in addltlon to the guidance in
PR Notice 83-3: "Storein a dry place Do not store around the home."

2 Fumigants: Refer to PR Notice 84-5 ‘for speciﬁc ‘storage guidance_for
'~ the following chemicals: methyl bromide; methyl bromide and 2% or
Jess chloroplcrm, aluminum and magnesium phosphide; chloroplcrm
calcium and sodium cyanide; ethylene oxide; sulfuryl fluoride; =~
ethylene dichloride; carbon tetrachloride; carbon disulfide; mixtures
of carbon tetrachloride and carbon disulfide; and mixtures of carbon

) ”Stora’ge and Disposal . - : - : ' Page 13-3
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@)

tetrachloride and ethylene dichloride, For all other fumigants, refer

on appropriate pestlmde storage instructions from PR Notice 83-3
. listed below to determine if the label under“rev1ew meets. the S

| when apphcable, the followmg factors

: lr Condltlons of storage that mlght alter ‘the oomposmon or

- Phys1cal reqmrements of storage whlch‘ mlght adversely aﬁ’ect

: ‘Ei" General precautlons concernmg cked storage, storage in .

Storage and Disposal

to number 3 below (Storage Guidance from PR Notice 83-3).

StorageGuldance from PR Notice 83-3: Review the general gui

requu'ements of PR Notlce 83 3 SectionI(A).

All product labels are reqmred to PP opnate st rage
mstructlons Speclﬁc storage mstructlons are not prescnbed Each

reglstrant must develop his own storage instructions cons1dermg,

o usefulness of the pestlclde Examples could be temperature .
| extremes, excessive moisture or humxdlty, heat  sunlight,
” fnctlon, or contammatmg sub‘ tances

" the container of the product and its ability to continue to
* function properly. Requirements might include positioning of
 the container in storage, storage temperature, potential for
breakage of glass, crushmg or da.mage due to stacking,
“ penetratlon of moxsture, and ab111ty to withstand shock or
‘ fnctlon ‘

= Spemﬁcatlons for handlmg the pest1c1de contamer, mcludmg
" movement of container within the storage area, proper
opening and closing procedures (particularly for opened
containers), and measures to m1mm1ze exposure whlle opemng
or closmg contamer ‘ : B

e Instructlons on what to do 1f the contamer is damaged in any
- way, of if the pesticide is leaking or hasbeen spilled, and
precautlons to mrmmme exposure 1f damage occurs.

“ ongmal contamer only, and separatlon of pest1c1des durmg
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L

storage to prevent cross-contammatlon of other pestlcldes
fertthzer, food, and feed

= General storage instructions for household products should
. emphasize storage in original container and placement in
locke=d storage areas.

- 2. PESTICIDE DISPOSAL STATEMENTS The label of all pest1c1de products
L excludmg those products labeled specrﬁcally for homeowner use are reqmred to
bear pesticide dlsposal statements. .

L A . General Statement All prod.ucts except those labeled for household or.
T -~domest1c use only, must bear the followmg statement -

—

"Do not contaxmnate water, food “or feed by storage and dlsposal "o

- ;Thrs statement should appear 1mmed1ately under the headmg "Storage and
| lesposal " (Reference LP86 01)

B. 'Other Pest1c1de Dlsposal Statements Revxew number one and two below to
. determine the appropriate document to use as the source of the pesnmde
» d1sposa1 statements ‘

h (1) ’ ‘Regrstratlon Standard or RED Issued After 2/12/86 Ifthe label
' . under review mvolves a chemical for which a Registration Standard -
or RED was issued after 2/ 12/86, refer to the Registration Standard
or RED to determine if any specific pesticide disposal statements ,
- exists. If no specific gmdance exists, refer to in this section under )
below to determme the appropnate pest1c1de d1sposa1 statement.

@ Reglstratlon Standard or RED Issued before 2/ 12/86 If the label
. under review involves a chemical for which a Registration Standard
- or RED was issued before 2/12/86, select the appropnate pest1c1de
| dlsposal statement

. Except those products mtended solely for domestic use, the
labels of all products that contain active ingredients that are -
Acute Hazardous Wastes or are assigned to Toxicity Category

Storage and Disposal | n | | R , :Pagel'-3'-5
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Storage and Dlsposal

I on the basis of oral or dermal tox1c1ty, skin or eyeirritation -

Alternatrvely, the dxsposal statement glven for Furadan 3G

.The labels of all products except those mtended for domestlc

| A]ternatlvely, the dxsposal‘ statem ‘glven ‘for;Furadan 3G
- and Furadan 4F in section C below can be used if the first

- domestic use, must bear the foll wmg pestlclde dlsposal
- statement ‘ ‘ ” .

potentlal or Toxicity Category I or IT on the basis of acute
inhalation toxicity must bear the followmg pestlclde disposal

statement

"Pestlclde wastes are acute‘ hazardous Improper -

o dlsposal of excess pest1c1de spray mixture, or rinsate is
- . aviolation of Federal Law. If these wastes cannot be ‘
dlsposed of by use accordmg to label instructions,
contact your State Pesticide or Environmental Control
--Agency, Or. the Hazardous Waste Representative at the
: nearest EPA Reglonal Ofﬁce for guldance '

and Furadan 4F in sectlon C below can be used

use, containing active or inert ingredients that are Toxic
Hazardous Wastes or meet any of the criteria in 40 CFR 261,
Subpart C for a hazardous waste must bear the followmg -
pes’uclde dtsposal statement o e

. “pesticide wastes are toxic. Improer dlsposal of excess
- p&stwrde spray mixture, or rinsate is a violation of

‘ Federal Law. If these wast cannot be disposed of by

- the use accordmg to label inst tions, contact your T
o State Pesticide or Envi 'tal‘ Control Agency, or’ .

. the Hazardous Waste representative at the nearest EPA B

Regtonal Ofﬁce for gmdance "

sentence is Cha-nged tO "Wastes‘assoclated w1th the peSt1c1de T
are tox1c hazardous wastes

Labels for all other products, except those mtended for

* “Page 13-6 |
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"Wastes resulting from the use of this product may be .
dtsposed of on site or at an approved waste d1sposa1
facxhty " (Reference LP86- 01)

« . Labels for household pestlmdes must bear the following
disposal statement: "Securely wrap original container in
several layers of newspaper and d1scard in trash " (Reference
LP86 01) ’ : :

. Note: Thts is 1dent1cal to one of the statements a.lowed for

- : disposal of household pestlclde containers, In other words, .
- : the same statement could serve as disposal mstructlons forthe -
' B ‘ pestmde and the contamer » L ~

C.. Speclﬁc Pestrctde Dtsposal Statements (Reference LP96- 08))

Emadan_lG_ansLEma,danAE

: "Wastes assoclated w1th the pestrcrde are acutely hazardous
wastes. Excess pestlclde spray mixture or rinsate mustbe
“handled and disposed in accordance with local, state- and =
' federal regulations. If these materials cannot be used -
according to label instructions or cannot be retumed and must
‘be disposed, contact State Environmental Control Agency or
‘the Hazardous Waste representative at the nearest EPA :
Reglonal Ofﬁce for dxsposal gutdance . a :

3. CONTAINER DISPOSAL STATEMENTS All pestlclde products mcludmg

' homeowner products must bear container dtsposal statements which are speclﬁc
for each type of container. - PR:Notice 94-02 allows registrants, at their discretion,

. to use alternate container clisposal statements permitting the recycling of empty
aerosol pesticide containers. The alternate statements must specify that containers
be emptied through normal use and that recychng centers for aerosol containers are

. Dot available in many areas. The alternate statements arein addttlon to the . ‘

- disposal instructions. : : :

Rev1ew sectlons A and B below to determine the appropnate document to use as
the source of the container disposal statements ,

. Storage and Disposal 7 . o . - : B : Page1'3-7.
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A.

~ disposal statements:

. L R e T bk g ‘
'(2) "Do ot reuse empty container (bottle, can, bucket). Wrap (container)

* Note: The fn'st allowablestatementls 1dentlca1to the statementrequlred for
the disposal of household/domestic use pesticides. In other words, the same

" container disposal statemens are provided. If no specific labeling is provided

‘p;ovid&s the cgﬁt?,iner dlsposal statements from PR Notice 83-3.

Storage and Disposal

Homeowner Products: If the label under review involves a chemical for
which a recent Registration Standard or RED was issued (after 2/12/86, refer
to the Registration Standard or RED to determine if specific container |
isposal statements are provided.” If no specific labeling is provided or if no
Registration Standard or RED exists, use one of the following container -

(1) "Securely wrap oﬁginal container in several layers of newspaper and .
discard in trash.” (Reference: LP-86-02) OR ‘ :

and put in trash.” (Reference PR-84-01) OR -

3) One of the statements from PR Notice 83-3, particularly the one for non- -
aerosol, non-bag containers: "Do not reuse container (bottle, can, jars).
Rinse thoroughly before discarding in trash." (Reference: PR-83-03) OR

@ Fo‘r‘ aerosol containers, "This container may be recycled in aerosol
recycling centers. At present, there are only a few such centers in the country.
Before offering for recycling, empty the can by using the product according

to the label (DO NOT PUNCTURE!). If the recycling is not available, wrap

the container in several layers of newspaper and discard in the trash." :

(Reference: PR-94-02)

statement could serve as disposal instructions for the pesticide and the
All Other Products: If the label under review involves a chemical for whicha - |
Registration Standard or RED was issued after PR Notice 83-3 (issued
3/29/83), refer to the Registration Standard or RED to determine if specific

or if no Registration Standard or RED exists, refer to Table 2 below which

(I
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| Tabie 2‘ \

Container Type : o ' Disposal Statements

Metal Containers (non- ~ , Tnple rinse (or equlva.lent) Then offer for recycling or
aerosol) o : " reconditioning, or puncture and dispose of in a sanitary landfill, or
‘ ‘ - by other prowdures approved by state and local authorities.

Paper and Plastic Bags Completely empty bag into apphmtxon equxpment Then dispose of

o B erpty bag in a sanitary landfill or by incineration, or, if allowed by
State and local authontxes, by burmng If burned stay out of
smoke. - -

Glass Coniainers : : ' Tnple rinse (or equivalent). Then dlspose of ina samtary landﬁ]l or
S by other approved State and local procedures

loosen clinging particles. Empty residue into application -

_ equipment. Then dispose of liner in a sanitary landfill or by

" incineration if allowed by State and local authorities. If drumis
contaminated and cannot be reused, dispose of in the same manner. |

Plastic Containers . - | Triplerinse (or eqmvalent) Then offer for recycling or
‘ : reconditioning, or puncture and dispose of in a sanitary landfill, or
incineration, or, if allowed by state and local authontles, by :

” Fiber Drums with Liners | - Completely empty liner by shaking and tapping sides and bottom to

'bummg It burned, stay out of smoke

" Compressed Gas Cylmders Return empty cylinder for reuse (or similar wordmg)

- C. Specxfic Contamer Dlsposal Language (Reference LP96-08) see that memo
for additional information on Resource Conservation and Recovery Act
(RCRA) regulatlons concermng dlsposal of bags, or empty hners

Furadan 3G

. "Completely empty bag mto application equlpment by shakmg ,'_
and tapping sides and bottom to loosen clinging particles.
Then dispose of bagina sanitary landfill or by incineration,
or, if allowed by state and local authorities, by burning.
Otherwise, bag is an acute hazardous waste and must be
dxspmed in accordance wnh local, state and federal
regulcmons "

‘Storagevalﬂld Dlsposal
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Furadan 4F

Storage and Disposal

. "Non-returnable Plastic or Metal containers: Triple rinse (or
equivalent) and empty rinsate into application equipment. .
Then offer for recycling or reconditioning, or puncture and
dispose in a sanitary landfill, or by other procedures approved

by state and local authorities. If rinsate cannot be used,
follow pesticide disposal instructions. If not triple rinsed,

_ Furadan containers are acute hazardous wastes and must be
disposed in accordance with local, state and federal

regulations. DO NOT cut or weld metal containers."

e
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Chapter 4 GRAPHICS & SYMBOLS ON LABELS

Ill « . ‘l

Graphics and symbols are often found on pesticide labels, but may or may not appear
on the draft labeling under review. They may appear for various reasons especially in .
association with the Directions for Use section, or asa marketing tool.. Graphics and symbols
are acceptable and their use should be encouraged on product labels in addition to written text
as long as they afford greater comprehension of the label language, do not obscure or crowd
reqmred label language, or misbrand the product. Symbols may not be used instead of
required text. Refer to the information below for guldance in determmmg whether graphics
and symbols the reviewer may see during the label review process are acceptable. or-
unacceptable. Consultation with the PM/team leader and/or Branch Chief may be necessary
if a close judgment call is involved. (Reference: FEDERAL REGISTER (FR) Proposed
'Rule on Labelmg Reqmrements, Vol. 49, No 188, § 156 10(e) (9/26/84)(MLD-11))

- Graph1cs and symbols are encouraged on product labels if they serve to enhance thev |
understandmg of the accompanying text. Examples of acceptable graphJcs and symbols_
include: ’ )

Yy

- | Use‘in‘formation presented in tabular form
= Arrow dlagrams of how to open product containers.

L ow Graphlcs wh1ch dxsplay spray pattems of nozzles and/or apphcahon patterns E
‘ and are supported b‘y the label text

| ﬂ' ~ Skull and Crossbones next to the word DANGER on products clasmﬁed as
‘ Toxicity Category 1 based ori acute oral, acute dermal and/or acute inhalation
tox1c1ty data. . .

' - 'Plctograms near the precautronary labelmg statements deplctmg the dlfferent |
' exposure routes (oral mhalatlon and/or dermal) to pestlcldes

- Plctures showmg examples of places where the pesticide may be used such asin
a househ old ora L specific commercral s1te which are supported by the label text.

‘Graphics&'Symbolson.'Labels . . Pagelad
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Ch11d hazard drowning picto gram and labelmg a p1cture inside a crrcle witha
line through it showing a bucket with a child turned upside down in the bucket).
ThlS isa voluntary standard label developed by the Coalition for Container
Safety, 1-800-203- 9200. Such pictograms may be seen on the labels for large
buckets. This pictogram may not obscure or detract from the Federal
Insecticide, Fungicide, and Rodenticide Act (FIFRA) required text. If the
. pictogram is accompanied by the word "WARNING?", this pictogram should not
appear on the front panel or near the precautionary statements as it may be
confused w1th the pestlclde product s1gna1 word.

Mr Yuk symbol on the label and or outer container of product Mr Yuk is
pictured as a green frowning face with his tongue hanging out. This symbol -
‘ ,could also be used with the Skull & Crossbones when the product is'a Toxicity ..
Category I product used in or around the home or pool where children may be

a present (Reference Message Log #2 2/17/95 (MLD-17)) ’

Plctures deplctmg appropnate protectlve gear o ;‘
chtures ﬂlustratmg proper use.

. Kosher Symbols (Reference LP95-02)

HMIS/NPCAandNFPAratmg systemsfor azard‘codes (Reference LP95-36) o

. Use of a circular logo [similar to the "ghostbuster" circle but w1th a horxzontal‘ ‘
- slash through the center] mdlcatmg absence of chloroﬂuorocarbons (CFCs) as

long as:

1) the exact wordmg from PR Notice 92-2 (Reference PR-92-02) is used in and o
lmmedlamely next to the logo, and | S

2) the type size is at least 6 pomts (the minimum type size permltted by
regulatlon)

Such a logo and statements may be added by notrﬁcatlon (see PR Notloe 95-2
for the procedure). (Reference: LP96-09). Logos may include smaller text
lettered around the inside of the logo itself as long asit doesn’t claim anythmg
more than what’s i in the 92-2 text and 1t doesn o0l httle as to be m1sleadmg
(Reference Message Log #6, 5/21/96) ' |
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- - i . .. : ' . | )
Ifthe draft label under review contams any of the followmg graphlcs/symbols mform‘ o '
the reg1strant that they must be removed from the label . ‘

1. ’ Graph1cs and Symbols which are unrelated to the use pattem on the draft label Some
examples are listed below; | : o L

. A food plctured on a label which bears no d1rectlons for use on that food. A :
' _picture of cherries may not appear on a label if the product isnot reglstered for
use on chemes : : : : -

“ - | Pictures-of people using. a'product without the ‘required personal protective
equipment. Pictures of users must be cons1stent with personal protectlve _
_ equipment (PPE) requlreuts on the label: For example, if the label requires

that the applicator wear full chemical resistent coveralls with goggles, the label
ﬂlustratlon cannot show a person weanng shorts and no protectlve eyewear.

i B‘ . P1ctures of a pest not clalmed to be controlled by the product
C Plctures deplctmg any nonfood site not clalmed on the label.
Y s .
2 ‘Graphlcs and symbols Wthh are mxsleadmg to the user. Some examples are:
- Plctures of ch11dren playmg, unless the product is regxstered for use on chlldren. |

| - Plctures of candy

= Symbols implying safety or nontox1c1ty, such asa red crossora medlcal seal of
. approval g

o ‘Plctures of ﬂowers or fruit (e.g., a lemon shce, Reference Message Log #3,
4/5/95 (MLD-20)) on a label which imply that the product has a floral or frmty
fragrance and the formula does not contam such mgredlents ‘

= Plctures of use sites in a res1dence when the product label is limited to use m
‘ commerc1al or industrial s1tes :

Graphics&'Synmolson\Labels' | | N : - ‘Pagel4-3
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= The EPA logo or any other Agency logo which implies endorsement by a
© Government Agency, such as the Circle and Statement *In Compliance Wlth

WPS" (Reference LP95 01)

= Graphic symbol wh1ch contams the words "Slow Release Nltrogen" and
" "Organic" are not permitted if the prommence ‘of the symbol, large type size of
the word "organic" and its posmon relative to the words "Slow Release
Nrtrogen" make it unclear whether the word “organic" refers to the fertilizer -
component or to the entrre product (Reference LP95-04) - o

The followmg graphlcs and symbols are not requlred under FIFRA and are not part of ,
the label rewew ‘ G

= Depa.rtment of Transportatron symbols mdlcatmg the hazard and ﬂammabxl' y "
. of a particular chemmal or pestlcrde o

= Barcodes whxch a.llow for easrer scannmg of pnces m reta.ll stores (Refere
LP92-03)

Graphics & Symbols on Labels o
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Chapter 15 COMPANY NAME AND ADDRESS

The company name and address of the reglstrant are reqmred features of the
pesticide product label. These features must be displayed prominently and within the range
- of type size that is requn‘ed for all label text (see chapter 3). These may be found any where

'on the label, but are most commonly found on the front panel of the pestlclde label (see "
156.10 (c)) , . |

.E -B -'. ‘,‘

'If the registrant is not a resident of the United States, he must designate an agent

" who resides in the United States and to whom all correspondence concerning the product er .

any subsequent reglstratlon actions will go [see 40 Code of Federal Regulations (CFR)
152.50 which outlines the requirements of a forelgn registrant]. However, such reglstrant s
label should always reflect the name and address of the forelgn regxstrant ‘

If a company is a d1v1swn or subs1d1ary of another, but that company s name is not
the name of record, the company cannot add the statement "a division (or subsidiary) of
" under the manufacturer’s name on the label. Although the company is a division or
‘ subs1d1ary of another this is not the name of record and they will need to make the name .
change if they want this language on the label (Reference: MLD-17 and MLD-20).
Co-pame Changes
Reglstrants are requlred to keep the Agency current as to the correct name and
address of record. If a company changes name, they do not have to submit an amendment
to add the new name on the label, however the registrant must inform the Agency by letter
“of the name change. A separate letter must be sent to the Document Processing Desk
(Distribution Code COADR), Office of Pesticide Programs, 7504C, U.S. Env1ronmental .
Protection Agency, 401 M Strest, W, Washington, D.C. 20460-0001 mformmg us of the -
change. The registrant may start using the new name as soon as it occurs, or they can usé

- the same label (old name) until the next printing or for 18 months wh1chever comes first.
(Reference Message Log #5,9/ 12./95) :

Company Name and Address R Page 15-1
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Chapter 16~ CONTENTS/NET WEIGHT STATEMENT |

The Net Contents statement 1dent1ﬁes how much pestlmde is in the container. Usually .
draft labels will only include the phrase "Net Weight: ___" or "Net Contents: ___" as a means
of identifying where the statement will actually appear on the final printed label. The actual
amount of pesticide is usually left blank because the registrant often intends to market the
" product in various sizes. The reviewer can refer to the Application for Pesticide Reglstratlon

form (EPA Form 8570-1) for information on the various container net weights. Actually, the '

' regulatlon 40 Code of Federal Regulations (CFR) 156.10(d)) does not require the
\ term/headmg "Net Weight" or "Net Contents" to bestated on thelabel, although it doesrequire

- that the welght/volume be expressed as the net welght/contents Even so, the Agency strongly
recommends that the term "Net Weight" or "Net Contents" be reﬂected on the label, since it
| describes the amount of material in the container as opposed to the welght of the entlre

product Th1s could reduce the poss1b1hty of confusmn and/or questlons by users. -

" There is no required location for the Contents/Net Weight Statement. The preferred
location is the bottom of the front panel below the company name and address. If the draft
label under review contains the contents/net weight statement in some other location, the -
reviewer should suggest that the statement be placed on the lower third of the front panel.

, Check the draft label to determme 1f the contents/net welght statement is expressedt '

correctly. [40 CFR 156.10(d)] - ' o o

1’ DRY FORMULATIONS . Gncludes solids or semisolids such as dusts, granulars,

‘ + pelleted or tableted baits; wettable powders, mmroencapsulated product, 1mpregnated
matenals) The net weight shall be expressed as pounds or ounces.

2. \LIQUID FORMULATIONS The net contents shall be expressed as gallons, quarts '
pints or ﬂuld ounces: : . .

3. PRESSURIZED PRODUCTS (mcludes gases and aerosols) The net contents shall be v "
: expressed as av'nrdupors pounds and ounces. -

" Contents/Net Weigﬁt Statement : . Pagel6l
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Rev1ew the draft label to make sure that it meets the followmg requlrements

UNITS OF MEASURE: Conventlonal "Amencan" (U S.) umts of measurement are

~used, Itis perm1ss1b1e, but not requn'ed for labehng to decla.re net contents in metric

units (liters, kilograms, etc.), so long as U.S. units of measurement are also declared.

For example, "Net Contents 1 gallon (3. 785 hters) " It is not acceptable to list.
ONLY metric units. The same policy holds for the Directions for Use. For example, T
the applicant may elect to use the equivalent kilograms per hectare in addltlon to
expressmg apphcatlon rates as pounds per acre. :

" EXPRESSION OF NET CONTENTS: The Net Contents must be stated in terms of
the largest suitable units. For example, "1 pound (1b ) 10 ounoec" would be shown on
the draft label mstead of "26 ounces.' L

Hy

CONSISTENCY WITH DIREC'I‘IONS FOR USE The D1rect10ns for Use on the
label must not call for more than the net contents of the package 'An extreme example
isa granular product may not have labeling statmg "Net Contents: 1 pound" and then

have an application rate in the directions for use of 200 Ibs/acre. Thxs problem often ‘
occurs with baits used to control rodents . ‘

Contents/Net Weight Statoment .
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- Chapter17 ~ IDENTIFICATION NUMBERS -

The EPA Reglstratlon Number and the Estabhshment Number are reqmred on all

pesticide labels and labeling. Thls section also covers Distributor Registration Numbers,

1. -

- Special Local Need Registration Numbers, and Expenmental Use Permit Reglstratlon'
N Numbers ‘ :

) ASSIGNMEN"‘ OF REGI STRATION NUMBER Before a pestlclde product is
. ‘registered under the Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA)

Section 3, the reviewer may see an EPA File Symbol composed of a company number

X followed byasenes ofletters representmg the future product number. Product numbers .

areassigned sequentially. Thelettersareused instead of the numbersto preclude people
from thinking that the product is already registered. The letters come from the word
"REGULATION Each letter represents a number starting with "1 (one), "and ending
in "0 (zero)." Accordingly, R=1, E=2, G=3,U=4, L=5, A=6,T=7, I=8, 0=9, and N=

0. Therefore, if 6767-EGN is registered, it would become EPA Reglstratlon Number

6767-230. "6767" is the number identifying the company holding the reglstratlon and

"'230" is the number 1dent1fymg that spec1ﬁc product

PURPOSE OF REGISTRATION NUMBER The EPA Reglstratlon Number .
indicates which company holds the registration for the pesticide, and in which sequence
the product was reglstered by the company. For example, the first product for a
particular company will be product number one, and the second will be two, and so on.

The reviewer will see the registration number preceded .by the phrase, "EPA
Registration No., or EPA Reg. No." This will be followed by a company number then -
a dash (-) then the product number ' - v a

This phrase and number ha:s no locatlon requtrement but is often found on the front

“panel of the product label. (40 Code of Federal Regulatlons (CFR) 156. 10 (e))

DISTRIBUTOR NUMBE RS FIFRA and the regu.lauons perm1t a reglstrant to -
distribute or sell a reglstered product under a distributor’s name and address (40 CFR

152.132). Thisis called "supplemental distribution." Although distributor labelsarenot
o subm1tted to EPA for review and stamped approval questlons that concern them may

Identification Numbers ' A Page 17-1
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. The company name that appears on the dxstnbutor label must be the same as the

Identificationf: Numbers :

arise from mternal or external customers. The dlstnbutor label must be the same as the
registered product (basic registration) except for: product name, name and address of
distributor, and any claims (uses, for example) that are deleted from the label. Subject
to the enumerated excepuons, ‘this regulatlon was intended to ensure that labeling
statements made for a distributor product are identical to those made for the EPA-
reviewed and approved basic product labeling. The Agency will generally permit,
however, minor formattmg differences, such as different label colors and backgrounds,
type styles or label sizes, provided the text, prominence and location of labeling
statements on the distributor product are identical (subject to the exceptions listed
above) to that of the basic product.(Reference: LP96-01) The company’s name can not
be abbreviated on a distributor label unless it is complete enough to enable a reader to
identify the company from a phone book so that he/she may contact the manufacturer
(Reference: MLD-17). Multiple company names are not allowed on distributor labels.

company nameon  file with the Agency for the distributor’s EPA company 'number and.

- agree with the company narae on the supplemental registration form. If multiple
addresses appear on the label, the initial address should correspond with the address
that is in the EPA Company Name and -Address File and on'the supplementa.l
registration form. (Reference LP94-23) The label must show the EPA Est. No. of the
final eetabhshment at whxch the product was produced :

Botha reglstrant’s name and a dlstnbutor’s name can appear on the l‘a‘bel;” but it has to
be VERY clear who’s domg what; ie., manufactured by ....; distributed by... or
distributed for... (Reference Message Log #6, 4/ 12/96) 'When the phrases
"manufactured by", or "produced for" are used on a label they may only be
accompanied by, or refer to, the reglstrant’s name. (ref guidance glven to NY State by
Jim Dowmng cn 7/24/96) :

Drstnbutor products must bear the EPA Reglstratlon Number of the basic product,
followed by a dash [-], and then followed by the distributor’s company number. For
example, Rhone-Poulenc has a registered product FOLEX 6EC Herbicide, EPA
Registration No. 264-498. By notlficatlon to the Registration Support Branch of the
Registration Division, Rhone-Poulenc adds Cornbelt Chemical Company as a
distributor. Cornbelt’s assigned company number is 10107. The FOLEXEC marketed
by Cornbelt (under their product name) must bear EPA Reglstratlon No. 264-498-
" 10107. An EPA Registration Number cons1stmg of three sets of numbers partitioned
by dashes can beidentified asa distributor product Distributors may not amend their
product labels. Only the basic reglstrant (m th1s example, Rhone-Poulenc) can amend

registered labels T

- Page172
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The estabhshment number is not reviewed or ass1gned by PM teams Itis ass1gned by N

EPA Regional Offices and the Office of Enforcement and Compliance Assurance (OECA).
: The PM’s only respons1b1hty is to ensure that itis formatted correctly.

1.  PURPOSEOF ESTABLISHMENT NUMBER: The Establlshment Numberindicates
- where the final phase of production of the pesticide product took place, This number
~ is preceded by the phrase, "FPA Est. No.," and may appear anywhere on the pesticide
‘product label, or on the outer contamer or packaging of the product (40 CFR
156. 10(t)) It often is grouped together with the EPA Reglstratlon Number, but is not
reqmred to be. (40.CFR 167 3). , ,

2. . LOCATION OF ESTABL]SHMENT NUMBER The estabhshment number must" ‘
appear on the product label, or on the immediate container of the product. Ifthe EPA
~ Establishment number cannot be seen or clearly read through the wrapping or
packaging of the pesticide container, it must also appear on the outside container or -
wrapper of the product (40 CFR 156.10 (f)). Since the reviewer may never see the actual
outside container of the product, the establishment number may not be shown on the
draft product label subm1tted for review by the company

3. 'STATE DESIGNATION Letters such as MO AZ or PA, appear after the
' establishment number, and these letters represent the state that the product was
produced in. For example, you may see an establishment number written as EPA Est. B
No. Company No.-MO-1, which would indicate that the establishment number isthe

first estabhshment reglstered in MlSSOlll’l , :

: = For example: If the company is Cornbelt Chemlcal Company‘, and their
company numberis 10107, and the last phase of pesticide production took place

- at producing establishment number 89 in Hawaii, then the Estabhshment,_
’ }number for th1s product would read 10107-HI-89 '

4. MULTIPLE ESTABLISHMENT NUMBERS Agency policy permits the use of -
‘ : multlple establishment numberson products prov1ded that the registrants meet existing
labeling regulations (40 CFR 156.10(f)). and follow the format for multiple
establishment numbers. However, if a producer uses multiples establishment numbers,
it must be very clear whlch estabhshment number is the actual productlon site.

Identification Numbers o D . L | 'l?age 17-‘3'
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The Special Local Need registration number (S
Section 24(c) Registration Number. These federal registrations areissued by the states to meet
special local needs. (40 CFR 162) The number is written as "EPA SLN.No." followed by the
last two digits of the year of issuance, then a four digit number which is the consecutive number
of reg:stranons that the regtstermg state has issued i in that partlcular year.

For example Ifthe company, FMC apphes fora sectlon 24(c)wreg1strauon intheState

of North Carolina, and is the 34th consecutive state re tlon 1n North Carolma i
- the year 1995, then the 24(c) registration number would EPA SLN No. NC9500

. Although most 24(c) registrations amend federally reg:stered products ‘with
supplemental labels, the state may also register anew end-use product (not federally registered)
as a 24(c) registration. The ingredients (including inerts) of the new end-use.product must be
contained in one or more federally reglstered (wctlon 3) products (CFR 162 152(b)(2))

The EPA 24(c) reglstratlon number is assrgned by the state and entered on the state
registration application form (different from section 3, Apphcatlon for Pesticide Registration.

form, EPA Form 8570-1). In addition, if the 24(c) regtstratlon is an amendment to a federal o

section 3 reglstratton, the EPA reglstratlon number of the federal product isalso entered on the
application form

Expenmental Use Permits (EUPs) are lssued b
to anyone who wants to develop data on either a new product or a new use site for a future
FIFRA Section 3 registration. EUP applications are assigned file symbols, which are written
as Company Number-EUP-File Symbol The file symbol is translated to an EUP registration
number once the EUP has been approved by the Agency and/or an associated temporary
tolerance has been established. Refer back to part 1.A. for information on the translatlon of
ﬁle symbols to reglstratlon numbers (See 40 CFR 172 6)

For example FMC, Wh°se company number is 279 applleswfor an EUP o
collect data on the crop kale and no tolerance is yet established for kale. Itis

given the file symbol RLE until the EUP has been approved and the t temporary 7"

tolerance has been established, if apphcable Once this EUP application is
approved, the file symbol 27 9-EUP-RLE will become EUP Number, 279-EUP-
152, since th1s is the 152nd permlt for whlch th1s company has apphed : '

Identification Numbers - - Pagell4




Label Review Manual B Currentfas"ofiDecember 27,1996
Chapter 18~ UNIQUE PRODUCT LABELING

Certain specialty products pose a challenge for ‘meeting the regulatory labeling
requirements. Package size, shape, and composition often dictate unorthodox approaches to
attaching the necessary information. The following examples have been accepted by .
 Registration Division (RD), often after intense discussion with theregistrants, and may beused
as models for new and novel products that will undoubtedly be developed in the future. -
REMEMBER - one rule always applies: the required front panel statements (ingredient
statement, signal word, skull and crossbones (if required), child hazard warning, EPA
" Registration No., RESTRICTED USE PESTICIDE, (if so classified) and a reference to the
location of other precautions) must always be yisible on the outer container label sold asaretail

“ I I ]ll-Ew l. Zc " ]l . v .‘
- This category has two situations which are as follbws:

1. PESTICIDESPACKAGED WITH A NON-PESTICIDE: This situation includesa
' ~“pesticide product which is packaged with a non-pesticide component such as an
adjuvant in a separate container (which is to be added to the pestiéide during mixing)

sold together in two separate containers in a single retail unit.

According to the definitions set forthin 40 CFR part 152.3, the products are distributed
‘and sold as a single retail unit and togethér comprise the pesticide product.
Accordingly, the Agency has jurisdiction to review the labeling of the pesticide product

. aswell as the non-pesticide component. If the components are attached together, such
with a shrink-wrap sleeve or in a box, the front panel of the pesticide must be visible.
If it isn’t, the front panel must be duplicated and attached to or printed on the
outermost container. ' L S

-2, TWO OR MORE PESTICIDES PACKAGED TOGETHER: This situation includes

" two or more pesticide products packaged in separate containers but sold together asa
single retail unit and intended to be used as tank mixes just before application.

_ Each container must bear or be accompanied by full labeling and the front panel must
be visible under conditions of purchase. Asabove, if the outermost packaging obscures

Unique Product Labsling o " Pagel8-l -
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the front panels of the pestxcrdes the front panels must be duphcated and attached to B
the outermost contamer _ e

Policies regardmg the labehng for multl-packs and co—packs are cm'rently bemg clarrﬁed

by the Agency. Please contact the Labeling Unit for additional information before
submlttmg reglstratrons or amendments that feature multi-packs and co-packs.

40 Code of Federal Regulatlons (CFR) 152. 3(t) states that the "pesticide product”

includes the entire package as the product is intended to be distributed or sold.

Therefore, we have full _]unsdlctlon regarding the labeling of any "non-pesticide" which

is part of the package. "J urisdiction” means that the Agency has the right to review and

approve any aspect of the contamer or labehng of the non-pestlcrde product if it is
packaged with a pestrcrde "The reviewer examines the non-pesticide labeling to-

. determine whether it contains any language that conflrcts with the pesticide label, but '

' does not actually stamp the non-pesticide label. An example would be a label for an

- activator (such as potassium permanganate) which accompames a pesticide (sodium

‘“bromrde) EPA reviews the labels for both products, but stamps only the registered

pesticide label, noting any problems or changes we recommend f or the non-pesuclde N

.label (Reference MLD-20)

Certain contamers are too small to bear all reqmred labelmg In those cases, 1t is ‘

permissible to have all text except the required front panel information located on "

accompanying pamphlets which are considered labeling. The following information shall be
the minimum requirement for the label of small containers: statement of active ingredient(s),
signal word, skull and crossbones (if required), child hazard warning, EPA Registration
Number, the phrase "RESTRICTED USEPESTICIDE"ifclassified, and areferencestatement
to any accompanying pamphlets Outer boxes, bubble-packs accordlon-pleated attached
labels, and plastic self-sealing envelopes containing addltronal labeling have been accepted

Whatever the approach, it is important to stress that ALL labeling must accompany the
product at point of sale, and that the immediate container must contain a statement directing
the user to the location of any additional labeling which is securely affixed to the contamer

All of this labehng must be rev1ewed and found to be accepta e. .

An mcreasmgly popular means of packagmg is the water-soluble packet It is also an

Agency-mandated approach to reducmg exposure of mrxer-loaders to dust, vapor, or hquld |

~
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* pesticides. This method of packaging, however, presents problems in labeling. Since the
- immediate container is the film, a strict application of the regulations would require front panel
text to be printed on the film itself. Although recent technological advances have made such d
printing possible, most standard printing technique and inks are not compatible with the
polyvinyl alcohol films. In order to accommodate this desirable method of packaging, the
Agency hasaccepted other labeling approaches. Themost widely used is another tear-open foil
_ enVelcpe containing each soluble packet; the foil bears the required labeling. This foil envelope
method has the added benefit of protecting the soluble packet from moisture which could cause
shelf-life problems. Another acceptable method isa muffin-pan type of package where each

" packet is enclosed in a depression with a tear-off top that seals each such depression. The

* tear-off top bears the required labelmg Thevital cons1derat10n in dealing with soluble packets

isreducing the likelihood of the consumer removing unlabeled packets from labeled containers

~ long before use and then forgetting what they are. Since laundry detergents and dry bleaches
~are also manufactured i in soluble packets, the risk of a serious case of mistaken identity must

“beavoided. Itis NOT permlss1b1e to simply package a quantity of unlabeled soluble packets '

in an outer container where they could be easily separated from the accompanying labeling.
- EACH packet must either bear identifying- labehng on the film itself (where feasible) or on
packaging immediately enclosing that packet. PR Notice 94-8 (Reference PR-94-08) describes
the registration requirements for pesticide products containing water soluble packaging (See
~ chapter 8 for reduced Personal Protective Equipment for Water Soluble Packagmg products
sub_]ect to the Worker Protectlon S.tandard | .

Agncultural pestlcldes areoften sold by dealersout of bulk tanks dxrectly into spray rigs
-ortruck-mounted tanks brought to the dealer by the farmer or applicator. This method of sale
. has the advantage of reducing the number of empty pesticide containers and the attendant
disposal problems. In such cases, the dealer is obligated to deliver the full label to the
* purchaser at the time of sale. Such labels are supplied to the dealer by the registrant. When
reviewers receive such submissions, it should include the label which appears on the tank
container which contams all the front panel mformatlon and a separate full label for review.

Ngn;EIEB‘ Al almling Text .
: Some iabels submitted to the Agency have a panel devoted to Departxnent' of
+ . Transportation (DOT) shipping. rules, or have New York City fire code symbols, HMIS,
- NPCA and NFPA (hazard codes) rating systems bar codes, or PA Dept. of Ag. numbers.

Such text is permissible unless it obscures or crowds the Federal Insectmlde Funglclde, and
-Rodent1c1de Act (FIFRA) reqmred text. :
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Foreien Laneuage Labeli

Foreign language text, in addition to the full Enghsh text, 1s permtted in 1ts entlrety on
the product label so long as the applicant certifies that it is an accurate translation of the
English. Itis NOT the responsibility of the Office of Pesticide Programs (OPP) to attempt the
review of such text. If the foreign text is inaccurate or goes beyond the reviewed and accepted
English labeling, the certification on record is the evidence that will be used by the Office of
Enforcement and Compliance Assurance can take the appropriate enforcement action under
40 CFR 156.10(a)(3). |
Dual Labeli One Contai |

Use of two labels, an EPA approved label and an international label, on one container,
has been allowed only for manufactunng use products when the followmg requu'ements were

= 'Themternauona.l labehsdeemedpermss1ble addrtxonal label language pursuant |
to 40 CFR 152.46. The EPA approved FIFRA section 3 label text will not be
modrﬁed and is to remain cons1stent w1th 40 CFR 156 10

- Each label, the International and the EPA approved will be prmted on the o
product container and will occupy one panel apiece. - Placement of the EPA
- approved panel isin accorda.nce with 40 CFR 156. 10 | |

= Eachpanl m!lstbeappmpnately 1dent1f'ed assuch ‘v-mwmauonal Pan "l

U S. Panel "

=  The International panel must. ha‘ie”“t‘hé“ following referral statement in all
‘ languages that are on the panel that instructs the pesticide user to the
appropriate section on the label: "DO NOT refer to this panel when '
formulatlon, use, storage or dxsposal occurs in the us." “

= No statements which appear on the mtematlonal panel label will add new uses
.orclaims or in any way contradict the EPA approved FIFRA section 3 labeling.
The registrant must submit a 51gned certification statement venfylng thls when
subm1tt1ng the international panel labehng ‘

= Exported products must comply w1th 40 CFR 168 65 whlch addresses labelmg
requn‘ements not addressed above. The requn'ements at 40 CFR 168.65 apply ‘
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whether a pesticide product is produced in the United States orimported into the
United States and intended for re-exportation. (Reference:. LP9%4-30)
Pesticides Used to T Seeds
: - The Federal Seed Act, admmstered by USDA requlres pestlcxde-treated food crop
: .seeds to be discolored before they may be sold in interstate commerce. It is OPP policy to
" require pesticides beanng directions for commercial seed treatment (as opposed to dnll-box,
planter-box, and slurry treatments done by the farmer immediately before plantmg) to have
eithera dyein the formulation OR bear labeling warnmgs in the directions mformmg the user
that treated seeds must be discolored before being sold. . The labeling option is the
overwhelming choice of registrants since a product intended to treat a broad spectrum of crop -
- seeds cannot have any one dye that will discolor every seed. Seeds come in many colors.- For i
| example, red dye would not discolor kidney beans black dye wouId not discolor cotton seed, ,
-and yellow dye may not show up on corn. : -

\ Chﬂd_Anractmg_Backagmg ("Attractlve Nulsance")

From time to txme, reglstrants attempt to package pestlcxdes in contamers attractlve to |

' the consumer and the consumer’s children. Bait-type pesticides for rodents and roachesarea
favorite type of product that have been marketed in little doll houses, fire trucks, and other.

toy-like dispensers or containers that look like food containers, e.g. milk carton shape. These

types of packages are not acceptable. They add nothing to the efficacy of the pesticide and
increase the hazard to small children. Itis recogmzed that it may be difficult for the reviewer
to determine the package style when the final pnnted label is only a printer’s proof and not
usnally given afinal review. However, certain types of products amenabletosuch unacceptable :
- . packaging should be checked. and if any doubt or susplclon anses, the apphcant may be
: ontacted : ,

Rodentlcxde place packs often appear in bnghtly colored labels which can resemble ‘
certain candy wrappers. Labels for these products require that they not be used and storedin
locations accessible to children under six years of age. Due to the dose convenience that this
~ type of borderline chlld-attractlve packaging offers to product users, EPA accepts it as long as
the appropnate precautlons and use restnctlons appear on the label h

There are cases where users of concentrated products dﬂute and then use/store the
product in a separate unmarked contamer (secondary contamer) Although the Agency does .
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not require labels on secondary containers, it will allow registrants to provide labels to users
for secondary containers that are used to apply or temporarily store end-use pesticides if the
labels that accompany the secondary container are "not inconsistent" with the EPA approved

label and the label includes the following information: ; -

1.  Product name; |
2.. EPA reg‘i“stration‘ numbér; ‘ 7 |
3. “Nameand percentage of active ingredient, followed by the phrase “7he product in this ™~

container is diluted as directed on the pesticide product label. " '

4,  Signal wordandprecautlonary statementsfromth gis hereglsu
has acute toxicity data supporting a lesser signal word and precautionary statements;
5.  Thestatement: 7Fol]oi;' the du'ectzonsforuse on the pes. cide label when applying this

product.” ,,

' "Not inconsistent"” would mean that the registrant has met the above conditions and that

the secondary labeling has no other statemerits which directly conflict with the approved “

pesticide label. The above s considered guidance only. Registrants are not required to submit

these secondary labels for review by the agency, however if the secondary label is inconsistent

with the EPA approved label, the Agency will consider the product misbranded. This guidance

isnot intended to apply to hand-held containers used by structural pest control operators who
are regulated. a : S

¢

6

Unique Product Labeling o ' Pagé 18-







TR T

. . - . I PR EETIR R ANT [
. ' o . R . T I A A ! i o JETTTR TR A N
g * o B i ol o I
- [ Lo I ! N
' " o e I A Ty
B
. . . " Sy o "Hir
. P " . L T Co f o AL
. . [ o [ R R R R M . AR B
. ' i * P s P " " B . el W
. . ' N - ' . o e de
. . . . L AT Wl e M
. f . . . . ' Cu RTINS .
. ) . . [ ' e : ; "
' . . ST N T PR |
i v ' . " I I L L " ety o 3
B , L e L A Lo e PR o e a0l W
. . . . “ S IR - -
. . . . w Lo W C Cew e " W
- e . : ,
' : . . . 1 PR [T A W
: . . L i o : s o
, f - L T [ T T P T o S e
. . . P “
, . . . " " IR
. . - e Y : A S
] o i ittt ’ . - Vi
- s C : u‘whmum\ sl R .
. . C b bt . % o
E . . S
I . : . I g I
[ " ' R : S .
. S . . " [ S Te T el v e
. L . [ PR [ " .’
. . ¢ . S o [
. . W " s . . L PR " [ i " B St e e i
) . . . ey . . . G . ot Vi o,
[ " " F " o e " o ! . Ty i ol . L)
. " B " A T N P T - IR IRI
. . e " PRI . EERR MR R o i
' " Il R . Y ! Ch I . . Moy o
) “ ) ) [T [P ) P o - p
t e e . ' ! o
[ . " [ " 0t " "
. . . . B . . o w [T
Lo B e . [P L,
o " s . . f . . gt O
. . v ' g
" . e [ o o th W M i
. , . L . . L] L
‘ L ; . e ek
. . |l [ ! A 4 S . ol
" o i B i B o b " " !
" ! e
w .
! o L o P
" PR . B vy
d v i
. . . iy I o .
A T . . " M .
. : .
. U T : Cooe e I
' [ T . B N
: . B . [ BRI T :
o . . . " L e . W o 0 e
. o . S [ . Ll . . 1
[ . ' ' . ' ' o i - e !
. w . . o e : : a el Vo Te T o
. . . o e . S . . .
l - '
" . i ' S o . . 1 | o
i W ) Il ' v o . . B ot . . Lo
. . ,
. . .
) M B :
! o . . ' i . o c C e e 0
. e ' . R to . " o '
“ . . : .
' . - BT e w0 e o e e

w - " . ! w . PR " e i g
: ' . . R L e W T S T e A R
. - ) . e [ FETT I PR gl ]
‘h ) L : i . P ) L byl g
. S, o AR R . e
. o iy .
. = - T e oo .
" o " o . LN ca W e e S e s IR "
v . ! " " " o . " '
. . . I Wt .
. [ I oo .
3 l k) : -
. . -
, P o o o P Vo I IE RN
B . . w et . . . o : Ty WO R LTy I Vi b




